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who proved to me on the basis of satisfactory evidertce to be the person(*whose name” ts/ara
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istructionsforUse

titaire'X Revascularization Device
Imm

TheSdhaire* X Revssculariuticn Device should only be used by physicianstrained in interventional neuroiadldogy
and treatment of Ischemic shoke.

DESCRIPTION
t SditaiK' X Revasculariation Device is desigtwd to restore blood flow in patients eaperfencin” ischemic stroke due to
(IMiacranid vesselodusion. The device is designed for use in the neurovasculature suchasthe internal arolld artery,
' Mland M2 segments ofthe nvidtfle cerefanl artery, basilar, and the vertebral arteries.
Figure 1:

Solitaire*X Revascularization Device

U
|- F— 1
1 Proximal marker A Stentdiameter
2. Distal markers B.  Usablelength
3. Introducersheath C. Stentlength
4. Rurosafe Marker D.  Length from distal tip to fluorosafe marker
5, Push wire E Markerto marker length
F PushWire Length
DEVICE COMPATIBILITY

Thefollowing parts are required to use the Sdltalre* X Revascularization Device:

. All Solitaire" X Revascularization Devices should be inboduced only through a microcatheter with an Inside
diameter 0f0.017 Inches (0.43 mm)-0.027 inches (0.69 mm). Referto Table 1for recomirtended miODcatheter sizing
guidelines.

Compatibility testing for all Solitaire” Xdeviceshasbeen performedwith Phenom*21/27. Rebar* 18, and Marksman"”

microcatheters.

Referto the instructions supplied with altinterventional devices and materials to be used in conjunction with the Solitaire*

XRevascularization Devicefor their intended uses, corrtraindicalionsand potential complications.

Otheraccessoriesfor performinga procedure and NOT supplied; to be selected based onthe physician” experience
and preferences:

. Minimum5 F(1.67 mm) guide catireter
(NOTL Usersshould selectaguide catheter with appropriate supportto deliverinterventional devices. Fora guide
utheieraminimum Inside diameter 0.061 inches (13S mm) is recommended. Fora balloon guide catheterensure to
use8 F(2i7 mm)-9 F(3.00 mm)with minimum inside diameter 0.07S Itches (1.91 mm))
MiarKalheter (reforto Table 1)
Ciddewire
Aspiration Devis (60ccsyringe or aspiration pump/system)
Saline sokjtion/heparin-saline continuous flush set
Rotating Hemostasis Valve (RHV)
Infusion stand
Femoral arterial lock

INTENDED PURPOSE/iNDICATIONSFORUSE

The Solitaire* X Revascularization Device is designed for usein the flow restoration ofpatients with ischemic stroke due to
large intracranial vessel occlusion. Patients who are ineligible for intravenous tissue plasminogen activator (IV t-PA) orwho
fail IV -RAtherapy are candidates for ireatmenL

CONTRAINDICATIONS

Useofthe Solitaire* X Revascularization Device is contraindicated underthese diormstances.

. Patientswith known hypersensitivityto nickel-titanium.

. Patientswith stenosis and/or pre-existing stent proximal to the thrombus site that may preclude safe rkOvery of the
Solitaire* X Revascularization Device.

. Patients with angiographic evidence of carotid dissection

PREPARATIONS FOR USE

1. Administeranti-roagulation and anti-platelet medications per standard Institutional guidelines.

2 Aided by anglograpMc radiography, determine the location and size o fthe area to be levaxularized.
3. SelectaSolitaire* X Revascularization Device per Table 1.
4

Toachieve optimal performance ofthe Solltaiie* X Revasculaiizabon Device and to reduce the risk of
thromboembolk complicalions, nuintain continvous flushing action between a) the femoral arterial sheath and
the guide catheter, b) the microcatheter and the guide catheterand c)the mkrocatheterand the pushwire and the
Soirtalie*X Revascularization Device. Checkall connections to make sure that during the continuous flush no air
enters the guide atheter orthe mkrocatheter.
5. Position a statable guide catheter asdose to thrombus site as possible employing a standard method. The guide
cathetershould be appropriately sizedto retrieve dot If so desired in subsequent steps. Connecta RHVto the fitting
ofthe guide catheter, and then connecta tube to the continuous flush.
W th the aid of Table 1, selecta mkrocatheter suitable for advandng the Solitaire* X Revascularization Device.
Connecta second RHVto the fitting of the mkrocatheterand then connecta tube to the continuous flush.

Settheflush rate perstandard institutional guidelines.

© ® N o

Withthe aid ofasuitable guide wire, advance the mkrocatheter untilthe end o fthe mkrocatheteris positioned
distal to the thrombus so thatthe usable length portion ofthe Solitaire* X Revascularization Device will extend past
each side ofthe thrombusiin the vessel when (uHydeployed.righien the RHVaround the mkrocatheter. Remove
guide wire.

DIRECTIONS FOR USE

Delivering the Solitaire"* X Revascularization Device

1. Insertthe distal end o fthe introducer sheath partially Into the RHV connected to the mkrocatheter. Tighten the RHV
and verify thatfluid exits the proximal end ofthe mttoducer sheath.

2. Loosenthe RHVand advance the Introducer sheath until it b flrmly seatedin the hub ofthe mkrocatheter. Tighten
the RHVaround the introducer sheath to preventback flow o fblood, but notsotight asto damage the Solilaire” X
Revascularization Device during its introduction into the mkrocatheter. Confirm that there are no airbubbles trapped
anywherein the system.

3. Transferthe Solitaire* X Revascularization Device Into the microcatheter by advancing the pushwire Ina smootit,
continuous manner. Once the flexible portion ofthe push wire has entered the mkrocatheter shaft, loosen the RHV
and remove the introducer sheath over the proximal end ofthe pushwire. Once completed, tighten the RHV around
the pushwire. Leaving the Introduor sheath In place will Interrupt normal infusion offlushing solution and allow
back flow ofblood Into the mkrocatheter.

4. Visuallyverify that the flushing solution isinfusing normally. Once confimted, loosenthe RHVto advance the push
wire.

$.  Oncethe Solilaire* X Revascularization Devke has been advanced to the fluorosafe marker band begin fluoroscopk
Imaging With the aid offluoroscopk monitoring carefully advance the Solitaire* X Revascularization Device until its
distal markers Ine up atthe ertd ofthe microcatheter. The Solitaire* X Revascularization Devke should be positioned
surhthat the usable length portion ofthe device will extend past each side of the thrombus in the vessel when the
devke Isfully deployed.

TauUtl
SoHtaire"* X Revascuiarization Davice:
ProductSpedfkatioi» and Racommandtd Sidng CuifMinos

Length from Distal Prexiinai .
Radiopagoe
KétoflimmiM RecommendedMiorecatheter PHshWke Stent UsaMe Stent Distaitipto Radio* Radio*
IAoM . ’ . X StentMarkers
Vessel Diameter innerMameter Length Diameter Length® Length flaoresafe pague )
marker Marken Marken Spacing
Sffw*3-20-10 1.0mm-3.0mm 0.0ir(0.43mmH)X)2r(0.69mm) 200an 3.0mm 20.0mm 30imm <1$0cm 3 1 10mm
Sfll4-3-4(M0 1.0mm-3.0mm 0.0ir(0.43 mm)4).027' (0.69mm) 200 cm 3.0mm 40.0mm S1.6mn <1S0cm 3 1 10mm

' Selecta Soiitaitt* X Revascularization Devke based on the sizing rerommendationsinTaUe 1 and basedon the smalest vessel diameterat thrombus site.

' Selecta Solitaire* X Revascularization Device usable length that isat leastas long asthe length o fthe throrrdius.
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8.

messlwresisun» ismcountemlduring the delivery of the Solltaii«*X Ne vssQ iNe ril<nDwk 2i&continue
heddivery and Identify the cjuse oftheresistanct Advancementofdte SoHtitre*X ftovna’triste A Device
ainstresistance may result In device damage and/or patientInjury.

jMloying the Solitaire” X Revascularization Device

A loosenthe RHVaround the microcatheter. 1o deploy the Sollulre'X Revasailarization Device, fix the push wire to
maintain the position of the device vrhfle carefully wllhdravrirtg the miaocatheterin the proximal direcfion.

Figure 2:
Solitaire” X Revascularization Device Deployment

Retractthe inicrDcalhelefuntil Hisjust proximal to the proximal maricer ofthe Solitain* XRevasculariiation Device.
Tightenthe RHVto prevent any movementofthe pushwire. The usable length ofthe deployed Solitaiie” device
should extend past eachside ofthe thrombus.

Tighten the RHVaround the miaocatheter. Angiogr”hially assessthe revasculariution status of the treated vessel.

Solitaire” X Revascularization Device Re-Sheathing

If

lesheathing ofthe Solitaire™ X RevasculariaOon Deviceis necessary (e.g. repositioning), follow these steps:

WARNINGS

Advancing the microcatheterwhfle the devlalsewiagedindoc may lead to embcAation ofdebris.

fe. DonotadvancethemkiDcatheteragalnrta. rt; a»ee.

Loosen the RHVaround themlaocatheterand around the push wire. With the aid o ffluoroscopic monitoring, hold
the pushwire firmly In its position to prevent the SoUtalre** X Revascularization Device from moving.

Carefully re-sh«ththeSolitalre XRevasculartzallon Device by advancing the microcatheler over the Soljtalre™X
Revascularization Device until thedistal markers of the Solllalre*X Revascularization Device line up at the end ofthe
microcatheter aslllustrated In Rgure 3 below.

If significantresistance It encountered during the re-sheathIng process, stop Immediately and proceed to
the sectionbelow entitled ' Revascularization Device Recovery*.

Flgur«3:

Solitaire” X Revascularization Device Re-sheathing

Revascularization Device Recovery

11.  Ifusing balloon guide catheter, Inflalegulde catheterballoontooalude vessel as specified In RalloonGuldeCatheter

labeling.

12.  LoosentheRHVaround themicrocatheter enough formovementwhile still maintaining aseal. Ifdesired remove the

microcatheter completely.

13.  Toretrieve thrombus, withdraw Che Solitaire™ X Revascularization Deviceto the guide cathetertip while applying

aspirationto Cheguide catheterwith Cheaspiration device. If applicable withdraw the microcadieter and the
Solitaire* X Revascularization Device as a unit. Never advance the deployed Solitaire™ X Revascularization Device
distally.

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

Apply aspiration to the guide catheter using the aspirationdevia and recoverthe SoliUire*X Revascularization
Device Inside guide catheter. Continue aspirating guide catheter until the Solitairo* X Revascularization Device is
nearly withdrawn from the guide catheter.

NOTE: Ifwithdrawal Into the guide atheler Isdifficult deflate balloon Cifusing baNoon guide catheter) and then

simultaneously withdraw guide catheter, mioDcaiheter and SoBtalre* X Revaxiriatization Device asa unitthrough
Nee sheath while maincaining aspiration. Remove sheath If necessary.

WARNINGS

F

Hexcesshre reststance Is encourrieted duringre oury “the SoltU n*'XRm sataristion Devkx, drscontinutthe
recovery and tdenttlV the cause ofthe resistance.

For vessel safety, do not perform more than threeiecoveryatten”sinthesaiMvessd using Che SoUtarie'X
Revascularization OevicL

15.  Openthe guide catheter RHVto allow the Solilaire* X Revasculartzation Device to exit without resistance. Usecare to
avoid Interaction with the site o fthe Intervention and to prevem airfrom entering the system. Ifapplicable allow the
microcatheter and the SoVtalre* X Revascularization Device to exitwtUwut resistance.

16.  Aspirate the guide catheter to ensure the guide catheterIsdear ofany thrombus material.

17.  Deflate guide catheter balloon if using balloon guide catheter.

18.  Ifadditional flow restoration attempts ate desired with;

a. Anew So8tairt*X Rtvascuiariution Device, then:
i. Repeatthe steps described above starting with the'Preparatkm for Use*sectioa
b.  Theseme Soliteir«*X Revascularization Device, then:
I Oean the device with saline solution.
Note: Do notuse sohrents orautodave.
il. Carefullyinspectlhedevieefordamage.

. 1f no damage, load the Introducer sheath om Ih e proximal end ofthepush wire. Fbr3 mm devices, oneend ofthe
introducer sheath istapered and should be (1) aligned with the distal end o fthe Solitaire* X Revascularizaiion Device
and (2)interface with the miaoatheter hub. Ifthere isany damage, do not usethe device artd usea new Solitaire* X
Revascularization Device for subsequent flow restoration attempts following the steps described above starting with
the*PreparaUon for Use*section. Use o fa damaged derice axdd residt in additional devia damage or patlent Injury.

WARNINGS
Fordevice safety, do not useeach Socaire* XReHscuistzitioD Deviaformore than three flow restoration
recoveries.

POTENTIAL COMPLICATIONS

RolenCial complications of the devia and the endovascular procedure Indude or are syrsonymouswith, but may mri be

limited to;

Aaess site complkations such as hematoma, pain,
nerve damage

Adverse reactions to antiplateiet/anticoagulation
agents, contrastntedia.oranesthesla such asorgan
failure, hypertension, hypolensio® hemorrhage
Cardiac corntrilcatlons such asarrhythmia,
myocardial Infarction, angina

Complications o fradiation exposure such asalopecia,
bums ranging In severity from skin reddening to
ulcea cataracts, and delayed neoplasia

Devia malfunctions such asfriction, foreign body In
patient device separation, fracture

Hematologic compilations such as coagulopathy,
hemolysis, intracranial hemorrhage

Neurologiul defidt/dysfunctions such as cerebral
iniatition, transiem ischemicattack, ischemia
Systemic compliubons suchas Infection, fever.
Infl ion, edema, h: ity, foreign body
reaction, toxidty, shock

Therapeirik Response Decreased
Vascularcomplications suchas dissection,
perforatian, rupture, embolism (induding distal
embolization to previously uninvolved territory),
thromboembolism, thrombosis, fistula, necrosis,
stenosis, vasoconstriction, oalusion

Vision complications suchas Impaired vision and
vision loss

Death

' Consultinstructlonsforuse for other therapy devicesand mediations for additional potential complication information. If
aserious Incident related to the device oaurs, contact your Medtronic representative and the competent authority In your
respective country/region.

WARNINGS

fe

The appropriate anti-plateletand anri-coagulition therapy should be administered isaaordance with standard

medial practice.

Adm!nisNelVt-PA assoon as possibleforalt patients whoare Indiatedtoieaivethedrug.O onotause delays

In this therapy.

IforMttorquetheSolltalt«*)(RevascuUrttatlwiDevta.

For vessel safety, do not perform more than three recovery atim pts fo A e samevessel using Solitaire* X

Revascularization Devices.

Fordevkesafety, do notuse each Solltilre*XRevasada®ad(» Deviaformorethan three flow restoration

recoveries.

Foreachnew Solliaire™ X Revascularization Derio, usea new microatiretef.

SolRaire* X Revascularization Devktdoesn ti altow for*Bw bl yck detachmtt.
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PRECAUTIONS

= Operatorsshould take all necessary precautions to limit X-ray radiation dosesto patients and themselves by using
sufficient shielding, reducing fluoroscopy times, and modifying X-ray technical factors whenever posPble.

. Carefully Inspectthe sterile packageand theSollt3Ire™*X Revascularization Device priorto use toverify that neither
hasbeen damaged during shipment Do not use kinked or damaged components.

«  TheSolitalte*X Revascularization Device Isnotto be usedafter theexpliation date Imprinted on the product label.

. Referto the appropriate Intravenous tissue plasminogen activator (IV t-PA) manufacturer labeling for Indications,
contralndicatkms, warnings, precautions, and Instructions for use.

. Initiate mechanical thrombectomy treatment as soon as posslUe.

HOW SUPPLIED
Thisdevice Issupplied STERILE using ethylene oxide. This device Is Non-pyrogenic.

STORAGE AND DISPOSAL
. This device should be stored Ina dry place, away from sunlighL
. Disposeofdevicelnaccordancewlthhospltal,administrative,and/orloal government policy.

SAFETY AND CLINICAL PERFORMANCE

. Expected clinical betKflt -The Solitaire* X Revascularization Device Is designed for use Inthe flow restoration of
patients with Ischemic stroke due to large Intracranial vessel occlusion to attain the following clinical benefits:
« removal ofthe thrombus from the occluded Intracranial vessel segments
+ restorationofbloodflowintheaffectedvessels

. Performance characlerisiics of the device - The Solitaire™ X Revascularization Device is designed to restore blood
flow Inthe neurovasculature suchasthe Internal carotid artery.Mland M2 segments ofthe middle cerebral artery,
basilar, and the vertebral arteries. The Solitaire* X Revascularization Device removes the thrombus from the occluded
Intracranial vessel segments and restores blood flow Inthe affected vessels. Solitaire* X Revascularization Device is
Intended to treat Ischemic stroke due to large Intracranial vessel occlusion.

. Acopyofthe Summary of Safetyand Clinical Performance can be "ewed by searching the device name on the
EUOAMEDwebsite.

WARRANTY DISCLAIMER

Although this product has been manu”ctured under carefully controlled conditions, the manufacturer has no control over
the cortdltions underwhich this product Is used. The manufacturer therefore disdalmsall warranties, both expressed and
implied, with respectto the product Including, butnot limited to, any implied warranty ofmerchantabllity orfitness for

a particular purpose. The manufacturer feall not bellabletoany person or entity for any medical expensesor any direct,
Incidental or consequential damages caused by any use, defect, failure or malfunction of the product, whethera daim for
sud) damages Isbased uponwarranty, contract, tort or otherwise. No person has any authority to bind the manufacturer
to any representation orwarranty with respectto the product. The exdusions and limitation setout above are not Intended
to, and should not beconstrued soasto contravene mandatory provisions ofapplicable law. Ifany part orterm offels
Disdaimer ofWarranty Is held lllegal, unenforceable or In conflictwith applicable law by a courtof competentjurisdiction,
the validity ofthe tenulning portions ofthls Disdaimer ofWarranty shall not be affected, and all rights and obligations
shall be consinied and enforced asifthis Disclaimer ofWarranty did not contain the particularpartorterm held to be
Invalid.
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pyc
HOTPYKUNA MO NPUMEHEHNIKO Ha

tcKOM a3bike

YcTpoicTBO Agna peBackynapusauum Solitaire™ X

BHVMAHWE

Yerpeiiereo Ans peaacvynsipusauum SeHalr* X400 10 HeMAb>0»aTbesTars(0lpakal|lu, npswsawmen
B6YT 1» UXTaPAEHLIKOHHOM HBAPOPAAVONONM M IM HUM WLL BLUMBOATO MHCY/bTA

OMUCAHWE

YcTpeiietao Ansi peAMKynspHaaumn SOMir«’» X npsigun H v sHa gns (occraHiw ie«« MpaaoTtoa y nAMHTM.

' NEPBUMILMX WLWEMNYBOMIA WHCYNBT KNAACTbT OlONPOAMA MPYIHLIX NYrpUYepensibix Cocyfoa YCyponctao
NP«@HLHIYSHC N5 PUMBHEHMS t CCCY/IBC HCYanoli CMCTALIM. HaNANHED SHYTPSHHCH COHHO «PTAPHM. OArHAMTaX
Ut » M2 cpafiHsii HO3rio ol apTepum, 6a3unsipHoii n aapTabpanbHO apTepusix.

