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HanMeHoBaHHE MEAHORHCKOTO H3ASIHS Name of the medical device

Karerep mnpononnmionniit Tonxocvennniii Halo One, sapuantni | Thin-Walled Guiding Sheath Halo Onein variants:

HCTHNTHOHIH: I. Thin-Walled Guiding Sheath Halo One with dilator, 0,035 inch in sizes:
1. Karerep nposoanukossiti ToHkocTerHbif Halo One ¢ paciumpsmenem, 0,035 - 4F diameter, 10 cm length, with hydrophilic coating;
monma (0,89 Mm), THnopasmeps!: - 4F diameter, 10 cm length, without hydrophilic coating;

- Nnamerp 4F, aymna 10 cM, ¢ rTuApoGHILHLIM NOKPLITHEM: - 4F diameter, 25 cm length, with hydrophilic coating;

- Nlnamerp 4F, ymua 10 oM, 6e3 mapodusmHOro NOKphITHS; - 4F diameter, 25 cm length, without hydrophilic coating;

- luametp 4F, zuma 25 cM, € rMIpOGHALHEIM TOKPLITHEM: - 4F diameter, 45 cm length, with hydrophilic coating;

- Tnamerp 4F, nymira 25 cm, 63 rapodAasHOTO NOKPHITHS; - 4F diameter, 70 cm length, with hydrophilic coating;

- Muamerp 4F, wmnna 45 cm, ¢ TUAPOGHILHEIM NOKPEITHEM; - 4F diameter, 90 cm length, with hydrophilic coating;

- Iinamerp 4F, synia 70 cM, € FHAPODIIHHBIM TOKPLITHEM; - SF diameter, 10 cm length, with hydrophilic coating;

- iuamerp 4F, ama 90 cM, ¢ MAPODHILHBLIM HOKPEITHEM; - SF diameter, 10 cm length, without hydrophilic coating;

- Muamertp 5F, nmma 10 cM, ¢ TMAPOPHIBHLIM NOKPHITHEM; - SF diameter, 25 cm length, with hydrophilic coating;

- Muametp SF, amma 10 oM, Ge3 nuapodbHOTO NOKpLITHA, - 5F diameter, 25 cm length, without hydrophilic coating;

- JMuamerp SF, vmua 25 cM, ¢ mpodiibHbIM NOKPHITHEM; - 5F diameter, 45 cm length, with hydrophilic coating;

- Muametp SF, armma 25 oM, Ge3 rIpOGHITLHON HOKpRITHS; - 5F diameter, 70 am length, with hydrophilic coating;

- nametp 5F, aymna 45 oM, ¢ MIpOQHIILHBIM NOKPLITHEM; - 5F diameter, 90 cm length, with hydrophilic coating;

- Iuamerp SF, wmna 70 om, ¢ ranpOodHIbHBLIM NOKPLITHEM; - G6F diameter, 10 cm length, with hydrophilic coating;

- Juametp 5F, ayutia 90 cM, C MAAPORHIEHEIM NOKPEITHEM, - 6F diameter, 10 cm length, without hydrophilic coating;

- inamerp 6F, amuna 10 oM, ¢ MApOgRUIbHBIM MOKPLITHEM; - 6F diameter, 25 cm length, with hydrophilic coating;

- Nnamerp 6F, ;ymna 10 oM, 6e3 mapodibHONO HOKPLITHA, - 6F diameter, 25 cm length, without hydrophilic coating;

- Mnametp 6F, ymHa 25 cM, C FHAPOHUTLHEIM NOKPLITHEM;

- Jluamerp 6F, summa 25 oM, Ge3 MapoQHIILHOTO NOKpLITHA, il. Thin-Walled Guiding Sheath Halo One with dilator, 0,018 inch in sizes:

- 4F diameter, 10 cm length, with hydrophilic coating;

11. Karerep nposomrkossii ToHKocTerHb0i Halo One ¢ pacnmpurenem, 0,018 - 4F diameter, 10 cm length, without hydrophilic coating;

motina (0,46 M), THTIopasMepht: - 5F diameter, 10 cm length, with hydrophilic coating;