PucyHok 1:
YcTpoiicTBa gna pamckynspugaymun SoUtaira™ X

1 MpOKCUMaNbHbIV Mapkep A AvameTp cre»ra
2 [ucTarbHble MapKeps! E Eiﬁoqaﬂ vHa
NHacTaHTa
AS (P)eﬁ)?:I'OE:ZKVO‘:ImlscﬁezaapKep D PeccrosHHa OT AUCT&/IbHOIO KOTUKa A0
g TonkaTenb PAHTIaHOKOHTPAaCTHOrO Mapkepa
E PaccTosH1e Mexly MapKepamu
F JvHe Tonkarens

COBMECTWUMOCTb U3AENNA

CnagytoLuya 4acTy TpabytoTcs NSt HCMONBIOBAMUSA YCTPOCTas Ans paaBcuynspumumm 88 IhLivan>X:

= BeeycthoAcTaaans peaaokynspusauym Soltalre™ X cneayeT aB3AuTh TOMbKO Yepes MAMPOKaTeTepC
BHYTpeHHUM AneneTpou 0.017 ftoiive (043 HM) - 0027 ftoiiMa (0,69 HM). OGpKTUTACh K Ta&Lwue 1ans
ToNyueHVs pakoHeH/aKIHi Mo BbIGOPY Pa3MepoB MHUPOKaTeTepa.

VicribiTanHvie coiiveeTHMOCTV N5 acax yerpoftCTiSolilaire™ X npoBoaunocs ¢ HUkpoxaTeTepauy Prienora™ 2k 7.

Rebar™ 16 1 MirternenT*.

VIH(OPMALWIO  XacaTeNbio  He3HEHeHMs, NPOTMeOromasaHuid 1 BBSHOXH|KOL ocrawiaiiiel. toTopble casisaHbl C

YCTPOICTBaMY 11 MaTepuanami st MHBA3VBHbIX POLaAypP. NPeAHasHMaHHbIbIM AN UCNOB30BAHHS C YCTPOVicTeOM

ANA peaaBXyNApusALA Somalre™ X cM. a MHETPYXUMAX, MOCTaaNfeMbIX C TaKVMI YCTPOVACTaaMy 1 MeTapuanmmi.

[pyrue NpuHaarvsHLETU ANs NpoaeaanHs npouasypsbl, HE

ocyliecransTb He 0cvoas>AlH apeyeBbHOra omnbIiTa v IPEONoUTEHNIA:

B LIHAMEKT nociaeni: BbIGOP cnegyet

Henpaansion» ¥ itTeTap He MeHee SF (1.67 Mbl)

(MPUVCHAHIC: Monb30earaT JONXTbl Bbl 6" NPOECAHINKOAbIV KaTeTep C COOTAeTCTBYHOLLEN NCLIBpaopii
[AANA J0CTaBKM MnaasuplbK YeTPOicTe. [/ MPOEOHUKOEOr0 KETETBPA PeKOMEUayeTest MAHUMabHbI
anyTpeTnii grameTp 0.061 aoiima (1S5 Kw™ [ins nanpsienstoLLiera katetepa ¢ 6asnoHoM omayar
MCnonb3oBaTh «TaTapbl 6F (267 biM) - 9F (200 MK) ¢ 3bIHUMANBHBIM BHYTPEHHUM AvameTpom 0.075 ftoiive
(1.01 HW)).

WndpokateTep (cm. TabTuLy 1)

npoeofiMiK

YcTpoiictao gns Bompauym (Lnpu 60 Ky6.cM nn acinpaumonkas nomia/cnctama)

Komnnen 4na npommaalL 1 0 HanpepblaHoii Nciligyal (h3MononMeckoTo pacTBOps W/M (3M0NONYECHOTO

pacTeope C rasiepMHOH

BpaLLatoKLmiicn reblocTalluscnlii knenaH (Rotaing HtmoeMC Vatra. RHV)

ViHchy3uoHHas cToiika

duKcaTop Geape»HON apTepku

LENEBOE HASHAYEHWE/MOKA3AHUA K NTPUMEHEHWNIO
YeTpeiicreo ans pesaccynsipHsakui 6oKake™ X npeAHasnuyeuo fns ecocTauoBNeTMS KPOEOTCH Yy nauyueHTes,
NePEHACHHCT HIIBUKYACK3 T MHCYNIBT ae /11| eTaHa OUMI0 3HH KPYMHOTO »»yTPKMEPBNHOTO cocyAa KaHauAaThl ATM 3TOM
Tepanuu— NawyHanbl. KOTOPbIH HA NCAXPUAT BHYTPUBEHHbIE NPENaparhl Tka4eeoTo aaraaTopa ANasbiHHora« (Be -
PA) unu y ACTOpbIK Tepe/uA annm npsnaparamu 003ansce HepheKTMaHCi.

MPOTUBOMOKA3AHNA

YcTpoiicTBOANA peeackynspusayHm 6esan™ X s 3TUX eTTynasx NpoTMeonCn3aHo.

. MaynamTbien3BacTMoiNINBP|yBETAHTBNLHOCTLIOKHUSIBb-NTTAMOAONYENINARY.

* nauMEHTbI CO CTEHO30M W (MIWI) paHee yCcTaHOeNeKxblH CTEHTOM, HaxoAgAaWwMMUCA fipoacAmanbHee mecta
TPpOMG03a, YTO HOXAT NpenATeraoMTb 6030NaCHOHY U3aneyenao ycrpoiicTM Ans poaacxynapusaptu 3oMasa™ X

NayenTbl cpocenoeteieHcreHei COHHOV apTepuu. NoATaePA(4e)XbIM C NOMOLLbIO EHAKXpAdU.

NOATOTOBKA K MCNONb3OBAHWIO

1 TIpuHKo3aiiTe aHTMKOAry/bMTHbIe W aHNTTPOKKGOCAanapHble npenapatbl a COOTEETCTEMM CO CTaHAAPTHbIMU

npeamnamy neyeGHoro yapexwenus.

2 C nomckyblo aHniorpedhuyeckoii peHTreHorpadiuu  onpepenuTe MBOTONONOKEN>e U pasmep o6nactu
n<unexateii peeacxynsipHaaunmu

3 Bbi6paTh Sottaire™ X YcTpoiicTao Ans paaacxynsipmsauuu no tabnuue 1

4 [ins o6ecneyeHun onTubIinbHMI »kennysitak(MOL» Mx »avecta ycTpolictasi 41 peeacxynspH3aLHn SoMaire™ X u
CHKXCAHHS puca TPOMGOOHGCOUYECAX OCNOXE<BHWA HEOGXOAUMO 06ac/nebiTh HenpepbieHyiw nesady
NpOMbIBAK0|Lero pacTecpe MexAy a) apTepuanbHbiM GeApel»bin UHTPOALIOCEPOM U IPOEAJHUKOELIM KATETEPOM.
b) blMKpO«aTETEPOMUNPEECB e «KObIbI KATETEPOM, aTal0 aC) MUKPOKATETEPOH, fONKaTanem u yeTpoiicTeom Ans
pBeaeaynspusauuH Settaea™ X lMpceepbTe BCe COANHHEHNA. 4TOGbI BO BpEMS UeNPepLIENoro NpoMbIBaHNA a
NIPOEOAHUKOBLI NTETCP UM bIMKPOATETEP HE NPOHMUX BO3AYX.

5 PacnonaniTe NoAXoAALLNA NPOOCBMUKOEbI kaTeTep kak HOX0t G/MxKe k MeeTonanokeHuo TPOM6a 0 NOMOLLbI
cTaHfapTHOV HBTaANBL. HeobxaaHHO Npeeanbino BbIGPaTh pPasMep NPOEO/HNKOROTO KaTeTepe AN U3enesaHus
Tpom6a, ecnu ero notpebyetcs He cnefyluwux atxax npoueaypul. Mcgcaann®mre RHV K pasbemy
NPCaWHNX0ao0ro kaTeTepa, 3aTemM NoACOeAUHUTE TPY 6L ANS HENPEPLIBUOTO MPOMbIHMM.

6  Bocnonb3osaswiuck Tabnuieil 1. abi6aputa MuKkpoxateTep, NOAXCBAUMIA ANA NpeBanxanus yctpoiicrea ans
peaaoxynapusaumuu SoMaka™ X

7 McecoeanHkTB aropoii RHV k pasbemy MukpoateTepa, 3aTeMm NeBCOEAMHUTE TPYGKY ANS HENPEPbIBHOMO

NPOMbIBAHNA.

B YCTaHOBUTE CMOPOCTb NPOMbIBAHUA @ E00raaTCTaun CO CTAUAAPTHLIMU NP oy

9 C nomoujblo N0OAXCBAWLETO NPOACBHMA NpPojanraiiTe UMKpokaTeTep noka KOHel HUKpokaTeTapa He GyaeT

pacnonoxen AMCTanbHO K TpomMBY, 4ToGbl paboyas YacTb YCrpoiicTM ANA peaackynspHsauuwn Gewate™ X a

NONHOCTbI PAcXpbITOM COCTOSHMK BbicTynana C oGeux cTopoH Tpomba e cocyse. 3etamrre RHV Bokpyr

uMKkpoHateTepa. V3aneksrre npoecamax.

WHCTPYKLUWWN MO NPUMEHEHWIO

Solitaire™ X YcTpoiicTBO 4Ns peBackynapusayuu

1. YacTuyHo BEMUTE ANCTanbHbI Moy el| HHTPOAbIooepe B O W , NeBCOaAHNERHIi K Mu»dokareTepy. 3aTaHnTe
RHV ut y6eanTech, 4T0 U3 NPOKCUMaNbHOTO BOUK(A MHTPO/ALIOEEPA BbIXOAUT XEBKOCTb.

2. Ocna6bte RHV 1 npoyTraiiTe WHTPOALIOEBD €NePaj. NOKa OH He BCTAHET NA0THO BO BTY/Ke MMdokaTeTepa.
3araxuTe RHV BOKpYr HHTPUiKbIOCEPE. YTOBbI NPaA0TaancTb 06PaTHbIN TOK KDOBY, MO HE CMIIKOM NAOTHO,
4TOBbI HE NOBPEANTL YCTPOICTa0 fe peaaoxynspusaunm 6oMare™ X Bo Bpems eeeisiHus Yepes
niKpokareTep. Y6eAUTeCh, UTO HU @ e/iHY U3 YaCTell CUCTEMbI He NIONany Ny3bipbKM BO3AYXa.

3 MepeHecuTe YCTPOACTa0 ANs peaaekynapusauuu $ollase ™ X a MUKpokaTeTap. NPOABUras TONKATE b NAABHBIM
Henpepbl|[MbiM Aenxermen. MocneToroak mokas YacTs Tonkatens soiiger actepxelbl biuthokaterepe.
0TKpoiiTe RHV U CHUMUTE UHTPLALIOCEP NO NPOKCUMANbHOMY KOHLY ToNKaTens. Mo 3eeepLBHUH aroi
npoyeaypbl 3aTAHUTE RHV BOKpYr TonKaTens. ECAM MHIPOALIOCEP OCTA CTOA Ha MaeTe, 3re GyAeT Mewath
HOPMaNbHOMY e/MeeH 0 NPObIHM IOl er0 PAcTBOPA it NPUBE/ET K 0GPATHOMY TOKY KPOBY € MMKpOKaTeTep

4 TyTcHOOMOTpayGeanTechi TOM,4TONPObIbiealo lyuiipactaapenuBasTosHOpManbHo.y GesnaynessaTom.
ocnabbTa RHV ans npcBenxenus Tonkatens.

5 Mp(sBHHYyercTpoitaaopnapeaackynapusaljel 6oknae™ XgopanTreHiikoTpacTHOrOHapkepa.H»unaaiire
pauTraHockonuio. Mo/ KOHTPONaM PEeHTrasockoNUA0CTOpPBXal NPOABHTaiiTe yCTPoiiCTao ANS
paaackyniipusa>aln SoWiire™ X noa ero gucranbHble Mapkepbl He COanajyT C KOKLIObLI MUKpOKaTeTepa.
YctpoiicTBoANs pasackyniipm3ayuu SoUtare™ X cnepyeT pacnonerars Takum 06pasom, 4To6bl paGoyas yacTb
NIO/HOETBIO PACKPLITOr0 yCTpOiicraa avleTynana e o6e T CTOPOH TpoM6a a cocyae.

YcTpBiApTM ANnA pamekynspH3ayum eolltaii«™ X;

P 'ﬂ":);" wi AHetans  MpokeHm PaeeTosHua
Y BAbMM maxagy
“ NCM/TbHOT &
Pakomenayumblit P«KO1IMHAY«WbIA wmyrp9*wnii Anuu Amm«Tp PaGouas Owom A paHTron POHTIBMO pavuWHBKMTP
Mogenb . Mpo6oaMM BWIT. N KOHuYuB AO :
AMMaTp cocyaa AMMtrp binlhoKTT«p< » anava Tnn ecoutpa  KOKTpBeT aentwiw
aa POKTHOKOHT
CTTTbM HWO HaTHN
PBOTHOTO MaTkun nol/im cTaHTa
MpMpft
0,017* (0,43 mm) - 0,027* (0.60
SPR47~2CMO 1.0-3.0 HM ) ( ) ¢ 200 cm 3,0 MM 20,0 um 30.6Mm < 150Chl 3 1 10 mn
8PRA44-40-10 1.0-3.0 Mm S’f)lr (0.43um) - 0.027 (0,09 200 cm 3,0 40,0 um 51,6 1 <150 em 3 1 10 HY

BbIGapMTa YCTPOWCTA0 AN paMCcKynsipu3aLm 3o(ia)ra™' X cornacHo pasblaHAalKsiH Mo BbIGOPY pasmepa a Tabnuua 11 no KaasHbLIaMy AMaHATPy NPOCBETA COCY/AA @ MAeTa PacrioNnoXeHus TPoM6a.

~Pabouas fn1Ha ycTpoiicraa Ans paaackyru»pmalam 6oMaka™ X gensioya 6bITb Ha MaHbLUa /UMbl TPOMGA.
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14. Acnupupysicolep— ||[lO*npoa«|umo*ore<n*t«oacnounitnbio yctOiicrnan*»cnupa(p||1. hiwimkt«
NPEAYMNPEXAEHWSA ycrpoiicrcoaT pameirympN— *mm+SoHaM™ X aHyTpu npopoaHnomro wroTopa. Mpoiimnoiita aoMmpam—
omap— HOro npoacMTaoroutTatapa. rmxa ycrpoiicrao am paaaoynart— SoMMra™ X Ha Byaar nTTB
KTn am pmic"mo>i>x<n—ScMart" iLt jaj6wrvMn NWbI0eTbIO Manaiaii M npoaeaHanaoro taTarapa.
MPUMEYAHMWE: N T aoawHoaan ai npo6nabl e araapaHHam anpoaofnma— aaratap cAyiite 6anrmH (ae T
Maur « )fCTr»«a*rtnfwny ccnponanum m *«t* yerpoacrt . . .
" venermyatca BarnouHaM npoaw — moaa* lararap). a aaT— efHoapa— W O MaanaarTa npeaoaia— aa* aararap.
10BmgFMWim MO— T<uwi«erl» »A@part p wm aBKpmartarap a yeTpelierac am paaaeaympHaaiai* SoHara'* X aa aauHu yanea yapaa mHTpeAmMocap.
npcpuwiwail — noaAMITK aempam»' npi v— 6xaanmMeT™ aa@anaTta MUTPOAbLIOeap

[[*1lwag>ana<t *

o U NPEAYNPEXAEHNA

PlCKprTVIe ycTponcrtea aona pepackynapumaayuu Solitaire X
EMM mapama uunu w u eTtpoiieTaa gnapaaaoaympKiagwi EoMara**X«uwnaatcgHTuHaa

M wip .
(. Oemektt RHV »ochyr biHoexTeTepa fira paoata ychBmejM ATHPM C«Y"*P'W 6oMn'» X ecupenuna-aia. npathatHtaBaa naT— »anpasanara npoNBiffteoae— MHM M.
nnaram. YTO6M BOPAHUTK NONe— T » yCTPOWCTT. U OCTOPO— 0 H— M r* —npatarvrap
Mpen— I tOM Hiinpoanaxsu. .
BoBaGuaT anoapaapu— CwniaanpawasTea MNoAMITKkaeanm eoaygabonaatpa nwitiwi
PucyHok 2: aanpa— ycrtpoiicTaagna paaacay Tp u aipai SodMra* X
PaampybaHHUC yCTPOACTM A5 peesexynapHiaiw«" SoNtalr« X
15.

OTipona RHV npeaoay sitoaoro atatapa. YTobm ycTpoiicrao 4 T paaacsy TpBaaTs 3oMaiia** X npowno yapaa
Hero 60a conpoTBvieMMB. CTapaiiTaca Ha aoajaiicTaBaaTb a MaeTe npBaajaram npeyaaypm i Ha Jonyanta

nonaguars 1 cmcramy aonyag npuMamiHo. nocTapaiitaca saanpTe Hutocaratap A yeTpoiicraos T
peaaecynapuaams SoMan"* X 6oa conpoTmanomm.

16.  AeTmpmpyiita npoooA>0lablii MTaTap. 4T06M OYMCTHTA aro OT 4acTBL, TPOMGA

17. CllyitTa6aToH NPOAOJHHUAEIO HATaTopa. O C T Tasioaoii namnaayotal

18. EcnsTpabypTeaenoTsTTana— e nonainetaoocrmeanai— sipoBoTosa ¢ notaowaa
w 1 Heaofo yeTpoiictaaam paBaecyTpma—  6elllira'* X To:
| MoatopBTa Wgare. oTcall Ma aaava. iiaaiaa c paajana «fogreTeaa * Bcnonyoayae».

b. Tere— yctpeiiClao g Tr— THYT p man*— SoBIMra™ XTo0:

w OBTCTHTE yCTpoiicrao e noHotu— ¢hBavMoNONMaoioTo pacTaopa

MpBHayauBa: HaBcnonmayiita paetaepBTani BNBaBTOAN—
i BHHUTaNavioocvorplnaycm)oHcnovinpaguT/icapalaaHik

. B ] Ecnu Har noapesijanuii. —Aaara uTpo4MOocap Ha nposcHm aTIMii HowaH Tonsatat [ins ycrpoiieta
7. OrtaoiiBTa HBlbauTeTap. nea «H Ha 6yAeT pacnona— ii TAMO ApoaeBMAanBMo N0 0TMOL0A0 MMPOBCBHANAHOMY WaMaTPOM 3 — OlBH (OHELL HXTPOANOCapa eyasaTca # Aora— H (1)caannatacaueranan|ja>s»ach
HapapyycTpeiicTaaaT peaaaryniipioaam SaMara** K Saratana RHV. 4T06M 106aB3Tb Oueuia»— A M P u R 4 N poAl pa ey A N . A
Tonatern Pa6o— uacTaycTaHow— 0 ycTpoiioTa 6oManT* gora— amcTynaTae 06asx CTOPOH TPOMGa. ycTpeiictaa Ans peaacxynipHaaifaB 3oMasa"* X s (2) canpsitatkCii e atyncoit netoarartapa MpH Hansusn
. ooapsisaMaT— He ucnonagyiita ycTpoiicTeo, 4 T CnagyTuuX NoNLITOS loceTaHoananss ipoeoroa scnonaayira
B 3atAHutaRW a 0~ — lchosiaratapa C noaTla« anBorpadBe OLUAHNA COCTOMHMA peaacayTPHMUBU COCYAR
nogaapraamerte n» laiaa.

HOBOE yeTpoiteTao AN paBacxyrapuaanas 3oMann* x B amMnonTarra utani. onscarama aasua. HaBuui e
paasert *MchrorOdPd xuomnaaoiihsiaop. Henonaio— Ma noiipaxdgatnero ycTpoiictaa moxdr npeiiaeTs x

PenosuunoHmpoBaHue yCTpOVICTBa ANA  peBackynspusayum [0710/IMNaNaHOMy Noapemawio ycTpoiicTaa silw Tpaa— nararaut

YAYH»yurw [pH|M». un.umrroratep U |['Y  m "aa.i»»i. ppnmy >». lun». BO3MOXHBIE OCNTOXHEHWA
NeTany| a ycTpoiicTea B it T aHanaTankcTaa axny— T HAB A1AGTCA eHHeX<HaxA«
N He MOTYT Ha OTpaHIHaaTacs yxa— X1 M

Ha npoBasTaiiTa HuthouTaTap Npu HanTUM oonpon— .

Ocno»—  aHactajoctyna, Ta— Xasremartom, m HBaponooaclna aadsia>T/gHexpyHllam . Taxua

60nb, N0apoBthoHUe Hepaa xax Lapa6piitnanmii uHcapkT, TpauyuTopHas

[] HBBIBNaTanaHal peaxuum Ha vwanuyacsan traia, Bwanasa

Ocna6atafHY aoxpyr biuxpoararapa u aokpyrronxatans. 104 XOHTpONaM PAUTIAHOCXONUU HMaXHO AHTUTPOHGOYHTBPHMA/AHTUKOATYNAYHOHHMA + CucTaHuMa 00NOKUAHMS. TaxHa Xax UHDEKLUS,
yAap— aaiita TonkaTena Ha HacTa, 4To6m Hy6axaTa cmallaHsB ycTpoiicTaaj T paaBcxyT|[T>auun 3oMara’™ X. NpanapaTH. XOHTpOCTHan nulacTaa uns aHacrayuto. nuxopapka, aocnanavHa. otek,

TaxHa Xast OpraHHas MajocTaToHHOCTb. TMNapTonus,
TMIIOTONNS. CTaHOSAAMH*

Kapauanornyacxna ocnosonumus. Tanma xas aputHus. L]
HH(apAT HUOXapAa. CTaHoSapANA

wnapMyacTauTankHoCTK. peakyus Ha MHopagHoa
TeNo, TOXCMYHOETK. Woc
CHWXEHHbIV 0TBET Ha nevaHsa
CoeyaBCcTbla 0ENOXHAHBA Taxia xax paecayaHHa.

10. C octopoxokctaio panoa<lilc*Hpyiita ycTpoiicTeo 4 T paBacayTpuaauns3siasa’ix npogasras
uuxpoxataTep noyeTpoiictayd T paBacxyTpuxaHs» 3oMatta* X. noxapBcTanaHbie Mapxapm ycTpoiictaa
SeHara"*XHtcoanaByTCXOMHOHMHXpOXaTarapa. nxnoxanHoHa pucyHxa 3. Ecns Bo spems
pancnausoHBPOBaHBA ey asTes A3NMIWNaa €ONPOTBANAHBA. HAUAANAUHO OCTanoauTaca i napaiiguTa

[} OcnoxHauna aousiictans o6n|manus (Hanp.. nepcopauus, psypexa. am6onus [axnouasn

mpauanyVi>an»<aHBayctpoiicTaag T paaaexyTpuHUMA" HUXaB. anonewuws, 0BCOra. XnaccutuyupyasHa neetanaum ANCTaNKHY0 3M60NNYaNiM Ha paHee Ha

TAXECTU OT NOKPACHAHHA KOXM A0 H3a, Xarapixra u eoenaHaHHy10 TeppuTopHio), rpomMGoameonus,
PucyHok 3. OTAANaHHMO HoOBpaMMHMA) Tpom6oy, (uctyna, Haxpoy. cTaHoy.
P3nosnumnoHupoBBUNiA ycTpolicTe! gna pasackynapusaynm Solitaire™ X ®  HaucnpoaHocTy ycTpoiicTaa. TaxHa kak TpeHue, MYOKOHCTPUXLMA. OKKNIOYUS.

HHOPO/HOA TanoaopraHMyHa naunenta, oTaanaxma m OCNIOBMHUA CO CTOPOHbI OPraHa ypaHus, Takue
YCTpoiieT™. napanoH Xax yXy/ALeHNa ypaHus 1 noTeps ypanus
TBMATOrOrMHAkMK OCNOB— HUA. Tasme Kak = CHapTk
X0arynonaTHs. raHony. BHyTPUYapanHoB
oaoHankaHHa

' O6PXNUTACK XUHETPYALBSAH N0 NPUMEHEHNIO ANA APYTI0 TapBNAANMECXNX yAanwii u npanapatoa g T nonyyaHus
ZIONONHUTArKHO/ MHGOPMALMK 0 NOTaUUA/IKHBIX OCMOBOKHMUAX. ECNIM NPONA0iiAAT CBPbaaHbIl MHIMACHT, casyaHHblii
€ vyfanuesl. 06paTuTack X NpajCcTMHTanio XMaATPOHMK» U @ KOMNETEHTHbIM OpraH B Balleil cTpaHa/paraoka.

NPEAYNPEXAEHWNA

CooTBarorayion|asn axrmuTpablGOLHTapHas B aHIUAOArYNSHTY— Tapanua 40n8M NPOBOAUTKCA @ 000TaarcTeum 0

oTaxyAapTHO blaguXHCAOH NpaxrTMAai
3BneyeHune ycTpoucteBa ANa peBacKynapusauunn
11. Mpu BCACTKyoaB Xax GanTioxxtore NpeaoAuxxoaoro catatapa Hazyiita 6annom aToro xarataps. YT0Gbl aaxpbITk l;a;:; B:[ZOHBap::aHMaa':;TBaT: a:cygﬂl a_MaV:g; T_a a:M: i I-Macamnayusxxram TetnpsMaosaaannpuen
eoeyp. 1 BooTaarersxal e ysayawsblg a josymauTaummn X 6annoHHOMY NpCiiofHUX0aouny xatarapy pinap A P .
12. Ocna6kra [IHY aosipyr — xpoxatatapa Taa. 4T06bl 06acnavynb 370 AaKBHHO NPY COXpaHaHUN rapMaTTOCTM.

YoTppiicTBo4 T paaacsyTpHaiiunu Boleen™* X HaenmyaT Mxpyunaartk.
Mpy xananal MOXHO HaaNpuK MN1dexBTOTap NErxHeeTKIo.

13.

[ T waanpkems Tpomba Mcplala p oTBOAHTA yCTpoiicrao s T po— cAYNAPMauHB 30Hasa'™ X mxoMaxxy xo6acnpxax— G—ooiiorecTseoeysaa He emnonlafira Goneit Tpex nenkrrol u » gulpeal Aol xoroeooysa

iiBiiro xatatapa. amnonioa pau— CO#apBOXHOTO MPOA0ATX0A0T0 XaTatapo ¢ ~annmowsixeyeTpeiioTBANs paBpTyn1rT>*dxs >0>1»n"*X
JoXeoXUbI0 ypTpelieTaa 4 T 1rrmpal|— Eons npemaxaaxo. uaar>Biilta Meoxlatatep v ycTpoiicrao Ans

paBaoxyTpHaakds 3olinka** X — ajxaxoayenoe. Mocna ycraHoBol aanpaxaasTcs NpojanraTk ycTpoiicTso Ans [l 70 6axnPlaxaxii6ayonacHecTs ycTpoiicTaa BaBBXeKayiiTa 04H0 yorpoiioTas 4ns paeaoyne p ii Hjxai
peaaesyTp»llnasl3oiinBan*X agsetankxiom Manp—nanm- »etWPa™ X g T anw 1 t—npma po— 6onae u— 3 p—

A T xa— oroucmro yctpoiictaa T paaacsynapu—a»' 30B—a** X enatayxnas— xsi rencosatatap

C ycTpoiicTaBbl 4 T paaaasyr cmyayuH 3cMdTa"™* X agTpawaorat BaM/nkeoMTB CMCTaMy «TafTponunMed dro
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PEAYNPEXAEHUSA

1f i) «3MX*HlB OTCO«UH<HNA

HtucnonbsyAte MAtrwe caunsaiom Bonbworo ptiMtpa.

He UMNeKeiT! (TO «Crb W« TAHNTE Ha3afj] ycTpoiicTao. ecmt oCLywWMTCS U36W 0«<0B
COMPOTMBNAHNA. 8<NOCTO »TOTO OTM AUTA YCTPOICTBO B KARPOKATBTBP U MTaM U3BIaKure
1000krremy, npoBoast npu »Toii acnupauuio. Ecan B npouecce oTTATBMUS B |
oujyujaeTcA CONPOTUBIEHNE, NPEKPBTUTE 3TO AeiiCTBUE U M3BNEKUTE BCIO CUCTEMY, He
npe<g>awan acnupayuio.

He M0TONbINTE Yy NalLMEHTOB C U3BECTHLIM CTEHOBOM NpOKCUManbHee TpomGa.

3T0YyCcTpoiicTBO NpejHasHayeHo TtuMO N5 04HOPA30BOr0 UCN0NBI0CAHNSA. 3anpeljaeTcs
nosTopHas obpab«atka Wnu NoBTOpHas cTapunusayus. MostopHas 0o6paboTu n noBTOpHas
CTepUNM3aLmus NoBbIWAT PUCK UHPMBTPOEAHNA NaLNeHTa U YXYA L €HNA XapakTepucTuk

1 HeI'IOCpEACTBEHHO nepej ucnonb3oBeHWEM BU3yanbHO OCMOTpUTa aca ctTapunbHbla Gapbepuble
CUCTEMbI, NOMEYeHHble KaK CTePU/IbHbIE. Ha I/lCI'IOIH:JyﬁTE )’CTDOMCTBO, BE/N 04eBUHbI
HepyMUNLWSA LLeNOCTHOCTU CTEPUN bl «it GAPMLTHOI CUCTEMBI.

I Hukenb (CAS 7440-02-0) npucyTcTByeT B ycTpoiicTBe AN peaewynapusaynu Solitaire™ X n
MOXeT Bbi3bIBaTh caHCcH6unu3sB«o nnu annepruyeckylo peamser.

I 105 nony4yeHns JONONHNTENLHON MHGOpMaLum o rhobnemax, Tamoc kak REACH, CA Prop 65
WAN ApYTUX Npotham«ax)TpBBABUUA_NpoAy(Lueli. napail fUTB Ha cailT
WWWJ

MEPbl NTPEJOCTOPOXHOCTMU
OnepaTopam cnepyeT NPUHUMATbL BCE HEOGXOAMMbIE MEPbI NPEAOCTOPOMICTH, YTOGbI
MaKCUManbHO CHU3NTL 03y PEHTIENOBCKOTO 06/1y4eHUA NaLMeHToB i ux caMux [ins 310ro
MCNONb3YI0T 3aluTHbIe At BHbI, CoKpalaloT BpemMs 061yYeHUs 1, N0 BO3MOkelCTH,
HacTpansaloT 060pyA0BaHMe COOTBETCTBYO UMM 06pasom.

®m BHUMATENbHO OCMOTPUTE CTEPUNbHYK YNakoBKy W YCTpOiCTBO ANS peBBexynapusaynm
Solitaire™ X nepes Mcnonb3oBaHWeM, 4YTo6bl y6eAUTLCA B OTCYTCTBUU NOBPEXAEHUA Npu
TpaHcnopTupoBke. He MCNoNb3yiiTe nepekpyyeHHbIe UK NoepexLyeHHble KOMNOHEHTbI.

m  YcTpoiicTBo AnA peBackynspuaaunn SolitaiB™ X He cnegyeT ucnonb3osatb nocne gatbl
OKOHYaHNA CPOKa FOJHOCTH, YKa3aHHOIl Ha aTUKeTKe.
[ns nonyyeHns MHOPMaL MK O NOKA3aHUAX, NPOTUBONOKBIAHUAX NPeAYNPeXAeHNAX
Mepax npejocTopi3ionCT U MHCTPYMAMAX NO NPUMEHEHUNI0 06paTUTECH K COOTBETCTBYLL el
MapKupoBKe NPON3BOAMTENA TKAHEBOTO akTUBaTOpa NnasMuHoreHa (8/s (-PA).
HaunHaiiTe mexaHuyeckylo TPOMGO3KIOHMI0 B KpaTyaiilne cpow .

®OPMA BbINYCKA
370 usgenue nocragnsnercs 8 CTEPUbHOM COCTOSIHUM C UCMONL30BAHNEM 3TUAEHOKCHAA. STO
n3pgenne He ABNAETCA NUPOTE€HHLIM.

XPAHEHWE MW YTUNN3ALUWNA

m 370 U3jenne CnefyeT )PBHUTD B CYXOM MECTE, BAANMU OT COMHEYHbK Nyyeli
YTUAU3UPYATE W3JeNMe B COOTBETCTBUM C NONUTUKONA GOMbHULBI, AZMUHUCTPATUBHBIX
OpreHoB U/MAn MeCcTHbIX opraHoB Bnactu.

BEE3OMNACHOCTb W KITVUHUYECKWE XAPAKTEPUCTWNKN
m OxWpaemas kKnuHu4eckas nonb3a— ycTpoicTBO ANA peBackynspuaauum SottalrB™ X
pa3paboTaHo ANA UCNONL30BAHUA NPU BOCCTAHOBNEHUM KPOBOTOKA Y NALNEHTOB C
VW EMUYECKUM UHCYNbTOM M3-3a 0KCNI03NN 6ONbILIOTO BHYTPUYEPENHOTO cocyaa, YTo6bl
LOCTUYb CNEAYI0 W UX KNTUHUYEenYX TPenMyILecTs:
® yjaneHue TPOMGa U3 3aKyNOPeHHbIX CETMEHTOB UHTpakpaHuanbHbiX COCY/0B
B 30CCTAHOBMEHNE KPOBOTOKA B MOPaXEHHbIX COCyAax
Pa6ouune xapaktepuctuilycrpoiictea — YcTpoiicTso gns pesaocynsapuasyuu Solitaire™ X
npejHasHa4yeHo ANA BOCCTAHOBNEHNA () 0e0TOKA B HEPOCOCYANCTOM pycne, TakoM Kak
BHYTPEHHAA COHHAA apTepus, cermeHThl M1 u M2 cpesHeil M03roBoii apTepuu, 6asnnapHele
1 NO3BOHOYHbIE apTepun. YCTpoiicTBO Ans pesackynspusayuu Solitaire ™ X yaanset tpom6
13 3aKyNOPEHHbIX CErMEHTOB BHYTPUYEPENHbIX COCY/0B 1 BOCCTAHABNMBAET KPOBOTOK B
nopaxeHHbIX cocyfax YCTpoiicTBo Ans pesacxynapusauuu Solitaire™ X npegHasHayeHo
NS NeYEeHN MWEMNYECKOT0 MH NbTa N3-3 OKKNIO3MM KDYNHBIX BHYTPUYEPENHbIX COCYA0B.
Konuio cBOAKN N0 6€30NaCHOCTI U KNMHUYECKUM XapakKTepucTulam MOXHO NpoCMOTpeTh,
BLINONHMB NOUCK N0 HA3BaHWI0 ycTpoiicTsa Ha Be6-caiite EUDAMEO

OTKA3 OT TAPAHTUN

XOTs JaHHbl it NPOAYKT U3rOTOB/EH & TWaTeNbHO KOHTPONUPYEMbIX YCIOBUAX, TPOU3BOAUTEND HE
MOXET KOHTPONMPOBATL YCNOBUA, B KOTOPbIX UCMONb3YETCA AaHHbIit NPOAYKT. MOITOMY KOMNaHus
OTKB3bIBABTCA OT BCEX fapaHTHiiHbIX 0693aTeNbCTB, Kak NPAMbIX, Tak 1 0NOCPe0BaHHbIX N0
OTHOWEHWI0 K AAHHOMY NPOAYKTY, BKNKOYAS, HO HE OTPaHNYMBAACH NH0GLIMU 0NOCPEA0BAHHBIMY
rapaHTUAMU NPUTOAHOCTN ANS NPOAAXM UK COOTABTCTaNA Kakoii-nn6o onpegeneHHoi uenu.
Mpon3BoAUTENb HE HECET OTBETCTBEHHOCTU Nepe/ NI06LIM NNLOM UKW OpraHu3almneil 3a pacxogbl
Ha MeJULUHCKOe 06CNYXUBIOTUE UMK 32 NI0GbIE NPAMbIE, CyYaiiHble UM ONoCpefoBaHHbIe
y6bITKI, BO3HUNMME B pe3ynbTaTa N1060r0 MCNoNb30BaHNs, fedekTa, HENCNPABHOCTU UK c60s B
paboTe faHHOTO NPOAYKTA, BHE 3aBUCUMOCTI OT TOF0, OCHOBAHO NN 3asiBNIEHME O TaKnX y6biTKax
Ha rapaHTuiiHbiX 06A3aTeNbCTBAX KOHTpaKTe, rpaxiyaHckux NpaBoHapyLWeHU X U1 4pyrux
o6cToATENbCTBAX. HIM OAHO N0 HE UMEEeT NONHOMOYMIA CBA3bIBATL NPOU3BOANTENA KaKNMU-
160 3aABNEHUAMU UM TAPAHTUAMN N0 OTHOW EHUI0 KAAHHOMY NPOAYKTY. Bbilen3noxeHHble
MCKNIOYEHNA M OTPAHUYEHNE He NOAPa3yMeBAalOTCA U He JONXMbI TONKOBATLCA TakM o6pasom,
4T0GbI NPOTUBOPEYNTL 06A3aTENLHBIM NONOKEHNAM NPUMEHAEMbIX NPaBOBbLIX HOPM. Ecnu kakas-
nn60o 4acTb UNN YCNOBUE J@HHOTO 0TKA3a OT rapaHTUN NPU3HAIOTCA CYA0M KOMNETEHTHOI
10PUCANOAM HE3AKHHLIMU, HE UMEIOLUMU UCKOBOI CUAbl MM NPOTUBOPEYALY UMM
AelicTBYW W EMY 3aKOHOAATENbCTBY, OCTaNbHaA YacTb 0TKAa3a OT rapaHTMu GyaeT crutatbes
MMeloL e 3aKOHHYI CUny, U ace npaBa it 06A3aTeNbCcTBa 6YAYT TONKOBATLCA U NPUHYANTENbHO
obecneunBaTbCs, kak ecnit Gbl JaHHbIii 0TKA3 OT rapaHTUN He COAepXan OTAeNbHbIX YacTeil unu
yCnoBuii, KOTOpbIe GbINN NPU3HAHBI HA UMEIOW UMY 3aKOHHOI CHAbI.
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[JlaHHas cTpaHWLa HAMEpPEHHO ocTaBneHa NyCcTOW.
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MpunoxeHne K HCTpyKuum no npumeHeHunto/ Appendix to the Instructions for Use
YcTpoiicTBo Ans peBackynspusaumm Solitaire X /Solitaire X revascularization device

1 HanmmeHoBaH  YCTPOICTBO Ans peBackynspusaymm Solitaire X Solitaire™ X Revascularization Device

ne MegMUUHCKOro |. BapuaHTbl UCNONHEHUS: I. Variants:

nsgenuns/ Name of - CTEHT: HOMWHaNbHbIA AnameTp 3 MM, pabouyas AnmHa 20 MM, - stent: nominal diameter 3 mm, working length 20 mm, distance

medical device paccTosiHe Mexay MapKepHbiMM nosiockamMn 10 mMMm; npoBogHuk —between markers 10 mm; delivery system guide length 2000 mm;
cucTeMbl foctasku: anvHa 2000 mwm; - stent: nominal diameter 3 mm, working length 40 mm, distance
- CTEHT: HOMWHa/bHbI guMameTp 3 MM, paboyas anvHa 40 mm, between markers 10 mm; delivery system guide length 2000 mm;
paccTosiHME MeXAy MapKepHbIMM nonockamu 10 mm; nposogHuk Il Instruction for use

cucTeMbl foctaBku: gsnHa 2000 mm.
Il. IHCTPYKUMA N0 NPUMEHEHMIO.