- AuaveTp 4F, amna 10 oM, ¢ THAPOGHUTHHBIM IOKPLITHEM; - SF diameter, 10 cm length, without hydrophilic coating;

- Ruametp 4F, nmina 10 oM, Ge3 raapodHUILHOTO NOKPLITHA;

- Auamerp 5F, aymaa 10 oM, ¢ TMApodUIbHEM TIOKPHITEM; |
- Iimametp SF, ymma 10 em, Ge3 rapodHIIbHOrO HOKpBITHA,

HajnaveHne MEIHUHHCKONO H3AeIHA Intended use of the medical device

Karerep nporoanukossiit Tonkocrennbii Halo One npeanasuaven ans | The Halo One Thin-Walled Guiding Sheath is intendent to establish
obecneueHHs UPECKOMHOrO AOCTYNa K LENeBOMY COCYLy mpH | percutaneous access to the target vessel for diagnostic or therapeutic
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JAHATHOCTHHYECKHX HJIH TCPANCBTHUCCKHX BMCIIATCILCTBAX C BBICOKO#H
CTENEHBIO 0€30MACHOCTH ¥ TOYHOCTH.

interventions with a high standard of safety and accuracy.

Tloxkazanus

Indications

Katerep uposomunxoBbiii ToHkocTeHHbIE Halo One noxaszan ana
WCNOJIL3OBAHKS NPH NpoueAypax Ha nepH(EepHHUECKUX apTepHaX H
BEHAX, CONMPAXEHHBIX ¢ YPECKOXHBIM BBEACHHEM BHYTPHCOCY AHCTHIX
usnenuil. Karerep npoeoanukossuif ToHkocTenHsit Halo One HE
NPCAHA3HAYCH U MCIIONB30BAHKHA B COCYAaX UCHTpanbHOH HepBHOH
CHCTEMbI HJIH KOPOHapPHbIX COCY AaX.

The Halo One Thin-Walled Guiding Sheath is indicated for use in
peripheral arterial and venous procedures requiring percutaneous
introduction of intravascular devices. The Halo Ome Thin-Walled
Guiding Sheath is NOT indicated for use in the neurovasculature or the
coronary vasculature.

TlpoTusonoxazanus Contraindications
Karerep npoBoaHuKOBhY Tonkoctennbi##i Halo One ue mmeer | There are no known contraindications for the Halo One Thin-Walled
HW3BECTHLIX NPOTHBONOKA3ZAHMHN. Guiding Sheath.

Boimoxnbie ocnoxkHenns H noboannie 3pdekTh)

Possible complications and side effects

K BO3MOXHAIM HEXeEIAaTeNbHBIM SRICHASM, CBA3aHHRKM C IPOBERCHHEM
YPECKOKHOTO AOCTYNA K COCYAaM (HEMOCPEACTBEHHO MIH KOCBEHHO
ACOLMMPOBAHHELIM C JAHHBIM H3NETHEM), OTHOCATCA B YACTHOCTH:

* BO3AYyIHAaA 3M00IuA

* AHEBPH3Ma MU JIOXKHAA AHEBPUIMA

* apTEpHOBEHO2HaA PHCTYNA

* CHHAPOM C/aBAHBAHUA

* leTansHB HCXOA

* sM0onua

* 3HAOKAPOHT

* reMaToMa

* KPOBOTEUSHMUE, BKIIIOUAS KPOBOTEUEHHE B MECTE NYHKLHH

* pa3pbie HHTHMb!

* OKKJIIO3MA/CIIA3M NyueBoli apTepru

* cencuc/uadexuns/BocnancH1ue

* HeKpOo3 TKaHei

« ofpazosasne TpoMGoB

* cnasM, nepgopanHa HiIN AUCCEKIUA cocyaa

» K BO3MOXHBIM CHCTEMHBIM  KOCBeHHsIe/cienudpuUvecKuM
HeXenareJbHbIM ABJICHHAM, CBA3AHHBIM ¢ obmumu
9HAOBACKYJIAPHLIMH [TPOLIEAYPaMH, OTHOCHTCH, B MACTHOCTH:

Potential adverse effects that may result from a percutaneous vascular
procedure (directly or indirectly associated with the device) may include,
but are not limited to:

* Air embolism

* Aneurysm or pseudoaneurysm

« Arteriovenous fistula

« Compartment Syndrome

« Death

* Embolism

« Endocarditis

* Hematoma

» Hemorrhage, including bleeding at the puncture site

» Intimal tear

» Radial artery occlusion/spasm

» Sepsis/infection/inflammation

» Tissue necrosis

» Thrombus formation

» Vessel spasm, perforation or dissection

» Potential systemic indirect/inherent adverse effects related to general
endovascular procedures may include, but are not limited to:

+ Arthythmias
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* APUTMHH

+ peakUuMH Ha Upenaparsi, aIepry4ecKas peakilid Ha KOHTpacTHOe
BELHECTBO

* THNIOTEH3UA/ TUNEPTEH3U

* Bbosib 1 HoNe3IneHBOCTD

* Drug reactions, allergic reaction to contrast media
« Hypotension‘hypertension
» Pain and tenderness

Csexenns 0 upoHIBOgHTENE Information about manufacturer
Tpomsoamrens. Legal manufacturer

«Krmacrpum Tesmonomsac Jina,», Mpnanaus (Clearstream Technologies Lid.) | (Clearstream Technologies Ltd.)

Moyne Upper, Enniscorthy, Co. Wexford, Ireland Moyne Upper, Enniscorthy, Co. Wexford, Ireland
MecTo npou3BoACTEA. Manufacruting site

Clearstream Technologies Ltd. Clearstream Technologies Lid.

Moyne Upper, Enniscorthy, Co. Wexford, Ireland

Moyne Upper, Enniscorthy, Co. Wexford, Ireland

Y¢aopaa npuMeHeHna

Usage conditions

Karetep nposoanrkoBsbiit TonkocTeHHbiH Halo One npeanaznagen ang
MCTIONb30BA-HHA B CTEPHIbHBLIX Na0OPATOPHLIX YCNOBHAX JUIt
B3pPOCALIX (BKMOuasn GepeMEeHHBIX H KOPMALIMX TPYALIO KEHIUMH) W
NEAHATPHYUECKUX NALHEHTOB, KOTOPHIM NMPOBOIATCA MPOLCAYPH Ha

NEPAQGEPHYUECKHX apTEPHAX HMIH BCHAX, TpeOyolHe HPECKOKHOro
BBCACHHA BHYTPHCOCYHCTBIX M3C/INH, HE3ABUCHMO OT NONA W Packl.

Halo One Thin-Walled Guiding Sheath is intended for use in sterile Cath
Lab environments adult (including pregnant and breast-feeding woman)
and pediatric patients undergoing peripheral arterial or venous procedures
requiring percutaneous introduction of intravascular devices, regardless
of gender and race.

ToTennnanbubit NoTpebuTeasn Potential consumer
Karerep nposommkosbii Tonkoctesubii Halo One npennaskaven mm | Halo One Thin-Walled Guiding Sheath is intended for use by qualified physicians
HCTIO/E30BARAN  KBATHOHIMPOBAHHEIME  BpaYaMH, MMeEiOMME ombiT | with experience in percutaneous applications.
NPHMEHCHHS YPSCKOMKHBIX H3CTHIA.
Target patient population

Lletesas nonySums RAHEHTOB

Karerep nmpopoaHMKOBbI ToHkoCTeHHBEA Halo One npemmmuauen mm
HCTIVIB3OBa-HHA Y BSPOC/IbIX MAUMEHTOB, NPOXOMALMX MPOLUETYphbl Ha
nepudepHUeCKHX apTepiaX WM BeHax, TpeOyloume YpeckoKHOTO BBeICHNA
BHYTPHCOCYIMCTLIX W3IE/IHY, HE3ABHCHMO OT mojia ¥ packl. Kmmnnrieckumii
ONBIT NPHMEHEHHA Y OepeMEHHBIX ¥ KOPMALIMX HKEHUHH OTCYTCTBYET.