2.1 B oTHOweHun Tlpon3BoanuTens: Manufacturer:

npoussoAuTens Micro Therapeutics, Inc. d/b/a ev3 Neurovascular, USA Micro Therapeutics, Inc. d/b/a ev3 Neurovascular,
(nsrotoBuTeNA) (Mukpo TepanbtoTuke, VIHK. o/6/a ne3 Heliposackynsp) 9775 Toledo Way, Irvine, CA 92618, USA
MeANLNHCKOTO 9775 Toledo Way, Irvine, CA 92618, USA

n3genusa >nosnHoe u
(B cnyuae, ecnun
nmeetcs)
COKpaLleHHoe
HavMeHOBaHuWe, B
TOM yuncne
(hMpMEHHOe
HavMeHOBaHue,
opraHu3aunoHHo-
npaBoByH Qopmy
HOPUAMYECKOTO
nvua, agpec mMecTa
HaxoXAeHus nnu
hamMmununio, nMma u (B
cnydae, ecnu
MMeeTCs) OTYECTBO,
PEKBU3UTDI
LOKYMeHTa,
Y,0CTOBEPAOLLErO
NNYHOCTb, afpec
MecTa XUTeNnbCTBa
NHANBUAYANbHOTO
npeanpuHuMaTens,
a Takxxe Homepa
TenedoHoB U (B

MpegocTasiseTcs No Tpe6oBaHUIO
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cnyuvae, ecnm
nmeetca) agpec
3N1EKTPOHHOW
noyThl
IOPMANYECKOTO
anua unm
WHAMBUAYaNbHOTO
npegnpuHumarens/
Information about
manufacturer of
medical device
(nanU, location
address, mailing
address, phone
number, address of
place of production)
2.2 BoOTHOWEHMM YNOAHOMOYEHHbIV NpeAcTaBUTENb NpoM3BoaMTens Ha Tepputopum Authorized Representative of Manufacturer:

YNoSIHOMOYEHHOTO  P®: Medtronic, LLC, 123112, Moscow, in.ter.c. Presnensky Municipal
npefcraBuTens O6LLEeCTBO C OrpaHNYeHHO OTBETCTBEHHOCTLIO « MeATPOHNK» District, Presnenskaya nab., 10, floor 9, office IlI, room 41
npounssoanTens 123112, r. MockBa, BH. Tep. T. MyHuUMnanbHbii okpyr Tel.:+7 (495)580-73-77,

(n3rotoBuTens) MpecHeHcKuiA, MpecHeHckas Hab., a. 10, 31.9, nom. 111, kom.41 Email: info.russia@medtronic.ru

MeAMLUNHCKOro Ten: +7 495 580 73 77

nsgenusa - nonHoe n - Email: info.russia@medtronic.ru
(B cnyuae, ecnu
nmeetcs)
COKpalleHHoe
HauMeHOBaHwe, B
TOM ymncne
(hMpMeHHOe
HanMeHOBaHMe,
OpraHun3aLMoHHO-
npaBoBYO opmMy
IOPULNYECKOTO
nvua, agpec (Mecto
HaxoXeHns), a
TakKXe Homepa
TenedoHoB U (B
cnyuae, ecnu
nmeetca) agpec
3N1eKTPOHHO

MpunoxeHne NpegocTaBaseTcs no 3anpocy
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NoYThbl
HOPUANYECKOTO
nunyal/ Information
about Authorized
Representative of
Manufacturer

3. HasHauyeHune
MeAULUHCKOro
n3genus c
yKasaHuem
NOTEHUNANbHOTO
notp*urtens
(Hanpumep,
MeaULMHCKNIA
paboTHUK)/
Appointment ofa
medical device with
indication ofa
potential consumer
4, DYHKLNOHAN
bHble
XapaKTepPUCTUKN 1
HasHa4yeHue
MeANLMHCKOro
nsgenusl/
Functional
characteristics and
purpose ofthe
medical device

[N BOCCTaHOBNEHWS KPOBOTOKA Y MaLMEHTOB, MEPeHecLInx
WWEMMUYECKUI WHCYNbT BCNEACTBME OKK/O3UW  KPYMHOro
BHYTPUYEPENHOro cocyaa.

YcTpoiicTBo Ana peBackynapusauum Solitaire X
npegHa3Ha4YeHo 415 BOCCTAHOB/IEHMS KPOBOTOKA Y NaLMEHTOB,
nepeHecLUnX NWEMUYECKNI NHCYNIbT BCEACTBME OKKO3UK
KPYMHOT0 BHYTPUYEPEMHOr0 COCyAa. Y CTPONCTBO
npeAgHasHa4eHo AN NPUMEHEHMUS B COCYAax FO/I0BHOMO MO3ra,
HanpuMep BHYTPEHHEN COHHOW apTepumn, cermeHTax M1 n M2
cpeaHeli MO3roBOi apTepuu, 6a3unsapHoin 1 BepTedbpanbHOi
apTepusax.

MpuHumMn(bl) AeAcTBUA YCTPONCTBA ANA PEBACKYNSPM3ALNN
Solitaire X:

LvcTanbHas HUTUHONOBAA YacTb YCTpolcTBa 414
peBackynspusaumnm Solitaire X o6neryaeT nssneyeHne Tpomoa
1 MO BCEW ANINHE, HA MPOKCMMa/IbHOM U UCTanbHOM KOHLaX
CHab>KeHa PeHTreHOKOHTPACTHbIMK Mapkepamu. CTeHT
3axBaTblBaeT TPOM6 BO BpeMs MeXaHU4eckoi TPOMBIKTOMUN.
[ns obneryeHnsa npouecca Ne4eHNs PeHTreHoNpo3payHble
MapKepbl NO3BOMAKT HabOAaTb YCTPOCTBO MpU
PEHTreHOCKONUMW. PEHTreHoNpo3payHble MapKepbl MOMOrawT
[JOCTaBNATb U U3B/IeKaTb YCTPONCTBO NOJ PEHTIEHOCKOMUENA.

It is designed to restore blood flow in patients experiencing
ischemic stroke due to large intracranial vessel occlusion.

The Solitaire*" X Revascularization Device is designed to
restore blood flow in patients experiencing ischemic stroke due
to large intracranial vessel occlusion. The Solitaire™ X
Revascularization Device is designed for wuse in the
neurovasculature such as the internal carotid artery. M|, and
M2 segments of the middle cerebral artery, basilar, and the
vertebral arteries.

The Principle(s) of Operation for the
Revascularization Device:

The distal nitinol portion of the Solitaire*" X Revascularization
Device facilitates clot retrieval and has radiopaque markers on
the usable length, proximal and distal ends. The stent engages
with the clot during Mechanical Thrombectomy. Radiopaque
markers assist the device visibility under fluoroscopy for the
ease of treatment. Radiopaque markers assist delivery and
retrieval the device under fluoroscopy.

Solitaire”™” X

MpunoXxeHvie NpPegocTaBAseTCs Mo 3anpocy
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PucyHok 1. Cxema ycTpoiicTBa 415 peBacKynsapusalmm Figure 1. Labelled Schematic  of  Solitaire®™ X

Solitaire X Revascularization Device
n
k-F—»
I. MpokcrmanbHbIn Mapkep A. nameTp cTeHTa 1. Proximal marker A. Stent diameter
2. OncTanbHble Mapkepbl  B. Pabouasi gnvHa 2. Distal markers B. Usable length
3. O6onouka C. AnnHa cTeHTa 3. Introducer sheath C. Stent length
NHTpOAbtoCEpa 4. Push wire D. Length from distal tip to
4. TlpoBOAHUK (TONKatenb) D.PaccTosiHWe OT gUCTaibHOro fluorosafe marker
HaKOHeYHMKa 10 MapKepHOiA 5. Fluorosafe marker E. Marker to marker length
nonockl «Keyhole» F. Push Wire Length
5. MapkepHas nonocka E. PaccTtosHune mexay
«Keyhole» MapKepHbLIMU MOJIOCKaMK
F. OnnHa npoBOAHMKA
(Tonkatens)
5. Pucku MoKa3aHUa K NPUMEHEHNIO Indications for use
NpUMeEHeHNA YcTpoiicTBOo Ans  peBackynspusauum  Solitaire™ X The Solitaire X Revascularization Device is designed for
MEANLIMHCKOTO npefjHasHayeHo [18 BOCCTAHOBNEHUS KPOBOTOKA Yy use in the flow restoration of patients with ischemic stroke
M3pENUs« NaLMeHTOB,  MepeHeclMX  MWEMUYECKUA  MHCYNbT due to large intracranial vessel occlusion. Patients who are
25(?4;288;1?6'(33%“” BCNeACTBME  OKKHO3MU prTHoro BHYTPUYEPENHOIO ineligible for intra_venous tissue plasminogen act?vator (v
npescKasyembie cocyga. KaHwgmpatbl ans 3TOM Tepanuum — MauueHTsl, t-PA) or who fail IV t-PA therapy are candidates for
MOGOYHBIE SIBNEHUS KOTOpPbIM  He MOAXOAAT BHYTPMBEHHbIE Npenaparhbl treatment.
CBSI3aHHblE C TKaHeBOro akTtueaTopa niasmuHoreHa (s/s t-PA) wnn y
npUMeHeHNeM KOTOpbIX Tepanua 3TUMW  npernapaTamum  OKasanachb Contraindications
MEeANLUHCKOro Hea(h(heKTNBHOIA. Use of the Solitaire X Revascularization Device is
n3genus no contraindicated under these circumstances.
HazHaueHuto/ MpoTnBONOKa3zaHus Patients with known hypersensitivity to nickel-titanium.
Risks ofusing a Micnonb3oBaHne ycTpoiicTBa AN peBacKyaspusauum Patients with stenosis and/or pre-existing stent proximal to

MpunoXxeHve NpegoCTaBAAETCA MO 3anpocy
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medical device,
contraindications
expected and
predictable side
effects

Solitaire X npoTnBONOKa3aHo:

nauMeHTaMm C W3BECTHON ruUNepyYyBCTBUTENbHOCTbIO K
HUKeNb-TUTAHOBOMY CMaBy.

nauneHTam co CTeHO30M U (M/in) paHee YCTAHOB/IEHHbIM
CTEHTOM, Haxogdawmmumcs NpoKcUManbHee MecTa
TpoM603a, 4TO MOXeT npensaTcTBOBaTb 6Ge3onacHoOMY
N3B/eYEHNIO yCTpolicTBa ANA peBackynapusauum Solitaire
X.

nauueHTam C pacc/oeHMeM CTEHKU COHHOW apTepum,
NOATBEPXAEHHbIM C MOMOLLbIO aHrMorpagum.

B0O3MOXHble 0CNOXHEHUSA

MoTeHUManbHble OCNOXHEHUS YCTPOICTBA NP 3HAOBAC-
KY/IAPHOM BMeLLATeNbCTBE BK/KOYAKT NN ABNAKOTCA
CMHOHUMAMM, HO MOTYT He OrpaHM4YnBaTHCA YKA3aHHbIM:
OCNOXXHEHWS B MeCTe J0CTyna, Takue Kak rematoma, 60nb,
NOBPeXJeHUe HepBa;

HeXenaTeNbHble peakuuy Ha aHTUTpomboLUTapHble/
aHTUKOaryAaLnoHHbIe npenapaTbl, KOHTPACTHbIE BelecTBa
NN aHecTe3nto, Takue Kak opraHHas HeoCTaToO4YHOCTb,
rMNepPTOHUS, TUNOTOHUSA, KPOBOTEUYEHNE;
KapAnonornyeckne 0CNOXHeHUA, Takue Kak aputMmus,
MH(apKT MUOKapAa, CTEHOKapAus;

OC/IOXXHEeHWe BO3LeNcTBUSA 061yUeHUs (Hanp., anoneuus,
0XO0rU, Knaccupuumpyemble Mo CTENEHW TAXECTM OT
NMOKpacHeHUs KOXXWN [0 A3B, KaTapakTta 1 OTAaNeHHble
HOBOOGpa3oBaHmsA);

HeMcnpaBHOCTM YCTPOMCTBA, TaKMe Kak TPeHMUe,
WHOPO/AHOE TE/I0 B OpraHn3mMe naymeHTa, oTaeneHune
YCTPONCTBa, NEPENOM;

remMatofiorMyeckue OC/MIOXKHEHNS, TaKMe KakK Koarynonatus,
remosin3, BHyTpU4YepenHoe KPoBOU3NUAHUE;
HeBponoruyeckne aepuumnT/gnchyHKLMM, Takme Kak
LlepebpanbHblii MHPAPKT, TPAH3UTOPHAA ULLeMUYecKas
aTaka, nwemus;

CUCTEMHbIE OC/IOXXHEHUSA, TaKUe KaK UH(EKLUMS.

the thrombus site that may preclude safe recovery of the
Solitaire X Revascularization Device.
Patients with angiographic evidence of carotid dissection.

Potential Complications

Potential complications of the device and the endovascular
procedure include or are synonymous with, but may not be
limited to:

Access site complications such as hematoma, pain, nerve
damage

Adverse reactions to antiplatelet/anticoagulation agents,
contrast media, or anesthesia such as organ failure,
hypertension, hypotension, hemorrhage

Cardiac complications such as arrhythmia, myocardial
infarction, angina

Complications of radiation exposure such as alopecia,
bums ranging in severity from skin reddening to ulcers,
cataracts, and delayed neoplasia

Device malfunctions such as friction, foreign body in
patient, device separation, fracture

Hematologic complications such as coagulopathy,
hemolysis, intracranial hemorrhage

Neurological deficit/dysfunctions such as cerebral
infarction, transient ischemic attack, ischemia

Systemic complications such as infection, fever,
inflammation, edema, hypersensitivity, foreign body
reaction, toxicity, shock

Therapeutic Response Decreased

Vascular complications such as dissection, perforation,
rupture, embolism (including distal embolization to
previously uninvolved territory), thromboembolism,
thrombosis, fistula, necrosis, stenosis, vasoconstriction,
occlusion

Vision complications such as impaired vision and vision
loss

[MpunoxeHne npegocrasnseTcs Mo 3anpocy
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NMxopagka, BocrnaneHune, 0TeK, rMnepyyBCTBUTENbHOCTD,
peakumns Ha MIHOPOAHOE TeN0, TOKCUYHOCTb, LUIOK;
CHW)XEHHbIi OTBET Ha IeYeHNE;

COCY/AMNCTblE OCNOXHEHMWSA, TaKne KaK pacceyeHue,
nepcopayms, paspbiB, aM601Ma (BKAOYAA LUCTaNbHYIO
3M60M3aLNI0 Ha paHee He BOB/IEYEHHYIO TEPPUTOPUIO),
TpoM603Mb0onKs, TpPOM603, hUCTYNa, HEKPO3, CTEHO3,
Ba30KOHCTPUKLNS, OKKTHO3NS;

OC/IOXKHEHMSA CO CTOPOHbLI OpraHa 3peHus, Takne Kak
YXYALWeHNe 3peHNA U NOTePS 3PEHUS;

neTanbHbI ncxog.

Mepb! NpeaoCcToOPOXKHOCTU

YcTpoiicTBO ANns peBackynapusauum Solitaire X
paspeluaeTcs UCNONbL30BATb TO/IbKO Bpavyam, KOTopble
npownu o6y4yeHne MHTEPBEHLMOHHOI HeMpopaanonormm
N NeYEeHNI0 ULLIEMNYECKOT0 UHCYbTA.

OnepaTopam cfieflyeT NPpUHUMaTh BCE HEOBXO4MMbIE Mepbl
NpefoCTOPOXHOCTU, YTOOLI MaKCUMaNbHO CHU3UTbL 403y
PEHTFEHOBCKOr0 06/1y4YeHMs NauueHToB U Ux camux. Ans
3TOr0 UCNONB3YIOT 3alWUTHbLIE 3KPAHbI, COKPALLAKT BPEMS
06/y4YeHUs 1, N0 BO3MOXHOCTU, HacTpamBatoT
obopypoBaHne COOTBETCTBYHOL MM 06pa3oM.
BHMMaTeNbHO OCMOTPUTE CTEPUIIbHYIO YTaKOBKY U
yCTpOIACTBO Ans peBackynapusauum Solitaire X nepeg
MCNoNb30BaHMEM, YTO6bI YOeaNTbCA B OTCYTCTBUM
MOBPEeXAEeHWI Npy TpaHCNOPTUPOBKe. He ncnonb3yiite
nepeKpyYeHHbIE NN MOBPEXAEHHbIe KOMMNOHEHTI.
YCTpoiicTBO 4/1a peBackynapu3sauum Solitaire X He
cnefyeT UCMONbL30BaTb MOCANE faTbl OKOHYAHUSA CpOKa
rOAHOCTHU, yKa3aHHOW Ha 3TUKeTKe.

Moka3aHus, NPOTUBONOKA3aHUA, MPeaynpexaeHuns, Mepsbl
NPefoCTOPOXHOCTU U MHCTPYKLUWN NO MPUMEHEHUIO CM. B
LOKYMEHTaL MM NPOU3BOAMTENS MO COOTBETCTBYIOLLEMY
TKaHeBOMY aKTUBaTopy niasMmuHoreHa (8/s t-PA),
npefHasHaYeHHOMY [N BHYTPMBEHHOTO BBEAEHNS.
HauyunHaiiTe MexaHW4ecKy TPOMBO3IKTOMMIO B

Death

PRECAUTIONS

The Solitaire X Revascularization Device should only be
used by physicians trained in interventional neuroradiology
and treatment of ischemic stroke.

Operators should take all necessary precautions to limit X-
ray radiation doses to patients and themselves by using
sufficient shielding, reducing fluoroscopy times, and
modifying X-ray technical factors whenever possible.
Carefully inspect the sterile package and the Solitaire X
Revascularization Device prior to use to verify that neither
has been damaged during shipment. Do not use kinked or
damaged components.

The Solitaire X Revascularization Device is not to be used
after the expiration date imprinted on the product label.
Refer to the appropriate intravenous tissue plasminogen
activator (IV t-PA) manufacturer labeling for indications,
contraindications, warnings, precautions, and instructions
for use.

Initiate mechanical thrombectomy treatment as soon as
possible.

WARNINGS

The appropriate anti-platelet and anti-coagulation therapy
should be administered in accordance with standard
medical practice.

Administer IV t-PA as soon as possible for all patients who
are indicated to receive the drug. Do not cause delays in
this therapy.

Do not torque the Solitaire X Revascularization Device.
For vessel safety, do not perform more than three recovery
attempts in the same vessel wusing Solitaire X
Revascularization Devices.

For device safety, do not use each Solitaire X
Revascularization Device for more than three flow
restoration recoveries.

MpunoXxeHue NpefocTaBnseTca Mo 3anpocy
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KpaTyaliline CpoKu.

MpegynpexaeHHs
CnepyeTt NPOBECTN aHTUTPOMOBOLUTAPHYHO W
aHTUKOArynsaLMOHHYIO Tepanunio B COOTBETCTBUM CO
CTaHAapTHOW MeAMLNHCKON NPaKTUKOIA.
BeoguTe B/B t-PA B KpaTuaiillue CPOKM BCEM NaLMeHTaMm,
KOTOPbIM NOKasaH 3TOT npenapat. He 3agepXxxusaite ato
neyeHue.
He BpaliaiiTe yCTPOMNCTBO Ans peBackynsapmusayum Solitaire
X.
Bo n3bexaHne NoBpexaeHna cocyaa 3anpelyaeTcs
BbINO/IHATHL B OAHOM cocyfe 60nee Tpex NonbITOK
N3BfIeYEHNA YCTPONCTB ANA peBackynapmsauum Solitaire
X.
Bo n3bexaHue NoBpeXeHNs YCTPONCTBA 3anpeLyaeTcs
MCNONb30BaTh YCTPOWCTBO 4151 peBacKynsgpu3aLum
Solitaire X 60nee 4yem gns Tpex NOMbITOK BOCCTAHOBNEHUS
KpPOBOTOKa.
Micnonb3yiTe HOBbIN MUKpPOKaTETEP A1 KaXXA0ro HOBOFO
YyCTPOWCTBa Ana pesackynspusaumm Solitaire X.
C ycTpoiicTtBoM gns pesackynapusauum Solitaire X
3anpeuy
aeTca MCNo/Ib30BaTh CUCTEMY 3M1EKTPONNTUYECKOTO
OTCOEANHEHNSA.
Bo n3bexaHne 0TCOeAUHEHMA YCTPOICTBA:
He ncnonb3yiiTe n3genve cANWKOM 601bWON0 pasmepa.
He n3Bnekaiite (TO eCTb He TAHMUTE Ha3af) yCTPOMCTBO,
€C/IM oW yuiaeTcs M3bbITOYHOE CONPOTMBAEHME. BmecTo
3TOro OTBEAMTE YCTPOMCTBO B MMKPOKATETEP U 3aTEM
N3BNEKNTE BCHO CUCTEMY, MPOBOAA NPK 3TOM acnupaumio.
Ecnu B npouecce oTTATMBaHUSA B MHTPOAbIOCED
owyuiaeTcs CONpoOTUBEHWE, NPEKPATUTE 3TO AelCTBUE U
N3BMIEKUTE BCIO CUCTEMY, HE MpeKpaLLas acnmpayuio.
He ncnonb3yiiTe y nayneHTOB C N3BECTHLIM CTEHO30M
npokcumanbHee Tpomba.

ycTpoiictBo  nocTtaBngetcd  CTEPUJ/IbHBIM "

* For each new Solitaire X Revascularization Device, use a
new microcatheter.

» Solitaire X Revascularization Device does not allow for
electrolytic detachment.

e To prevent device separation:

» Do not oversize device.

e Do not recover (i.e. pull back) the device when
encountering excessive resistance. Instead, resheath

e the device with the microcatheter and then remove the
entire system under aspiration. If resistance is encountered
during resheathing, discontinue and remove the entire
system under aspiration.

» Do not treat patients with known stenosis proximal to the
thrombus site.

* This device Is supplied STERILE for single use only. Do
not reprocess or re-sterilize. Reprocessing and re-
sterilization increase the risks of patient infection and
compromised device performance.

« If excessive resistance is encountered during the delivery of

the Solitaire X Revascularization Device, discontinue the

delivery and identify the cause of the resistance. Advancement
of the Solitaire X Revascularizaton Device against resistance
may result in device damage and/or patient injury.

[MpunoxeHne npegocTas/iseTca Mo 3anpocy
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6. TexHu4yeckune
XapaKTepPUCTUKM
MeANLMHCKOro
npenuns/

Technical
characteristics ofa
medial device

7. OnucaHune
NPUHaLNEeXHOCTEN,
MeLULUHCKNX
n3gennii nnm
n3aenunii, He
ABNAO L NXCS
ALHUHHCKWMH, HO
NpesyCMOTPEeHHbIX
4N MCNONb30BaHNA
B KOMOMHaL MK C
MeAULUHCKUM
nsgenuem (npu
Hanuuun)/
Description of all
accessories, medical

npegHasHa4eHoO TONbKO 414 0AHOPa3oBOro WMCNO/b30BaHWUA.

MoBTopHas 06paboTka M  CTepunMu3aLuns

3anpeLeHbl.

MoBTopHas 06paboTka M CTepuaM3aLms MOTYT MOBLICUTL PUCK

UHAWLMPOBaHNS naymeHTa 7
(YHKUMOHUPOBaHNS YCTPOMCTBA.

pUCK

HapyLIeHuns

<4

Tabnuua 1. TeXHUUCCKAC XapaKrepBCTHKH YCTPOBCTBA A/1A pPCBAcKyApA3aLsaH Solitaire X m pekoMeHansH S0 ONpefc/IeHAI0 pa3smepos
Table Solitaire X Revascularization Device Specifications and Recommended Sizing Guidelines

Mogens/ PekoMm«- PekomeBgoBaHHbLL OnvHa OumeTp
Model Ayemunii BHYTPEHBH fUamMeTp mMpPOMKBHsKa  CTeHTa
anameTp MUKpoOKaTeTepa (TonwneHH) (Mmy
cocypa* (proiimy (emy Stent
(Mmy Kecowntokbl Push Wire Diameter
RecommoKled M|CrocalbeNetO Lei~tfa (mm)
Vessel (Inch) (cm)
Diameter
(mm)
0.017(0,43 MM)-
SFR4-3-20-10 1,0-3,0 0.027 (0.69 Mm) 200 3,0
SFR4-3-40-10 1,0-3,0 0.017(0,43 mm)- 200 3.0

0,027 (0,69 mMm)

Pab6ouaa
AnHBa*
(Mmy
Usable
Length
(mm)

20,0

40,0

AnvHa

CTeHTa
(Mmmy
Stent

Length
(mm)

30,6

51.6

PaccToHBHeOT AuncTxnbmble
ANCTaNnbHOTO peHTreHo-
KOHWHa [0 KOHTpaeTWbMn
pPeHTTeHO- KUTKH/ Distal
KOHTPacTHOTO Radiopaque
Mapkepa (emy Markers
Length from
Distal tip to
FluOTOsafe
marker
(cm)
< 150 3
<150 3

Mpokcu-
ManbHbM
pPEeHTTIO -
KoaTpacifible
MeTKun/
Proximal
Radiopaque
Markers

Paccrowse

MeX/Ay PeHTTEeHO-

KOHTPACTHbIMU

MeTKa*« CTeHTa
(Mmy

Radiopaque Stent

Markers Spacing
(iron)

10

10

1 BbibepuTe yCTPOICTBO ANs peBackynspusaumm Solitaire X cornacHoO peKkomeHAaumsm Mo Bblbopy pasMepa B Tabnuue 1 No HaMMeHbLUEMY AuameTpy

MpOCBeTa COCY/a B MECTE PAcro/IoXKeHUs TPOM6A.

2 Pabouast gnivHa ycTpoiicTBa Ansa peeackynspusauum Solitaire X gomkHa 6biTb HE MeHbLUE ANNHbI TpoM6a.

Cnegyouime npuHagnexHocTn n/man apyrue n3genmns
(HeMeAWUUHCKMNE M34eNnsa) MOryT UCNO/b30BaTbCA COBMECTHO
C YCTPOWNCTBOM /18 peBackKynapusauum Solitaire X B
COOTBETCTBUMW C OMbITOM MPOBEAEHUSA TPAAULNOHHbIX
npouegyp 3HA0BACKYNApPHOW peBackynapusauuu. 3Tu
NPUHAANEXHOCTU ANA NPOBELeHUs NpoLefypbl HE BXOAAT B
KOMMNAEKT MOCTAaBKN U AO/KHbI BbI6GUPATbCA Ha OCHOBE OMbITa
M NpeAnoYTeHUiA Bpaya.

MpuHaaNeXHOCTU H/MAH Npoyune NPoaYyKThbl (He ABNSAOLWMeCS
MeaMHCKH!N nn

Ha3saHue OnucaHue npoaykTa (ecnm NpUMeHNMO)
BBLLIELLILI

Hanpasnstowwmii ~ Monb3oBateny 4oMKHbI BblGpaTh

KateTep HanpasNAOLLWIA KaTeTep C COOTBETCTBYIOLLIEN

The following accessories and/or other products (not medical
devices) may be used in conjunction with the Solitaire™ X
Revascularization Device as experienced in traditional
endovascular revascularization procedures. These accessories
for performing a procedure are not supplied and are to be
selected based on the physician’s experience and preferences.

Accessories and/or other products (not medical devices)

Product Name

Guide Catheter

(Minimum

MpunoxeHne npenoaasnseTcs no 3anpocy
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Product Description (ifapplicable)

Users should select a guide catheter with

appropriate support to deliver interventional



devices or non-
medical devices,
intended for use with
the medical device
submitted for
registration (if
applicable)

(MUHUMYM
5P/1,67 MMm)

MukpokaTeTep

[NpoBoAHMK
AcnvpaunoHHoe
YCTPOMCTBO

Cone.oii
pactsop/
KOMMEKT Ans
HenpepbIBHOM
NMPOMbIBKM
renapuH-
CONEBBLIM
pacTBOpOM
Bpauatowuiics
KnanaH
remMocTasa
(KHY)
VHMDY3MOoHHas
cTolika
dukcarop
6eapeHHol

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

NOAAEPXKKON 19 AOCTaBKN UHTEPBEHLMOHHbIX
yCTpoicTB. [ns HanpaBAstoLWwero Kkaretepa
PEKOMEHAYETCA MUHUMANbHbIA BHYTPEHHWUI
aunameTp 0,061 atoiima (1,55 mm). Ans
HanpaensALLEro Kartetepa ¢ 6anioHoMm
cnefyeTt Ucnonb3oBaTb Katetepbl 8F (2,67 Mm)
-9F (3,00 MM) C MUHMUMa/IbHBIM BHYTPEHHUM
nfmameTpom 0,075 groiima (1,91 mm).
BHyTpeHHMiA gnameTp oT 0,017 groiima (0,43
mm) go 0,027 groiima (0,69 Mm)

60-Ky60BbIiA WNPUL, UK aCMMPaLMOHHbIT
Hacoc/cucTema, Hanpumep, Riptide”™*
AcnupaunoHHasa cuctema

MPUMEYAHWE: AcnnpaunoHHasa cuctema
Riptide™" npoLuna cTeHA0Bble UCMbITAHUS C
YCTPOACTBOM ANA PEBACKYISPU3aLnm
Solitaire™ B KayecTBe acnMpaLMOHHOIo
YCTPOICTBa NPW U3B/IEUYEHN N HAMPaBAAIOLLEro
KaTeTepa. B KnMHuMYeckoii nutepatype
€0o06LLAaNoChk o APYrMx CONOCTaBUMbIX
CUCTEMAX acMMpaLOHHbIX HACOCOB, XOTS 3TU
YCTPOMCTBa He OblNY CNeLuanbHO UCTbITaHbl C
yCTpOCTBaMM peBackynsipusaumm Solitaire™.

5F/1.67mm)

Microcatheter

Guidewire

Aspiration Device

Saline Solution/
Heparin-Saline
Continuous Flush
Set

Rotating
Hemostasis Valve
(RHV)

Infusion Stand

MprnoxeHne NPefoCTaBseTCA MO 3anpocy

devices. For a guide catheter a minimum
inside diameter 0.061inches (1.55mm) is
recommended. For a balloon guide catheter
ensure to use 8F (2.67mm) -9F (3.00mm)
minimum inside diameter 0.075inches
(12.91mm).

0.017 inch (0.43mm) to 0.027 inch
(0.69mm) Inner diameter

60 cc syringe or aspiration pump/system,
such as Riptide™ Aspiration System

NOTE; The Riptide™ Aspiration System
has been bench tested with the Solitaire™
Revascularization Device as an aspiration
device during retrieval to the guide catheter.
Other comparable aspiration pump systems
have been reported in clinical literature,
although these devices have not been
specifically tested with the Solitaire™
Revascularization Devices.



apTepum Femoral Arterial

Lock
8. NHpopmauma He npumeHuMo. MeguumMHCKoe M3aenve He cogepXxuT B ceoem "ot applicable. Medical device does not contain any materials
0 Haim4ium B cocTaBe MaTepuanbl  XUBOTHOTo u/mnum  4enoseyeckoro of animal and/or human origin.
MEANLINHCKOM MPONCXOXKAEHNS.
n3genuu
NeKapCTBEHHOT0
cpefcTsa Ans
MeAMLUHCKOTOo
NMPUMEHEHMS,
mMaTepuanoB
XXWBOTHOTO U (M1K)
4esI0BEYECKOTO
nponcxoxaeHus/
Information about
the presence ina
medical device ofa
medicinal product for
medical use,
materials of animal
and (or) human
origin___
9. WHdopmaunsa  Mopgrotoska PREPARATIONS FOR USE
0 nopsake 1 BBefuTe aHTUKOAryAUMOHHbIE U aHTUTpoMmGouuTapHble 1. Administer anti>coagulation and anti-platelet medications
yCTaHOBKMU, MeAUKAMEHTbl B COOTBETCTBMM CO  CTaHAAPTHbIMM per standard institutional guidelines.
r::TT:;KﬁaK’M’ npaBunamn 1e4ebHOro yupexaeHns. 5 2. Aideq by angiographic radiography,_ determine the location
KanMGpoBKN 1 2. C nomMOoL b0 aHrnorpagpunyeckoi PeHTreHorpaguu and size of the area to be revascularized.
UHbIX AeNCTBMSX, OMpeAennTe — MECTOMONOXKEHNE 1 PASMEP obnacTn, 3. Selecta Solitaire™ X Revascularization Device per Table
HEOBXOUMbIX 15 nognexatye pE‘Bf.CKyI'IﬂpVBaLI,I/IVI. o 1
BBOJA 3. BbibepuTe ycTponCTBO ANA pesackynapusaumm Solitaire X B 4 T achieve optimal performance of the Solitaire™ X
MeANLMHCKOro COOTBETCTBUN C Tabnuueit 1. Revascularization Device and to reduce the risk of
nsgenns s 4. Ana  obecnedeHns  ONTUManbHbLIX  3KCMYaTaLMOHHBIX thromboembolic complications, maintain continuous
akcnnyartayuio/ KayecTB yCTpoicTBa Ans peBackynapusauum Solitaire X u flushing action between a) the femoral arterial sheath and
Information about CHUXEHUA  pucka TPOMOGO3IMOONNYECKUX  OC/IOXKHEHWUNA the guide catheter, b) the microcatheter and the guide
the plrloc.edure for Heobxoanmo  obecnednTs HENPEPLIBHYO nopady catheter and c) the microcatheter and the push wire and the
:22:2”2382: ngMb'Ba*O”-"ero pacTBopa MeXay a) apTepuanbHbIM Solitaire_T"’I X Revascularization D_evice.ChecI_< all
adjustment, €APEHHBIM UHTPOABIOCEPOM M NMPOBOAHNKOBLIM KATETEPOM. connections to make sure that during the continuous flush

MpunoxeHve nNpegocTaBaseTcsa no 3anpocy
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calibration and other
actions necessary for
putting a medical

device into operation

. MoacoeanHnTe BTOPOI BpaljatoLniics

. C nomowbto

b) MmukpokaTteTepoM M NPOBOLHUKOBbLIM KaTETEPOM, a TaKxe
C) MUKpOKaTeTepoMm, TONKaTefieM W YCTpPOWCTBOM And
pesackynsapusauun Solitaire X. MpoBepbTe BCe COEANHEHNS,
4yto6bl BO  BPEMA  HEMPEpPbLIBHOrO  MPOMbIBaHMA B
NMPOBOAHWKOBbIV KaTeTep WAN MUKpOKaTeTep He MPOHUK
BO34YX.

. Pacnonoxute noaxoAsuiuii NpOBOAHMKOBbIV KaTeTep Kak

MOXHO 6/M>)Ke K MeCTOMO/IOXKEHNIO Tpomba C MOMOLLbIO
CTaHAapTHOW MeToAuKM. Heo6XxoAumMo NpaBuUibHO BbiGpaTb
pasmep MPoBOAHWKOBOIO KaTeTepa Ans WU3BnevyeHns Tpomoa,
ecnu 310 noTpebyeTca Ha CnefylowWwuMx atanax npoLesyps.
MogcoeanHnTe BpawakwwWwuiica remocTaTuyecknii knanad
(BFK) k pasbemy npoBOLHWKOBOrO KaTeTepa, 3aTeM
noAcoeAnHNUTe TPYOKY 4719 HENPEPLIBHOIO NPOMbIBAHUA.

. Bocnonb3oBaBwunck Tabnuueii 1, Bbibepnte MUKpoOKaTeTep,

noaxoadwWwmnin -~ AN MNPOABUXKEHUSA
pesackynsapusayumn Solitaire X.

ycTpoiictBa  Ans

reMocTaTuyeckui
knanaH (BIFK) K pasbemy MuKpokateTepa, 3aTem
nogcoefuHuTe Tpy6KY 419 HEMPEPLIBHOIO MPOMbIBaHUS.

. YCTaHOBWUTe CKOPOCTb MPOMbIBaHWA B COOTBETCTBUU CO

CTaHAAPTHLIMMW MPaBUNaMK Ne4eBHOT0 YUPEXAeHus.

MoAXOoAslero MpoBOAHMKA NpPOABUraiiTe
MUKpOKaTeTep, MOKa KOHEelL MuKpokaTeTepa He Oyger
pacrnonoXxeH fAuUcTanbHO K TPOMGY, 4ToGbl pabouyas yacTb

ycTpoiictBa Ans  pesackynspusaumm  Solitaire X B
MOSIHOCTbID PAaCKPbITOM COCTOSHWWM BbiCTynana ¢ 06eux
CTOpOH Tpomb6a B cocyge. 3ataumte BIK BOKpyr

MUKPOKaTeTepa. M3BnekuTe npoBOAHUK.

Y cTaHOBKa ycTpoicTBa gns pesackynspusayum Solitaire X
1. YacTMyHO BBeAMTe AWUCTaNbHbI/i KOHEL WHTpPOAblOCepa B

BI'K, nogcoeanHeHHbIi K MUKpoKkaTeTepy. 3aTaHuTe BIK u
y6éanTechb, 4TO M3 NPOKCUMANbHOIO0 KOHLA WHTPOAbIOCEPA
BbIXOAUT XXULKOCTb.

. OcnabbTe BI'K v npogBurainte MHTPOAbOCEP BMepen, noka

OH He BCTaAHET MNJIOTHO BO BTYJ/IKE MUKpPOKaTETEPA. 3ataHuTe

no air enters the guide catheter or the microcatheter.

5. Position a suitable guide catheter as close to thrombus site
as possible employing a standard method.The guide catheter
should be appropriately sized to retrieve clot if so desired in
subsequent steps.Connect a RHV to the fitting of the guide
catheter, and then connect a tube to the continuous flush.

6. With the aid of Table 1, select a microcatheter suitable for

advancing the Solitaire™ X Revascularization Device.