Tem ne meHee, [aHHOe H3ZEIME HEe HMEEST KOMIIOHEHTOB, MOITICHIACMbIX

The Halo One thin-Walled Guiding Sheath is intended to be used in aduit patients
undergoing peripheral arterial or venous procedures requiring percutaneous
introduction of intravascular devices, regardless of gender and race. There is no
clinical experience with the use in pregnant and breastfeeding women.
However, this product is completely unabsorbed, and thus unlikely to cause birth
defiects or risk to a breastfeeding infant. Since there are also no clinical data on the
use in chikdren, its use in pediatric patients is at the physician’s discretion.
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]mmmopmma.n.wmmmmno,muonemo,momnhmm
BPOXICHHbES Je(EKTH WM MOXET MPEACTARIATH PUCK U [PYAHOIO
pebenxka. ITOCKONBKY TaKNKE OTCYT-CTBYIOT KIHHHHECKHE JAHHbIE O
TIPUMCHEHWN Y ZICTEH, MPHMCEHEHHE JAHHOTO W3JCIHA Y MEAHATPHESCKHX
NAMEHTOB OCTACTCA HA YCMOTPEHNE BPAYA.

TpeGosanug e30NACHOCTH B MEPLI IPEAOCTOPOXHOCTH Warnings and precautions

MPEAYNPEXAEHUSA WARNINGS

1. Conepxumoe ynaxobkn noctasnsercs CTEPWIBHBIM, mns | 1. Contents supplied STERILE using ethylene oxide (EtO). Non-
CTEPUNM3AUMH  HCNONB30BaH 3THiReHOKCHA (D0). Anmporenno. | pyrogenic. Do not re-use, reprocess or resterilize. This device is intended
TosTopHoe ucnons3opanue, noeropras ofpaSorka wnn nostopuas | for single use only.

CTEPHIIA3ALMA 3aNPeILAOTCH. YCTPOARCTBO MipeHasHaueHo Tonbko s | 2. Do not resterilize, After resterilization, the sterility of the product is
OJHOKPATHOTO NPUMEHEHNSA, not guaranteed because of an indeterminable degree of potential
2. He nonseprate nopropro# crepunniauny. CTepuasHOCTb H3jenns | pyrogenic or microbial contamination which may lead to infectious
NOCTIE IOBTOPHOH CTEPUNH3ALMH HEBOIMOXHO rAPAHTHPOBATH B CBA3Y | complications. Cleaning, reprocessing and/or resterilization of the
C HEONpENENEeHHOW CTENEHBIO 3AIPA3HEHHA NMporeHaMH WM | present medical device increases the probability that the device will
MHKPOOPTraHH3MamMH,  CROCOOHbIMA  Bb3BATH  HHexuuoHHbE | malfunction due to potential adverse effects on components that are
OCNOKHEHHA. 'ncTka, mosTopHas opaGotka W (wm) nosropuas | influenced by thermal and/or mechanical changes.

CTEPHIM3AIMA NAHHOrO yCTpoHcTBa MeZMUHHCKOro Hasuauenus | 3. This device has been designed for single use only. Reusing this medical
NOBLNNAET BEPOATHOCTH €r0 HENpaBWIbHOTO (yHKIMOHHpoBauus B | device bears the risk of cross-patient contamination as medical devices —
CBA3H C BOIMOXKHLIM MOBPEKAAOIMM AclicTBHEM Tepmuueckux # | particularly those with long and small lumina, joints, and/or crevices
(unn) MexaHM4YecKHX GaKTopoB Ha ero AeTanu. between components — are difficult or impossible to clean once body
3. JlanHoe ycTpoWCTBO mMpenHA3HAYEHO TONLKO JUIM oaHokpartHoro | fluids or tissues with potential pyrogenic or microbial contamination have
Hcnomb3oBanus. [loBropHoe npuMenenne 3Toro Meauumnckoro | had contact with the medical device for an indeterminable period of time.
YCTPOHCTBA COMPSXKEHO C pHUCKOM NepexpecTHoro 3arpasHenus | The residue of biological material can promote the contamination of the
MAUHEHTOB, TAK Kak YCTPOWCTBA MeIMLMHCKOro HasHa4eHus | device with pyrogens or microorganisms which may lead to infectious
(ocobeHHO NpPW HaNHMuMH JANTMHHOTO NPOCBETA MANOrO Auamerpa, | complications.