7. Connect a second RHV to the fitting of the microcatheter
and then connect a tube to the continuous flush.

8. Setthe flush rate per standard institutional guidelines.

9. With the aid ofa suitable guide wire, advance the
microcatheter until the end ofthe microcatheter is
positioned distal to the thrombus so that the usable length
portion of the Solitaire™ X Revascularization Device will
extend past each side of the thrombus in the vessel when
fully deployed.Tighten the RHV around the
microcatheter.Remove guide wire.

DIRECTIONS FOR USE
Delivering the Solitaire™ X Revascularization Device
1. Insertthe distal end of the introducer sheath partially
into the RHV connected to the microcatheter.Tighten the
RHV and verify that fluid exits the proximal end ofthe
introducer sheath.
2. Loosen the RHV and advance the introducer sheath
until it is firmly seated in the hub of the

MprnoXeHue NpefocTaBAseTCs MO 3anpocy
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BIrK BOKpyr wHTpogbtocepa, 4To6bl MNpeaoTBPaTUTH
00paTHbI TOK KPOBW, HO HE CAMLIKOM MNJOTHO, YTOObI He
noBpeAnTb YCTPOMNCTBO ANs peBackynapusaymm Solitaire X
BO BPEMA BBELEHMA 4epe3 MUKpoKaTeTep. Y 6eauTechb, UTO
HW B OfHY W3 4acTeli CWUCTEMbl He nonannm Mny3blpbKy
BO34yXa.

. MepeBeanTe yCTPONCTBO ANA peBackynapmsayum Solitaire X
B MUWKpoOKaTeTep, nNpoABWras  TO/NKaTeNb  MNNABHbIM
HenpepbIiBHbIM ABMXeHMeM. [locne Toro Kak rubkas 4yacTtb
TONKaTens BOWAET B CTEPXKeHb MWUKpoOKaTeTepa, OTKpoOiTe
BI'K u cHUMWUTE MHTpPOAbLIOCEP MO NPOKCUMANIbHOMY KOHLUY
Tonkarens. Mo 3aBepweHny 3TON npoueaypsl 3aTaHMTe BIK
BOKpPYT TonkKaTens. Ecivm MHTpoAblOCEpP OCTAHETCA Ha MecTe,
aTo oypet MeLlaTb HOpMasibHOMY B/IMBAHWIO
NMPOMbIBAIOLLErO pacTBopa M NpuBefeT K 06paTHOMY TOKY
KpOBY B MUKpOKATETEP.

. MyTtem ocmoTpa ybegutecb B TOM, 4YTO MNPOMbIBAOLLMIA
pacTBOp B/MBAETCA HOPManbHO. Y6efuMBWIUCL B 3TOM,
ocnabbTe BIK gnsa npofBuKeHnsa TonkaTtens.

. MpoaBMHYB yCTpOWCTBO AN peBackynspusaymm Solitaire X

4o PEHTIFEHOKOHTPACTHOro MapKepa, HauynHaliTe
peHTreHockonuw. oA  KOHTPONEM  PEHTreHocKonuu
OCTOPOXXHO npogsuraiTte YCTPOIiCTBO ons

pesackynspusaumum Solitaire X, noka ero puctanbHble
MapKepbl He coBnagyT C KOHLOM MMWKpoKateTepa.
YcTpoiicTBO Ans pesackynspusauyum Solitaire X cnegyet
pacnonaratb Takum o06pa3om, u4ToOGbl paboyad u4acTb
MONIHOCTbIO PACKPbLITOro YCTpoOiCTBa BbicTynmana ¢ 06eux
CTOpPOH Tpomba B cocype.

MPEAYNPEXLAEHWNA

Ecnu BO BpeMsA YCTaHOBKM ycTpoicTBa  A4ns
pesackynsapusaumm Solitaire X owyuiaetca n3bbITOUHOE
CONpPOTMB/IEHNE, TMNpeKpaTuTe YCTaHOBKY W YCTaHOBMUTE
npuynHy conpotueneHnsa. lMpogBukeHue ycTpoicTea AnA
peBackynspusayumn Solitaire X ¢ npeogoneHnem
CONPOTUB/IEHUA  MOXET TMPUBECTM K  MNOBPEXAEHUIO

microcatheter.Tighten the RHV around the introducer
sheath to prevent back flow ofblood, but not so tight as to
damage the Solitaire®*" X Revascularization Device during
its introduction into the microcatheter.Confirm that there
are no air bubbles trapped anywhere in the system.

3. Transfer the Solitaire™ X Revascularization Device
into the microcatheter by advancing the push wire in a
smooth, continuous manner.Once the flexible portion of the
push wire has entered the microcatheter shaft, loosen the
RHYV and remove the introducer sheath over the proximal
end ofthe push wire.Once completed, tighten the RHV
around the push wire.Leaving the introducer sheath in place
will interrupt normal infusion of flushing solution and allow
back flow of blood into the microcatheter.

4. Visually verify that the flushing solution is infusing
normally.Once confirmed, loosen the RHV to advance the
push wire.

5. Once the Solitaire™ X Revascularization Device has
been advanced to the fluorosafe marker band begin
fluoroscopic imaging.With the aid of fluoroscopic
monitoring, carefully advance the Solitaire™ X
Revascularization Device until its distal markers line up at
the end of the microcatheter.The Solitaire™ X
Revascularization Device should be positioned such that the
usable length portion ofthe device will extend past each
side of the thrombus in the vessel when the device is fully
deployed.

WARNINGS

« |f excessive resistance is encountered during the delivery of
the Solitaire™ X Revascularization Device, discontinue

the delivery and identify the cause of the resistance.
Advancement of the Solitaire™ X Revascularizaton Device
against resistance may result in device damage and/or patient

mnjuQ'™-
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yCTpoiicTBa H/HIH HAHECEHHIO TPARME! MALHCHTY.

PacxpuiTie yeTpolicTsa i pepackynspuanuu Solitaire X

6. OcnaGrre BI'K pokpyr MHKpoxateTepa. Jiia pacKpuTHA
ycrpolictea ana  pepackyadpusamam  Solitaire X
3aduxcHpyilte TONKaTeNh, YTOOH COXPEHHTS NONOKEHME
YCTpoOlicTBA, H OCTOPOXKHO H3BJexaiiTe MHKPOKATETED B
NPOKCHMANTLHOM HANpPABICHHEN.

Pricyrox 1 PackpiiTie ycTpolCTas X penacKy nxpH3aLuu
Solitaire X

7. OrBoauTe MHXpOKATETEp, NOKA OH HE GyJeT PacnonoxXen
TOYHO NPOKCHMANLHO MO OTHOLICHHIO K NMPOKCHMATBHOMY
MapKepy YCTpolicTea Ana pesackynspuiatnn Solitaire X,
3atanure BIK, urtobm u3bexats CMCIICHHA TONKATENA.
Pabouas u9acTh YCTAHOBMEHHOIO Yyctpolicrsa Solitaire
HOJDKHA BRICTYTIATS ¢ 00euX CTOPOH Tpomba.

8. 3atanure BI'K sokpyr MuKpoxarerepa. C nomonpmio
anruorpaduM  oucHMTE COCTOSHHE PeBacCKyNApU3amMH
COCYA3, MOABEPracMOoro NCICHMIO,

l’enoz;nmlonponnne yCTPOHCTBA LIS PEBACKY INPHIANEM
Solitaire X
Ecan TpebyeTca peno3sHUBOHMPOBATh  YCTPOHCTBO  AnA

Deploying the Solitaire™ X Revascularization Device
6. Loosen the RHV around the microcatheter. To deploy
the Solitaire™ X Revascularization Device, fix the push wire to
mmntamdieposntlonofﬁwdevwewlulecawﬁxllywuhdmwmg
the microcatheter in the proximal direction.
Figure 1:
Solitaire™ X Revascularization Device Deployment

7. Retract the microcatheter until it is just proximal to the
proximal marker of the Solitaire™ X Revascularization
Device.Tighten the RHV to prevent any movement of the

~ push wire.The usable length of the deployed Solitaire™
device should extend past each side of the thrombus.

8. Tighten the RHV around the
microcatheter. Angiographically assess the revascularization
status of the treated vessel.

Solitaire™ X Revascularization Device Re-Sheathing
If resheathing of the Solitaire™ X Revascularization Device is
necessary (e.g.repositioning), follow these steps:

NpuaomeHre NPEAOCTaBARETCA NO 3aNPOCy
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pesackynspusaumu Solitaire X (Hanpumep, ANA M3MEHeHUSs
MONOXEHNA), BbINMOMHNUTE CNeAYIOLL e Lar:

MPEAYNMPEXAEHWA

10.

MonbiTKa NPOABMHYTbL MWKPOKATeTep, KOrja YCTPOWCTBO

BBEJEHO B Tpomb6, MOXeT nMpuMBeCTM K 3mbonuu
thparMeHTaMmn TKaHu.
He  npogsuraiTe  MukpokateTep  Mnpu Hanuumm

COMPOTUBNEHNS.
He cneayeT M3MeHATb MOMOXEHMe YCTpoiicTBa 60MbLie

ABYX pas3.

Ocna6bTe BIK BOKpYr MuKpokaTeTepa W  BOKpYr
TonkaTens. [Mof KOHTPONEM PEHTIEHOCKOMWUU HafeXHo
yOepXwuBaiiTe TonkaTe/lb Ha MeCTe, 4ToObl M36exathb

CMelleHns ycTpolicTBa A4Nna pesackynapusayum Solitaire X.
C OCTOPOXHOCTbIO PEno3vLMOHUPYATE YCTPOICTBO ANSA
peBackynspusauuu Solitaire X, npogsuras MukpokareTtep
no ycTpONCTBY ANs peBackynapmsauum Solitaire X, moka
AucTanbHble Mapkepsl ycTpoiicTsa Solitaire X He coBnagyT
C KOHLUOM MUKpOKaTeTepa, KaK MoKa3aHO Ha PUCYHKe 2.

Ecnn BO BpemMs peno3svLHOHMPOBAHMA Ol yLLaeTcs
M3NNLLHee CONPOTUB/IEHNE, HEMEL/IEHHO OCTaHOBUTECH
U nepeiante K pasgeny "M3eneyeHume ycTpoiicTBa ANs
peBacKynsapusauumn’ Huxe.

PUCYHOK 2 Peno3nuMoHMpoBaHue ycTpolicTBa Ans
peBackynsipusauum Solitaire X

WARNINGS

Advancing the microcatheter while the
device is engaged in clot may lead to embolization
of debris.

Do not advance the microcatheter against
any resistance.

Do not reposition more than two times.

9. Loosen the RHV around the microcatheter
and around the push wire. With the aid of
fluoroscopic monitoring, hold
the push wire firmly in its position to prevent the
Solitaire'’*™ X Revascularization Device from
moving.
10. Carefully re-sheath the Solitaire™ X
Revascularization Device by advancing the
microcatheter over the Solitaire™ X
Revascularization Device until the distal markers of
the Solitaire™” X Revascularization Device line up
at the end of the microcatheter as illustrated in
Figure 2 below.
If significant resistance is encountered during the re-
sheathing process, stop immediately and proceed to
the section below entitled “Revascularization
Device Recovery”.
Figure 2:
Solitaire™ X Revascularization Device Re-
sheathing

MpunoxkeHne npegocTaBnsAeTca no 3anpocy
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Hinneqenne ycTpolicTBA AN PeRCKYANDPHIALHN

11. TIpi  HCOONME3OBAHMH  OA/MOHHOIO  MPOBOZHMUKOBONO
KaTeTepa Hafyire Ga/uioH 3TOrO KaTeTepa, YTOGH 3aKPHITH
COCY/l, B COOTBETCTBHH C YKa3AHKAMH B JOKYMCHTAUMH K
GanoOHHOMY NIPOBOXMHKOBOMY KATETEPY.

Ocnabsre BI'K BOKpYr MmXpOKATCTEpPA TaK, WroOM
obecneyuTs 310 ABMKEHWE NPU  COXPAHEHMH
repMeTHYHOCTH. [lpu  Xxenmanum MOXGO  H3BICYS
MUKPOKATETEP MONHOCTLHEO.

Ana uspnedcHus TpoMGa MEANICHHO OTBOANTE YCTPOHCTEO
Ana  pesacKynspasaumm  Solitaire X K KOHMMKY
NPOBOAIHMKOBOTO KATETEPA, OAHOBPCMCHHO BHIMOMMAA
ACHPAUMIO COACPHHMOIO NPOBOXHAKOBOTO KaTeTepa C
NOMOLIBI0 ycTpolicTsa ana acnupaiuu. Ecniw npamennMo,
U3BNICKHTE  MUKpOKaTeTep |  YCTpOlicTBO  qA
pesackyaspusaumd Solitaire X kak eaunoe uenoe. [ocne
YCTAHOBKH 3aOpeIacTCa MPOABHTATH YCTPOHCTBO JUIA
pesackymnpusaig Solitaire X B gucTanmbHOM
HANpaBJICHHUN,

ACIHpHPYS COJAEPAHMOE TNPOBOXHHKOBOTO KaTeTepa ¢
NOMOIBEI0 YCTpoiicTBa [ANA  8CMUpALMH, H3BICKHTE
yoTpoiicTeo Ana pesacKynspusauun Solitaire X BryTpuM
nposopHuxosoro Karerepa. IIponomxafire acnupaumio
COACPKMMOrO  TIPOBOAHHKOBOIO  KATeTepa,  noka
ycTpoiicTso i pesackyiuapvsaimn Solitaire X ne Oyaer

12.

13.

14.

Revascularization Device Recovery

11. If using balloon guide catheter, inflate guide catheter
balloon to occlude vessel as specified in Balloon Guide
Catheter labeling.

12. Loosen the RHV around the microcatheter enough for
movement while still maintaining a seal.If desired remove
the microcatheter completely.

13.To retrieve thrombus, withdraw the Solitaire™ X
Revascularization Device to the guide catheter tip while
applying aspiration to the guide catheter with the aspiration
device.If applicable withdraw the microcatheter and the
Solitaire™ X Revascularization Device as a unit.Never
advance the deployed Solitaire™ X Revascularization
Device distally.

14. Apply aspiration to the guide catheter using the aspiration
device and recover the Solitaire™ X Revascularization

Device inside guide catheter. Continue aspirating guide catheter
until the Solitaire™ X Revascularization Device is

nearly withdrawn from the guide catheter.

NOTE: If withdrawal into the guide catheter is difficult, deflate
balloon (if using balloon guide catheter) and then

simultaneously withdraw guide catheter, microcatheter and
Solitaire™ X Revascularization Device as a unit through

the sheath while maintaining aspiration. Remove sheath if
necessary.

flpunoxeHne NPeROCTABARETCA NO 3ANPOCY
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no4yTu
KaTeTepa.
MpumeyaHune: Mpu BO3HUKHOBEHUMN NMPO6IEM C OTBELEHUEM B
NPOBOAHMKOBLIA KaTeTep cAyiTe 6anfoH (ecnm mMcnonb3yercs
6annoHHbLIN NPOBOAHUKOBLIV KaTeTep), a 3aTeM OAHOBPEMEHHO
N3BNEKNTE MPOBOAHUKOBLIA  KaTeTep, MMWKpOKateTep MW
YyCTPOCTBO [fNA peBackynapmsauum Solitaire X kKak eguHoe
Lenoe  4epes  MHTPOAbKOCEP,  MPOAOMKas  BbIMOAHATH
acnupaumio. Mpu He06X0AMMOCTMN N3BNEKUTE UHTPOALIOCEP.

NONMHOCTHLIO M3B1IE4YEHO K3  NMPOBOAHWKOBOTO

NMPEAYNMPEXOEHWNA

Ecnrm  BO  BpeMa  W3BMeYeHWS  YCTpoicTBa  Ans
pesackynsapusaumm Solitaire X owyuwaercas W3NULWHee
CONPOTUB/IEHNE, MpPeKpaTuTe WU3BJEYEHME W OMpefenuTe
NPUYNHY CONPOTUBJIEHUS.
Bo wu3bexaHue noBpexieHUs cocyfa 3anpeliaetcs
BbIMOMHATL B OLHOM cocyge 6oniee Tpex MOMbITOK
N3BfieYeHNa YCTpolicTBa ANA peBackynapusauum Solitaire
X.

15. Otkpolite BI'K npoBOoAHMKOBOro KaTeTepa, 4TOObI
YCTPOWCTBO ANs peBackynsdpusaymm Solitaire X npowno
yepes Hero 6e3 conpotuBneHus. CTapaiiTecb He
BO3[eNCTBOBaTb Ha MECTO MPOBEAEHMS Mpouefypbl U He

jonyckate nonagaHus B cucTemMy Bo3gyxa. Ecnu
NpMMeHUMO, nNocTapaiTecb W3BAeYb MUKpOKaTeTep W
YCTPOWCTBO AN peBackynapusaumm Solitaire X 6e3
CONPOTUBNEHUS.

16. AcnupupyiiTe NpPOBOAHWKOBbIN KaTeTep, YT06bl OUUCTUTH
ero 0T 4YacTul, Tpomoba.
17. CpyiiTe 6annoH NPOBOAHUKOBOTO KaTeTepa, €C/W TaKOBOIA

NCMo/b3yeTcs.
18. Ecnm TpebytoTcA [OMONMHUTENbHbIE NOMNbITKK
BOCCTAHOBNEHWNSA KPOBOTOKA C MOMOLLbIO:
/
a. HoBoro ycTtpoicTBa gna pesackynspusauum Solitaire

X, T0:
lMoBTOpMTE OMMCAHHbIe BbllWe Warxk, HadyMHaa C artana

WARNINGS

* If excessive resistance is encountered during recovery ofthe
Solitaire’”™” X Revascularization Device, discontinue the
recovery and identify the cause ofthe resistance.

* For vessel safety, do not perform more than three recovery
attempts in the same vessel using the Solitaire®*” X
Revascularization Device.

15. Open the guide catheter RHV to allow the Solitaire™ X
Revascularization Device to exit without resistance. Use care to
avoid interaction with the site ofthe intervention and to prevent
air from entering the system. If applicable allow the
microcatheter and the Solitaire™ X Revascularization Device
to exit without resistance.

16. Aspirate the guide catheter to ensure the guide catheter
is clear of any thrombus material.

17. Deflate guide catheter balloon if using balloon guide
catheter.
18. If additional flow restoration attempts are desired with:

a. A new Solitaire™ X Revascularization Device, then:

i. Repeat the steps described above starting with
the “Preparation for Use” section.

b. The same Solitaire™ X Revascularization Device, then:

i. Clean the device with saline solution.

[MpunoxeHne npegocTasnAeTca No 3anpocy
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10. TpeboBaHus
K MOMELLEHNAM, B
KOTOPbIX
npegnonaraeTcs
yCTaHOBKa
(MoHTax)
MeANLMHCKOTOo
n3fenus, a Takxe
TpeboBaHus K
NoAroTOBKE UNu
KBanugpunkaymm
anu,
OCYLLECTBASAOLUNX
YyCTaHOBKY
(MoHTax)

«[lofrotoBKa».

b. Toro e ycTpoicTBa agnsa peBackynsapusayun Solitaire
X, TO:
Ou4mncTNTE YCTPOMNCTBO C MOMOLWbLK (YM3NOMOTNYECKOrO
pacTteopa.
MpumeyaHue. He wncnonb3yiTte nnu
cTepunmn3aLunio B aBTOK/aBe.
BHumaTensHo ocMoTpuTe YyCTPOMNCTBO Ha
noBpexaeHuns.
Mpy HaNMYMKM NOBPEXAEHNS HE UCNONb3YATe YCTpPOnCcTBO. Ans
cnefyrowmnx MonbITOK BOCCTaHOB/IEHMA KPOBOTOKA
MCNonbL3yinTe HOBOE YCTPOWCTBO AN  peBackynspusayuu
Solitaire X ¥ BbINONHWUTE Laru, ONMCaHHbIe Bbile, HaYMHas C
pasgena «[logrotoBka». Vicnonb3oBaHWe MOBPEXAEHHOTO
yCcTpoicTBa  MOXeT npuBecTu K  [ONONHUTENIbHOMY
NOBPEXAEHWNIO YCTPOUCTBA UM K TPABMUPOBAHUIO NalueHTa.
NMPEAYNMPEXAEHWE
Bo nsbexaHne NoBpexaeHus ycTpoicTea 3anpeLlaeTcs
MCMNonbL30BaTh YCTPOMCTBO AN peBackynspusauum Solitaire X
6osiee yem 4NS TpeX MNOMbITOK BOCCTAHOBNEHWS KPOBOTOKA.

pacTBOpUTENH

npeameT

He npumeHnmo.

Note: Do not use solvents or autoclave.

ii. Carefully inspect the device for damage.

e Ifno damage, load the introducer sheath over the proximal
end of the push wire. For 3 mm devices, one end of the
introducer sheath is tapered and should be (1) aligned with the
distal end ofthe Solitaire™” X Revascularization Device

and (2) interface with the microcatheter hub. If there is any
damage, do not use the device and use a new Solitaire™"* X
Revascularization Device for subsequent flow restoration
attempts following the steps described above starting with

the “Preparation for Use” section. Use ofa damaged device
could result in additional device damage or patient injury.
WARNINGS

 For device safety, do not use each Solitaire™ X
Revascularization Device for more than three flow restoration
recoveries.

Not applicable.

MpunoxeHue npeaocTaBnsieTcs No 3anpocy
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MeANLMHCKOrOo
nsgenuns (npu
Hanuuun)/
Requirements for the
premises in which
the medical device is
supposed to be
installed, as well as
requirements for the
training or
qualification of
persojis performing
the installation ofa
medical device

11.  WHdopmaums He npumeHUMO. Not applicable.
A4NA NPOBEPKY
npaBuUIbHOCTU
YyCTaHOBKU
(MmoHTaxa)
MeANLIMHCKOTO
U3Lenus n ero
rOTOBHOCTU K
6esonacHoii
akcnnyatauun/
Information for
checking the correct
installation ofa
medical device and
its readiness for safe
operation

a) CofiepxxaHne  He npuMeHUMO. Not applicable.
N NepuognYHOCTb
TEXHWYECKOro
o6cny>XnsaHus,
BK/OYas OYUCTKY
N Ae3nHGeKL Mo
MeLULUHCKOrOo
nsgenusal/
Maintenance and
frequency of

MpunoxeHne npefocTasnseTcs No 3anpocy
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maintenance,
including cleaning
and disinfection ofa
medical device

6)  MepeyeHb He npumeHumo. Not applicable.
npefoCTaBNEHHbIX
npoussoguTenem
(n3roToBuTENEM)
MeLULUHCKOro
n3gennsa cBeaeHui,
Kntouelt, naponei
pocT a,
nporpamm,
Heo6X0AUMBbIX A5
MOHTaXa, Hanagku,
aKcnayaTaumm u
TEXHUYECKOTO
06CNyXunBaHUA
MeANLNHCKOro
nspenuns/

The list of
information provided
by the manufacturer
ofthe medical
device, keys, access
passwords, programs
necessary for
installation,
adjustment, operation
and maintenance of
the medical device
b) MepeyeHb He npumeHuMo. Not applicable.
pacxofgHbIX
MaTepunanos
(KOMMOHEHTOB,
peareHTOB), a
Takxe npouegypy
UX NPUMEHEHUS 1
3ameHbl/

The list of

MpunoXxeHne NpPesocTaBsieTcs no 3anpocy
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consumables, as well
as the procedure for
their use and
replacement

r Heobxognmoe He npumeHUMO. Not applicable.
Tb KanMbpoBKM ANS
obecneyeHus
Hagnexawtien un
6e30nacHoi paboThl
MeANLMHCKOro
N3fenuns B TeYeHue
CpOK”™ ero cnyxobl/
The need for
calibration to ensure
proper and safe
operation ofa
medical device
during its service life
o) MeTogbl He npumeHunmo. Not applicable.
CHMXEHNSA PUCKOB,
CBAI3aHHbIX C
YCTaHOBKOW,
KannopoBKoW nnm
TEXHNYECKNM
06cnyXnBaHMeM
MeANLMHCKOTO
nsgenns/

Methods for reducing
the risks associated
with the installation,
calibration or
maintenance ofa
medical device

e) WHpopmaunus  He npumeHumo. Not applicable.
0 MOHTaxe,
Hanagke,
HacTpolike,
KannopoBKe U
WHbIM JeACTBUAM,
Heo6XoANMbIM AN5

MpunoxeHue npeaocTaBaseTcs No 3anpocy
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BBOJA
MeMLUHCKOro
n3fenus B
aKcnayaTaumio u
€ro NpaBu/bHON
aKcnnyaraumu
(npumeHeHuns)/
Information about
installation,
adjustment,
adjustment,
calibi“tion and other
actions necessary for
the commissioning of
a medical device and
its proper operation
X)  VH(popmayms
0 NnepeyHe
OCHOBHbIX
XapakTepucTuk no
aKcnayarauuu
(NpYMeHeHuI0)
Me[ULNHCKOro
N3aenuns, ycnoBusam
TPaHCNOPTMPOBKMY
N XpaHeHWs
(Hanpuwmep,
Temneparypa u
BNIAXKHOCTb
BO34YyXa,
OCBELLEHNE N UHblE
xXapaktepuctukm)/
Storage conditions.
Transportation
conditions, Operating
conditions

3) MepeyeHb
NPYMeHSAEMbIX
npousBoguTenem
(n3roToBuTENEM)

YcnoBusa akcnayataumu:

Jkcnnyatauma MegMUUHCKOro nsgenns He TpebyeT 0cobbiX
YCNOBUIN OKPY>XXaKLwed cpedbl B ONEpPaLMOHHOINA.

[vana3oH TeMnepaTtyp npu Ucrnonb30BaHUU —Temmnepartypa
Tena ot 36 go 42°C;

OTHOCUTeNbHAas BNAXHOCTb: 40 100%;

Y CcnoBus XxpaHeHUs U TPaHCNOPTUPOBKMN:

TemnepaTypa okpyxatoLliei cpefbl: oT MmuHyc 31°C go 62°C;
OTHocuTenbHasa BlaxHocTb: 20% - 90%;

ATMoctepHoe aaeneHue: 50 klMa - 106 kMa. (375 MM.pT.CT
795 MM.pT.CT)

XpaHI/ITb B CyXOM, 3alliNLLEHHOM OT COJ/IHEYHOIO CBETa MECTE.

YcTpoiicTBO  ans peBackynspusauuy  Solitaire X oTBevaeT
TpeboBaHMAM Cepun MeXAyHapoaHbIX cTaHgaptoB EN 1SO 10993,
EN ISO 11135. TMonHbliA CAMCOK MeXAyHapoAHbIX TpeboBaHWiA
npefoCcTaBnseTcs no 3anpocy.

Operating conditions:

The operation of the medical device does not require special
environmental conditions in the operating room.

Temperature range during use - body temperature from 36 to 42

Relative humidity: up to 100%

Storage and transportation conditions:

Ambient temperature: from minus 31 ®C to 62 ®C;

Relative humidity: 20% - 90%;

Atmospheric pressure: 50 kPa - 106 kPa. (375 mm Hg -795 mm
Hg)

This device should be stored in a dry place, away from sunlight.

Device for revascularization Solitaire X meets the requirements of a
series of international standards EN ISO 10993, EN I1SO 11135. A
full list of international requirements is available upon request.
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MeAVVHHCKOTO
nsgenns
HaLMOHaNbHbIX
cTaHpapTos/
standards

12.  WNHdopmaymsa
0 CTEPU/IBHOM
COCTOSAHMM
MeLULUHCKOro
n3genns, MeToae
ero crepununsauunn
M 0 NApsgKe
LeicTBUA B cnyyae
HapyLLeHUs
CTEpPU/bHON
ynakoBKu (ecnu
MeAULMHCKOE
nsgenue
nocTaBnseTcsa B
CTEPUNLHOM BUAE)
unu, ecnu
MeLNLMHCKOe
nsgenune
nocTasnseTcs
HECTEPU/IbHBIM,
yKasaHue Ha
HeobXx0ANMOCTb ero
cTepununsaunm
nepeg
nucnonb3oBaHuem/
Information about
the sterile condition
ofthe medical
device, the method of
its sterilization

13.  WNHdopmauymsa
0 MopsigKe
06paboTKM
MeANLMHCKOro
n3genus gnsa ero

YcTpoicTBo ans pesackynspusaumnm Solitaire X ctepununsyeTtcs
C ucnonb3oBaHuem yukna crepunmsavmum EO 70 nan 570.
Llmkn cTepunmsaumm, UCNoab3yemblil Ans ycTpoincTea
peBackynsipusaumm Solitaire X, npegctaBnseTt co6oi ynkn
100% okcupa 3aTuneHa, KOTOpbIi rapaHTUPYeT YPOBEHb
obecneyeHns ctepunsHocTn (SAL) 10\ YcTpoiicTBO gns
peBackynspusaumnu Solitaire X aBnsetcs CTePUIbHbIM,
anuporeHHbIM ¥ He NOANEXUT NOBTOPHOMY UCMOJIb30BaAHUIO.

YcTpoiictBo gns pesackynapusaymm Solitaire X noctaBnsetcs B
CTEPW/IbHOM Buge.

He nopgsepratb MOBTOPHOMY WCMO/b30BaHNIO WAM  MNOBTOPHOIA
crepunusayum.  OBTOPHOE  UCMOMb30BaHWE  WAM  MOBTOPHas
CTEPMIN3ALMA MOBbILLAT PUCK Pa3BUTMA Y NauMeHTa MHPeKLU u

The Solitaire X Revascularization device is sterilized using EO
sterilization Cycle 70 or 570.

The sterilization cycle utilized for Solitaire X Revascularization
device is a 100% ethylene oxide cycle that guarantees a sterility
assurance level (SAL) of 10~ The Solitaire X
Revascularization Device is provided sterile. non-pyrogenic,
and should not be re-used.

The Solitaire X Revascularization device is delivered in a STERILE
form.

Do not re-use or re-sterilize. Repeated use or repeated sterilization
increases the risk of infection in the patient and the risk of violation
ofthe characteristics ofthe product.

MpunoxeHne NpegocTaBaseTcs no 3anpocy
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MOBTOPHOIO PUCK HapyLLeHWs XapaKTepucTuk nsgenvs
NCMNO/b30BaHNS,
BK/1I0Yas OUMCTKY,
fe3nHpeKuuto,
yNaKoBKY 1 Mpu
Heo6xoanUMocCTH
MeTOZ MOBTOPHOI
cTepununsaunn
(ecnu megMUMHCKOe
nsgenve
npegHasHa4veHo ans
MHOropasoBoro
ncnosib3oBaHus), a
TakXe Kputepum
HEeNPUIroAHoOCTK
MeAMLIMHCKOr 0
n3genunsa gns
npumeHeHus/
Information about
the procedure for
processing a medical
device for its reuse

14.  WHpopmaumsa CoBMeCTMMOCTb MUKPOKATETEPOB yKasdaHa Ha 3TUKETKe MPOoAyKTa: Micro catheter compatibility is defined on the product label:

, Heobxofmman AN YcTpoiicTBa AN peBackynspusaumu  Solitaire X ¢ BHelwHum Revascularization Device are designed to be delivered via a
naeHTUMKaLmm AnaveTpoM 3 MM npefjHasHayeHbl And  goctasku  yepe3  0.017inch (0.43 mm) or 0.027inch (0.69 mm) inside diameter
MeANLNHCKNX MUKpOKaTeTep BHYTPeHHUM AuameTpom 0,017 groiima (0,43 mm) uam  microcatheter interchangeably.

N3aennii ¢ Lenbo 0,027 groiima (0,69 Mm).

nony4veHmns

6e3onacHom

KOMOMHaUuK, n
MHdopmaunsa ob
N3BECTHbIX
OFpaHNYeHnsaX Mo
COBMECTHOMY
NCMO/Tb30BaHNIO
MEeANLMHCKNX
nsgenuii (ans
MeLMLMHCKUX
V3aenni,
npeAHasHa4YeHHbIX
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4NA MCNONb30BaHUS
BMECTE C APYTrUMM
MEeAULUHCKNMU
n3gennamm n (unm)
NPUHaANEXHOCTAM
n)/

Information
necessary to identify
medical devices in
order to obtain a safe
combination, and
information about
known restrictions on
the sharing of
medical devices

15.  WHgopmaums  Paguauums, 31eKTPOMarHUTHbIE M MarHWTHbIe MOMA He OKasblBalOT —Radiation, electromagnetic and magnetic fields do not affect the
0 npupoje, TUNe, a  BO3[EACTBME Ha PaboTy MEAULMHCKOrO n3aenus. operation ofthe medical device.
Takxe (npu
Heo6xo4MMOCTK) 06
MHTEHCMBHOCTU U
pacnpegeneHnm
N3ny4YeHuns
(3NeKTpOMarHuTHO
e, oHu3MpytoLee,
nHoe)
MeAULUHCKOro
n3genuna n cnocobax
3aWUThI
noTpe6uTenei un
TPeTbUX Nny oT
HenpegHaMepeHHor
0 U3NYy4YEeHNA B
npowecce
aKcnayataymm
MeANLMHCKOro
nsgenusa (ecnu
MeAULUHCKOe
nsgenue cosgaeT
onacHbIil nnn
NoTeHLUMNanbLHO
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OnacHbIi YpOBEHb
N3NyYeHUs Npu
Mcnosib30BaHnn no
Ha3HayeHuto)/
Information about
the nature, type, as
well as the intensity
and distribution of
radiation
(electromagnetic,
ionizing, other) ofa
medi%al device and
ways to protect
consumers and third
parties from
unintentional
radiation during the
operation ofa
medical device

16. WHgpopmayma
0 Mepax
NpPesoCcTOPOXHOCTH,
npesnpuHUMAEMbIX
B c/iyyvae:/
Information on
precautions taken in
the event of

a) HeuncnpaBHoe
TV MEAULUHCKOTO
n3genns, cbosa B ero
pab6ote nnu
OTK/IOHEHWN B
(YHKLMOHMPOBaHU
N, KOTOpblE MOTYT
BINATb Ha
6e30nacHoOCTb
MeAULUHCKOr0o
n3nenus, B TOm
yucne
onpegenseMbix no

- YcTpoiicTBO ans peBackynsproauum Solitaire X npefAHasHavyeHO
TONbKO T S O4HOKPAaTHOrO MpuMeHeHus. lMeped MCNOMb30BaHUEM
BHMMATE/IbHO OCMOTPUTE CTEPW/IbHYH YMAKOBKY W KOMMOHEHTbI
nsgenua. He uMCnonb3oBaTb, €CAM  CTEPW/IbHAA YMakoBKa WK
KOMMOHEHTbI U3LeNNS NOBPEXAEHBI.

- WcnonbayiiTe YcTpoiicTBo Ans pesackynspusaumm Solitaire X go
[aTbl, yKa3aHHOI Ha YNaKoBKe.

- He nopggepraTb MOBTOPHOMY WCMO/b30BAHMIO WU MOBTOPHOIA
cTepunusaumn.  MOBTOPHOE  MCMOMb30BaHWE  WAW  MOBTOPHas
CTEPUNM3ALMA MOBbILIAKT PUCK Pa3BUTMA Y MNauMeHTa UH(EKLUN U
PUCK HapyLUeHNA XapaKTePUCTUK U3aenns.

- The Solitaire X Revascularization device use only. Carefully inspect
the sterile package and device components prior to use. Do not use if
sterile package or device components are damaged.

- Use the Solitaire X Revascularization device to the “Use-By-date”
printed on the package.

- Do not re-use or re-sterilize. Repeated use or repeated sterilization
increases the risk of infection in the patient and the risk of violation
ofthe characteristics ofthe product.

MpunoxeHne NpegocTaBAsaeTCcs Mo 3anpocy
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BHELUHUM
npusHakam/
Malfunctions of a
medical device,
malfunctions in its
operation or
deviations in
functioning that may
affect the safety ofa
medical device,
including those
detenilined by
external signs

6) BospgeiicTBma Ha
DYHKLNOHNPOBAHM
€ MegULUHCKOro
N3enuns BHELLHUX
(haKTOpOB,
CBAI3aHHbIX C
NpUMeEHeHNeM
MeLULMHCKOrO0
n3genns B
KOMOUHaLum ¢
Apyrumu
MeAULUHCKUMU
nsgennamu n (unu)
obopypfoBaHueM,
NN Taknx
npeacKasyemblx
(haKTOpOB, KakK
BHELUHME

3/IEKTPOMarHnUTHbIE

nons,

3/IEKTPOCTATNYECKN

e paspagbl,
N3Ny4YeHmne
(3NeKTpOMarHUTHO
e, MoHu3MpytoLee,
UHoe),

aTMocepHoe

- YcTpoiAcTBO na peBackynapusauuy Solitaire X npegHasHayeHo
TOMbKO [1A O4HOKPATHOro npuMeHeHus. llepes vCnonb3oBaHUEM
BHMMaTe/lbHO OCMOTPUTE CTEPW/IbHYH YMAaKOBKY WM KOMMOHEHTbI
n3genvs. He umcnonb3oBaTb, €CAW  CTEPUNbHAA yMakoBka Wim
KOMMOHEHTbI U3LeNns NMOBPEXEHbI.

- Vicnonb3yiiTe YcTpoiicTBO ana pesackynspusauyun Solitaire X go
[aTbl, yKa3aHHOW Ha yNakoBKe.

- He nopggepraTb NOBTOPHOMY WCMOMb30BAHWKO WKW MOBTOPHON
cTepunusayun. [OBTOpPHOE  WCMOMb30BAHWE  WMAM  MOBTOPHas
CTEpWM3aLMs MOBbILIAKT PUCK Pa3BUTUA Y NaumeHTa MHMEKUMN ©
PUCK HapyLUEeHWs XapaKTepuUCTUK U3Aenus.

- The Solitaire X Revascularization device use only. Carefully inspect
the sterile package and device components prior to use. Do not use if
sterile package or device components are damaged.

- Use the Solitaire X Revascularization device to the “Use-By-date”
printed on the package.

- Do not re-use or re-sterilize. Repeated use or repeated sterilization
increases the risk of infection in the patient and the risk of violation
ofthe characteristics of the product.