COWNEHCHHH H (MaM) 3a30pOB MEXAY AeTanaMu) TpymHo wiu | 4. Visually inspect the packaging to verify that the sterile barrier is intact.
HEBO3MOXHO OYHCTHTD TIOC/IE HEOTPEACNEHHOrO BpeMeHH KoHTaKTa ¢ | Do not use if the sterile barrier is opened or damaged.

OMONOrMYECKHMHM  XHAKOCTAMH MW TKaHAMM,  BO3MoxHO | 5. Use the sheath prior to the “Use By” date specified on the package.
3ArPASHEHHBIMA TIHPOTEHaMH WIH MHKpoopranusMamu. Octatkm | 6. Do not advance the guidewire, sheath/dilator, procedural device, or any
OHONOrMYECKHX MATEPHAIOB MOTYT CHOCOOCTBOBaThL 3arpasHeHHIo | component if resistance is met, without first determining the cause and
ycTpoHicTB2 DHpOreHaMH HAH MUKpOOpraHnsMaMH, crnocoGubMy | taking remedial action.

BBI3BATH HHGEKLHOHHBIE OCTIONHEHHA. 7. Do not use a power injector through the sideport or the three-way
4. OcMOTpHTE ynakoBKy H ybeiamTech B TOM, 4TO HENOCTHOCTS | stopcock.
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| crepunuroOro 6apbepa He Hapyiena. 3anpelIaeTCs HCTIONLIOBAT, ECTH
CTepUnbHELH Gapbep BCKPHIT HAYM NMOBPEXK/EH.

5. 3ampewaercs ucnonb3opaTh KaTerep mnocne jars Use by
(Mcnions3osats 10). YKa3aHHOM Ha YAKOBKe.

6. [lpn BOIMMKHOBEHWH CONPOTHRICHHA 3ANPEUIACTCA MPOABHIATH
NIPOBOAHHK, KAaTeTep (pacuiMpHTENb), NPOLERYPHOE YCTPOHCTBO HIH
moGoli KOMMONEHT CHCTEMBI, HE ONPEACNHB CHAYANA MPHUHHY H HE
OpeaAnpHHAR ACHCTBHR VI KCIIPABACHAA CUTYaUMHE.

7. 3anpewaercs Hcnonb3oBaTh HHGY3HORHKI Hacoc uepes GokoBoi
NOPT TPEXXOMAOBOrD 3aNOPHOTO KNANaHa.

8. Ouenka TOHKOCTEHHOro NpoBoAKHKOBOTO Xaterepa Halo One npu
HCOJIL30BAHWH B COCYJaX NEHTPAIbHON HepBHOH CHCTEMBI WIH
KOPOHapHBIX COCYAaX He NMPOH3BOAUIAC.

9. Tocne npMMCHERHA [JaHHOE M3AENHE MOXET TNpPEACTARIATE
Gronoruyeckyio onacHocTs. OGpainaitecs ¢ HUM ¥ YTHAHIHpYHTE €ro
B COOTBETCTBHH C NPHHATOH MEAMLMHCKON nNpakTHKOW w
AeHCTBYIOLUMMH MECTHLIMHM, PETHOHAILHBIMH H  (eaepanbREIMH
3aKOHAMH H NOJNIOKCHUAMH.

10. He npoasuraifte u He ussiexaiite xarerep 6e3 BCTaBNEHHOTO
PACIIMPHTENA # He MpOJABMraiiTe H HE W3BICKaHTe KaTeTep H
paciuipHTeNb, HC PAa3MECTHB HX HA MAPOBOAHHMKE HAZNEKALIEro
pasmepa.

11. [Nepen u3BneueHneM MPOLEAYPHOIO YCTPOACTBA Hepes KaTepep 3To
YCTPOHCTBO HeOOXOAHMO mepeBecTH B Hepabouee (CNOKEHHOE)
COCTOfHHE BO M30EkKaHHe NOBPSHICHHA KaTeTepa M TPaRMHPOBAHUA
OALHEHTA.

MEPBI IPEAOCTOPOXHOCTH

l. Touxocrennsmi nposoaHnxosmii katerep Halo One gomwen
HCHONIB3IOBATECA TONLKO BpauaMH, NPOLICAMINMH COOTBETCTBYIOLICE
oOyuenne. [Ipoueaypy noctyna cieayer HpoBOAMTE NOA KOHTPONEM
PEHTTEHOCKOMHHK c NPUMEHEHHEM COOTBETCTBYIOLIETO
peHTreHocKonHyeckoro oSopyaosanns u (vmn) Y3HU.

2. Tlepen ofecneyueHHEM YYEBONO AOCTYNA HEOOXOAMMO BAIMOIHHTD

8. The Halo One Thin-Walled Guiding Sheath has not been evaluated for
use in the neurovasculature or the coronary vasculature.

9. After use, this product may be a potential biohazard. Handle and
dispose of in accordance with acceptable medical practices and applicable
local, state and federal laws and regulations

10. Only advance or retract the sheath with the dilator inserted and only
advance or retract the sheath and dilator while placed over a properly
sized guidewire.

11. Failure to deactivate the procedural device prior to removal through
the sheath may cause damage to the sheath and may result in patient

injury.

PRECAUTIONS

1. The Halo One Thin-Walled Guiding Sheath shall only be used by
trained physicians. Access procedures should be conducted under
fluoroscopic guidance with appropriate x-ray equipment and / or
ultrasound.

2. Prior to beginning radial artery access, an assessment such as the Allen
or Barbeau test should be performed to assess the presence/adequacy of
dual arterial circulation to the hand. Radial artery access is not
recommended for patients with abnormal Allen or Barbeau test results or
radial pulse, or insufficient dual arterial supply.

3. Prior to beginning pedal access, physicians should assess the vascular
anatomy to assure there is adequate antegrade flow at the level of the
ankle.

4. The minimum acceptable sheath French size is printed on the package
label. Do not attempt to pass devices through a smaller size sheath
introducer than indicated on the device label.

5. The pouch should be inspected prior to opening to ensure the sterile
barrier is not compromised. The device should be carefully removed and
placed in the sterile field. The entire procedure from skin puncture or
incision to sheath withdrawal must be carried out aseptically.

6. Carefully inspect the sheath prior to use to verify that the sheath has
not been damaged during shipment and that its size, shape and condition
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OUEHKY, TaKylo Kak TecThl AyuieHa unn bapGo, urobul yGennTncs B
HaNMYHH ¥ JIOCTATOYHOCTH KPOBOTOKA MO OGCHM apTepHsM KHCTH.
Hloctyn 4epes nyuesyto apTepHIO He PEKOMEH/IOBAH /1 HALHEHTOB ¢
AHOPMAanbHLIMH pe3ysisTaTaMH TecTOB AineHa wau bapbo wam
HEAOCTATOYHBIM KPOBOTOKOM HO ABYM apTepHAM.

3. Tlepen oecneyeHneM CTONHOTO AOCTYNA BPAYM AOMKHB OLEHHTH
AHATOMMYCCKOE  CTPOGHHE  COCYZOB, 4YToOW  yGeaurscs B
AOCTATOYHOCTH AHTEIPAZIHOTO KPOBOTOKA HA YPOBHE JIO/IBIKKH.

4. MuHuMaNbHO IOYCTHMBIN pasMep HETpoabiocepa no wxane French
YKa3aH Ha ynakoske. 3ampeiiacTcA NPOABHIATL YCTPOHCTBA vepes
HHTPOABIOCED, pa3MEpP KOTOPOro MEHbINE YKA33aHHOMO HA ITHKETKE
yerpolicraa.