MpunoXxeHve NpegoCTaBAAETCA MO 3anpocy
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faBNeHne n ero
nepenagsl,
BNAXHOCTb U
TeMnepartypa
Bo3gyxa/

Effects of external
factors on the
functioning ofa
medical device

b) Pucka He npumeHumo. Not applicable.
3N1eKTPOMarHUTHbI
X noKftx,
€03JaBaeMblX
MeANLNHCKUM
nusgenvem ans
Apyrunx
MeANLUHCKNX
n3genui,
060pyA0BaHUA 1
CPeACTB CBA3UN Mpu
NpoBeJEeHUN 1
OLIEHKe
pe3ynbTaToB
LNarHoCTuKM,
NEYEHNS NN Npu
ero NpUMeHeHNN Nno
Ha3Ha4yeHuo
(Hanpumep,
3/1eKTPOMarHuTHOE
N3nyyeHune
MeANLMHCKOro
nsgenns,
oKasblBatolLee
B/MAHME Ha Apyroe
ob6opygnoBaHue)/
The risk of
electromagnetic
interference caused
by a medical device
for other medical

MpuUnoXeHne NpegoCTaBNAETCA MO 3anpocy
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devices

17.  Tlpepgynpexpae He npumeHumo. Not applicable.
HUS U (MNn) Mepsl
npeAoCTOPOXHOCTH,
npesnpuHUMaeMble
noTpeéuTenem npu
NPUMeEHEHUN
MeANLIMHCKOrO
nsgenus,
cofepxaliero
NeKapCTBEHHOE
cpenbleo ans
MeLULMHCKOrOo
NPUMeHeHMS,
mMaTepuan
XXUBOTHOIO 1 (Mnn)
4eNoBEYECKOro
MPOUCXOXKLEHWS,
matepwuansl,
KOTOpble ABNAKTCA
KaHLepOreHHbIMN,
MYyTareHHbIMWU UNn
TOKCUYHbIMMU,
BO3MOXHOE
BblAeneHne unu
BbIMblBaHMne
KOTOPbIX MPUBOAUT
K CeHcnbunnusaymm,
annepruyeckoi
peakuum uam
oTpuLaTeNbHO
BAMAET Ha
penpoAyKTUBHYO
hyHKumto/
Warnings and (or)
precautions taken by
the consumer when
using a medical
device containing a
medicinal product for

MpunoxeHne npefocTaBnseTcs Mo 3anpocy
& 000 LUPMH (&7 INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR RU



medical use, material
ofanimal and (or)
human origin

18. Tpepynpexpae
H/A n (Mnn) mepbl
NpegoCTOPOXHOCTH,
npeanpuHUMaeMble
notpeéuTenem npu
yTunnsaymm
MeANLMHCKOro
nsgenus,
NPUHAaANEXHOCTEN
N pacxofHbIX
mMaTepnanos,
NCMO/b3YEMbIX
BMECTE C HUM (Mpu
Hanuuunm),
BK/OYas cBefeHuns
06 UH(EKLIMOHHOIA,
MUWKPOGHOIA,
3KOMOTNYECKO Un
thm3myeckoli
OMacHoCTU
MeAULMHCKOro
nsgenunsa/

Warnings and (or)
precautions taken by
the consumer when
disposing ofa
medical device

19.  WNHpopmauums
06
obcToATENbCTBAX,
NPy KOTOPbIX
noTpebuTens
[O/KEH
NMPOKOHCYNbTU POBa
ThCA C
MeANLNHCKNM

paboTHUKoOM/

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

YTunusayus 1CMO/Ib30BAHHOTO n3genus AOJIXKHA
NPOU3BOANTLCA B  COOTBETCTBUM C  COOTBETCTBYHOLUMU
npaBunamn  NneyebHbIX  yupexpaeHuid, ¢ HOPMATUBHbLIMU

JOKYMeHTamu v TpeboBaHUAMU AN YTUAU3ALUN LaHHOTO BUa
N3Lennii, NPUHATLIMMW B CTPaHe pacnpocTpaHeHns. Y Tnununsaumus
MeAULMHCKOTO n3genuns «YCcTPoWcTBO ANS peBackKynapusayuu
Solitaire X» [o/KHa OCYLLeCTBNATLCA B COOTBETCTBUU C
CaHluH 2.1.3684, ans 0TX0[0B Knacca b
(3NMAEMUNONOTNYECKN ONACHbIE OTXO[bI).

W3pnenve 0omkHbI NPUMEHSTL TOIKO Bpauu, NpoLUeLlne o6yyeHune
METOAMKAM W TMPOBEEHUI0 UPECKOXHbIX W BHYTPUCOCYAUCTbIX
npoueayp B MeAULMHCKUX YUPEXAEHUSIX.

The disposal of the used product must be carried out in
accordance with the relevant rules of medical institutions, with
the regulatory documents and requirements for the disposal of
this type of product adopted in the country of distribution.
Disposal of the medical device "Device for revascularization
Solitaire X" must be carried out in accordance with SanPin
2.1.3684, for class B waste (epidemiologically hazardous
waste).

This device should be used only by physicians with a thorough
understanding of angiography and/or percutaneous
neurointerventional procedures.

MpunoxeHne NpeaocTaBnseTcs Mo 3anpocy



Information about
the circumstances in
which the consumer
should consult with a
medical professional
20. Tlopsagok wn
ycnosus
yTUAn3aLum unm
YHUUYTOXXEHUNS
MeANLMHCKOr0
nsgenusa/
Procedure and
conditions for the
disposal or
destruction ofa
medical device

21. Cpok
rogHocTtwu/
Shelflife

MMocne MCnonb30BaHNA YTaM3MPOBATh U3JeNiMe U ero ynakoBkKy B
COOTBETCTBMM C  BOMBHUYHBIMK, ALMUHUCTPATUBHBIMU U (M1N)
MECTHBLIMW pPersiameHTamm.

CornacHo  Knaccuukaumm  MefuLMHCKUX  OTXOAOB  M3fenue
OTHOCUTCA K Knaccy b B cootBeTcTBuM ¢ TpebosaHmsimu CaHlMuH
2.1.3684-21.

YTunusnpyiTe 3arpasHeHHble U3Lenns B COOTBETCTBUM C MECTHBLIMM
WNU rocyfapCTBEHHbIMU MpaBuiaMn  yTunmsaumm 6uonornyecku
OMacHbIX 0TXOL0B.

Mpw yTUnmn3aumnm 3arpssHeHHbIX YacTeil 0feBaiiTe nepyaTku.
HesarpssHeHHas ynakoBKa yTUAN3MPYETCs Kak 6bITOBOI 0TX04,
Cpok xpaHeHus (CpoK rogHocTH) - 3 roja.

After use, dispose of the product and its packaging in accordance
with hospital, administrative and (or) local regulations.

According to the classification of medical waste product belongs to
class B in accordance with the requirements ofSanPiN 2.1.3684-21.
Dispose of contaminated products in accordance with local or state
regulations for the disposal of biologically hazardous waste.

When disposing of contaminated parts, wear gloves.

Unpolluted packaging is disposed ofas household waste.

Shelf life (expiration date) - 3 years.

MpunoxeHne nNpeocTaBaseTcsa no 3anpocy
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22.  MapkupoBka/ O603HayYeHUs CUMBO/OB

Marking

ISTERILE|EO|

220
>

O
O
m
A
K

REF

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

MeTog cTepunnsaynin: oKCug atTuneHa

He ncnonb3oBaTth NOBTOPHO

MpegynpexaeHue: defepabHbIiA 3aK0H
CLUA paspeLuaeT npojaxy fAaHHoro
134enns TOMbKO Bpayam Wau no ux
yKa3aHuo

He cTepunu3osatb NOBTOPHO

CtepunbHas 6apbepHas cuctema

BHyTpeHHWIT gnameTp
(coBMeCTMMOro MUKpoKaTeTepa)

O6paTnTeCh K MHCTPYKL MK NO
NMPUMEHEHNIO
BHuMaHuKe!

AnuporeHHo

Bepeyb OT conHeyHoro ceeta

Bepeyb oT BNarun

Homep no Katanory

Symbols

ISTERILE|EO]

XDLOOBES

REF

MprnoxeHne nNpeaocTaBaseTcs Mo 3anpocy

Sterilized using ethylene oxide

Do not re-use

Caution: Federal (USA) law restricts this
device to sale by or on the order ofa
physician

Do not resterilize

Single sterill barrier system

Inner diameter (compatible micro catheter)

Consult instructions for use

Caution

Non-pyrogenic

Keep away from sunlight

Keep dry

Catalogue number



23. TapaHTun/
warranty

MNPoOn3BOANTESNb

tJ

Cpok rogHocTu

Kog naptum

liStl
IECIREPI
CE

0297

OduumanbHbIA NpeacTaBUTENb B
Esponeiickom CoobLiecTtse

CE - MapKa COOTBETCTBMSA Tpe6OBaHUAM

OunpekTtusbl 93/42/EEC
0297 - NaeHTU(PMKALNOHHBIA HOMEpP

aKKpegMTOBaHHOTO OpraHa no
cepTuduKaumum EBponeiickoro corosa

CopaepXXnmoe ynakoBku
contents] Aep y

f

Xpynkoe, 06paLiaTbCsi 0CTOPOXKHO

He ncnonb3o0BaTh Npu NOBPeXAeHUU
yMaKoBKM

MegnunHckoe nsgenue

L L L

MmnopTtep

XO0TS AaHHbIV NPOAYKT U3rOTOBMEH B TWATE/IbHO KOHTPOMMPYEMbIX
YCNOBUSIX, MPOU3BOANTENb HE MOXET KOHTPONMPOBATb YC/0BUS, B
KOTOpPbIX WCMOMb3yeTcs [faHHbIA MpoayKT. [Mo3TOMy KOMMaHUs
0TKa3bIBAETCA OT BCEX FrapaHTUIHbIX 0653aTeNbCTB, KaK NpsMbIX, TaK
11 ONOCPeAOBaHHbIX, MO OTHOLLEHMIO K JaHHOMY NPOAYKTY, BKIOYas,
HO He OrpaHWYMBasCb NOOLIMU OMOCPEAOBAHHLIMW TapPaHTUAMM

Manufacturer
t J

Use-by date

Batch code
lio tl

Authorized representative in the European
Community

IECIREPI
CE

CE - mark of compliance with Directive
93/42/EEC

0297 0297 - identification number of the
accredited certification body of the
European Union
CONTENTS Contents of Package

Fragile, handle with care

Do not use if the package is damaged

Medical device

Importer

Although this product is manufactured under carefully controlled
conditions, the manufacturer cannot control the conditions under
which this product is used. Therefore, the company disclaims all
warranties, both direct and indirect, with respect to this product,
including, but not limited to, any indirect warranties of
merchantability or fitness for a particular purpose. The manufacturer

MpunoxeHve NpesocTaBaseTcs no 3anpocy
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NPUroAHOCTU ANA  MPOA&XMW  WAM  COOTBETCTBMA  KaKoW-nnMbo
onpegeneHHon uenu. TMpon3BOAMTENb He HEeCeT OTBETCTBEHHOCTM
nepeq /O6GbIM AMUOM WAW  OpraHM3auuein 3a pacxofbl Ha
MeLULMHCKOE 06CMYXMBaHME UK 3a No6ble NpsMble, CAyualiHble
WM OMocpefoBaHHble YObITKM, BO3HMKLIWE B pesynbTate M060ro
MCNoMb30BaHuA, fedekra, HeucrnpaBHOCTM unu cbos B paboTte
[aHHOr0 NpofyKTa, BHE 3aBUCMMOCTW OT TOFO, OCHOBAHO 1
3asiBNeHNE O TaKWX YObITKAX Ha rapaHTWiHbLIX 06s13aTenbCcTBax,
KOHTPaKTe,  rPaXAAHCKMX  MNpaBOHApYLIEHWSX  WAW  Apyrux
obcToATeNbCTBaX. HW 0HO NMLO He MMeeT MOSHOMOUNIA CBA3bIBATH
npom3BOAMNTENS KaKUMWU-TNO0 3aSBNEHUAMW WAU FapaHTUaMK Mo
OTHOLLUEHMIO K AaHHOMY MPOAYKTY. BbIlLen3noxeHHbIE NCKIHYEHUS
W OrpaHMyeHWe He NOAPAa3yMeBalOTCA W He [O/MKHbI TOMKOBATLHCS
TakMm 06pa3oM, 4To6bl MPOTUBOPEUUTL 065A3aTeNbHBIM NONOXKEHUAM
MpUMeHseMbIX TMpaBoBbIX HOPM. EcnnM Kakas-nmbo u4acTb wau
YCNOBMe [aHHOr0 OTKasa OT rapaHTUM MpU3HAOTCa  CyAoM
KOMMETEHTHOW HOPUCANKLMMN HE3AKOHHBIMU, HE UMEIOLLMMMWN UCKOBOW
CUbl MM MPOTMBOPEYALLMMMN AEACTBYIOLLEMY 3aKOHOAATeNbCTRY,
0CTaNbHas 4yacTb OTKas3a OT rapaHTuM OyfeT cuMTaTbCi UMEtoLLeit
3aKOHHYHO CUITy, 1 BCe NpaBa 1 0643aTenbecTBa 6yAyT TONKOBATLCA U
NPUHYAMTENBHO 06ecneymBaTbCs, Kak ecnu Obl AaHHbIA 0TKa3 oT
rapaHTUM He cofepXxaN OTAe/bHbIX YacTeli WK YCNOBWiA, KOTOPbIE
Ob1IM NPU3HAaHbI HE UMEIOLLMMUN 3aKOHHOM CU/bl.

is not liable to any person or organization for medical expensesor'i*®
any direct, accidental or indirect damages resulting from any use,
defect, malfunction or malfunction of this product, regardless of
whether the claim for such damages is based on warranty obligations,
contract, tort or other circumstances. No person has the authority to
bind the manufacturer with any statements or guarantees in relation to
this product. The above exceptions and limitations are not implied
and should not be interpreted in such a way as to contradict the
mandatory provisions of the applicable legal norms. If any part or
condition of this disclaimer of warranty is found by a court of
competent jurisdiction to be unlawful, unenforceable or contrary to
applicable law, the remainder of the disclaimer of warranty will be
deemed to be legally binding, and all rights and obligations will be
interpreted and enforced as if this disclaimer of warranty did not
contain separate parts or conditions that were found to be
unenforceable.

MpunoXxeHue NpegocTaBnseTcs No 3anpocy
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bHOE HOTAPUAJZIbHOE CBUWAOETENBLCTBO, WWTAT

q FTPAXAAHCKNI KOLEKC §1189

WM COTPYLHMK, 3aNONHAIOW NI AaHHbI# cepTUdNKAT, YLOCTOBEPSET TONBKO TMYHOCTL NOAMNMUCAHTA AOKYMEHTA,
founaraeTcs K CepTudnukaty, HoO He BEPHOCTb, TOYHOCTb W AeCTBMTENLHOCTL CAMOTO AOKYMEHTA.

IrndpopHms )
Pusepcaing }
05 OkTa6ps 2022 r. KO MHe, Ctusy Ob6epneHaepy, HoTapuycy
JaTa BcTasnTh ®.M.0 1 JONKHOCTb JOMKHOCTHOIO Nu1La
aunca (obpatmnach) IMYHO HuwutabeH Matenb

OO0 nognucasweroca(-uxca)

<00 YCTAHOBNEHO, YTO OHA ABNAETCA NNLOM, YbM UMEHEM NOANUCAH A0KYyMeHT. OHa NOATBEPANIA MHE, UTO
(pto noanucana ero B CUNY UMeKLWNXCH Yy HEe MONTHOMOYMA 1 4TO TakKUM 06pa3om No ee NOANUCK Ha AOKYMEHTe
(hn3nyeckoe NN pPUAUYECKOE NNLLO, OT UMEHN KOTOPOTO OHA BbICTYNaeT, NOANNCANMN NpuaaraeMblit LOKYMEHT.

A ypoctosepsaw MNO4 CTPAXOM HAKA3AHUA 3A
JDKECBUAETENBCTBO, cornacHo 3akoHam wWwrarta
KanuthopHna, 4to BbilleykasaHHbIl ab3al ABNAeTCS
TOYHbLIM U BEPHbLIM.

«Kpyrnas CTWB OBEPNEHAEP YOOCTOBEPAK cBoeit nognucbto M oguumanbHom
neyaTtb; NUUEH3WA No 2288368 nevyaTtbio
8‘ BONIbWASA HoTtapuyc - on-at KanudopHua z '
z NEYATb OKpyr OpuHAX n
WTATA Cpok aeficTeua moux Moanuch: <nognucaHo>
KANMO®OPHMA nonHoOMouuit uctekaet 9 nioHg

Moanncb HOTapuyca
> 2023 r. A puy

MecTo And neyaTun HOTapuyca

-AONMONHUWTENBbHAA WMHPOPMALUNA-
[laHHblii pasgen He faBnseTCcA 06513aTeNbHBIM, HO NpeAcTaBnsemas MHPoOpPMaLNs NOMOXeT NPeJOTBPATUT b BHECEHNE
N3MEHEHNIi B JOKYMEHT WU HE3AKOHHOE OTKpPENnJeHue n NpUcoenHeHne HacT oSl el hopMbl K PYTOMY JOKYMEHTY.

OnncaHwne npmnianaraeMoro oKymMmeHTa

HasBaHue unu tun WHCT pyKuna no npuMeHeHuto - Solitaire X (Max)
LOKYMeHTa:
Konunyectso
[laTa jokymeHTa: ' cTpaHuy:
Nuuyo(-a), nognucaswee(-ue)
LOKYMEHT, He Ha3BaHHOe(-ble) Bbll e:
MonHomMmouywnsa nnuya, nognmncasuwero OKyMeHT
®.1N.0 nuua, ®.1N.0 nuua,
nognucasluero noAnncasLlero
LOKYMEHT: LOKYMEHT:
O KopnopaTusHoe OO KopnopaTuBHoe
BOMKHOCTHOE NULO - LO/DXHOCTHOE NNL0 -
[OoMIXHOCTh: [ OMKHOCTb:
OMaptHep — O OrpaHnyeHHoe NapTHEPCTBO O OMapTHep — O OrpaHnYyeHHOE NapTHEPCTBO O
[eHepanbHOEe NapTHEPCTBO [eHepanbHOe NapTHEPCTBO
O dusnyeckoe nnuyo O MoBepEeHHbI il O ®usnyeckoe nuyo O MoBepeHHbId *
O OneKkyH unu
OfoBepnUTeNbHbIA apbuTpaxHolii OfoBepuTenbHblii O OnekyH unun apbutpaxHslit
ynpaBnsowni ynpasaso L nii ynpaBsaio Wil ynpasnsoLwuni
Ofpyroe: Ofpyroe:
lnyo, nognucaswee lvyo, nognucasllee
LOKYMEHT, OOKYMEHT,
npegcraBnseT: npescTaBnfer:
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[MepeBOf C AaHI/IMIACKOrO $A3blKa Ha PYCCKUA A3blK BbIMNOMHEH MNEPEBOAYMKOM WCKYCHbIX [AMUTpUEM
AnekcaHaposnyem
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Poccniickan Pexepanns
Topon MockBa
Broporo aexalps ABe THICAYH ABAANATL BTOPOro roaa

A, Murnm Onbra HukonaesHa, BpeMEHHO HCTIONHAIOUWHI 00A3aHHOCTH HOTApHYCA ropoaa
Mockpnt AnexuHa EsreAns BraagummuposHua , CBHACTOILCTBYIO MNOJIMHHOCTE TIOANHCH
nepepoaunka UckycHEIX JIMHTpHS ATeKCaHAPOBHYA.

Tloanuce cnenana B MOEM IPHCYTCTBHH.

JIMUHOCTH MOATHCABINErO JOKYMCHT YCTAHOBACHA,
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