5. Ilepen BckphiTHEM CrEyeT OCMOTpeTh NakeT B YOEAHTHCH, 4TO
CTepunbHbi#t Gapbep He Hapymien. Magenme cnenyer akxyparo
H3BJIEYDb ¥ NOAOXKHTD B CTEPHIILHOM none. Beio npoueaypy, Hauunas ¢
NPOKONA UK HAAPE3a H 10 H3BJICYCHUN KATETEPA, Cle/lyeT BLINONHATS
B aCCIITHYECKHX YCIIOBUAX.

6. Iepen HcnoNb3oBAHKEM KaTeTEP TIIATENLHO OCMATPHBAIOT, YTOOE]
HCKIIOYHTS NOBPCKAEHHUA BCIEACTBHE TPAHCIIOPTHPOBKH H Y6eaAuThCE
B COOTBETCTBHH pasMepa, GOpMbI H COCTOSHHUA KATETEPA NPOUCAYPE,
Anst koTopok OR NpeaHasHauaetca. He nenons3yiite saunoe winenue
NpH HATHYRY ABHBIX NOBPEKACHHHA.

7. B uensx HeONYmMEHAN yTEUKY KPOBH MIIH IPOHHKHOBEHHUS BO37YXA
B CHCTCMY B TeueHHe BCeH Npouenyphl cleayer yAeAaTh ocoboe
BHHMAHHE NOANCPKAHUIO TEPMETHUHOCTA COCAMHEHHH Knanana. [Tpu
HIOBLITOYHOH yTeyKe KPOBM NpPHMHTE Mephl AN  HCHPABICHHA
CHTYaUHH.

8. Berasbre pacumpuTens B ueHTp knanmama Kkartetepa. Beenenme
PACIIHPHTENA ¢ YCHIIHEM MHUMO LCHTPA KIANaHa MOXET OPHBECTH K
NOBPEXIACHHUIO W YTEUKE KPOBH.

9. Tlpozeuraitte u uiBnexalite Katerep meanenno. Ipn omymennn
CONMPOTHBICHHA HC MPOABHraiiTe U Re M3BACKAlTE M3ALHHE, NMOKA He
ONPERENHTE MPHYHHY COMPOTHBIICHHUA.

10. Ipu BBReneHHH, MAHUNYANIHAX MW M3BAEYCHUH H3ACNHS uepes

are suitable for the procedure for which it is to be used. Do not use if
product damage is evident.

7. Careful attention must be paid to the maintenance of tight valve
connections for duration of procedure to avoid blood leakage or the
introduction of air into the system. Take remedial action if any excessive
blood leakage is observed.

8. Insert dilator into the center of the sheath valve. Forced insertion of the
dilator which misses the center of the valve may cause damage and result
in blood leakage.

9. Advance or withdraw the sheath slowly. If resistance is met do not
advance or withdraw until the cause of resistance is determined.

10. When inserting, manipulating or withdrawing a device through the
introducer always maintain the introducer position.

11. Remove the dilator from the sheath slowly to avoid incomplete
closing of the valve resulting in blood leakage.

12, When using procedural devices close to the tip of the sheath care must
be taken to ensure the active mechanism portion of the procedural device

(e.g., balloon, stent zone, material removal section of atherectomy

device) is not within the tip of the sheath, The radiopaque marker is
located within 5 mm of the end of the tip but does not mark the true distal

tip of the sheath.

13. Before removing or inserting the interventional/diagnostic device
through the sheath, aspirate blood from the 3-way stopcock to remove
any fibrin deposition which may have accumulated in or on the tip of the
sheath,

14. Ensure to deactivate the procedural device prior to removal through
the sheath,

15. Take care when back loading the tip of the dilator over the guidewire
to avoid damage to the dilator.

16. Ensure the dilator is securely connected with the sheath prior to
advancing otherwise only the sheath may advance into the vessel and the
sheath tip may cause damage to the vessel.

17. Ensure the dilator is in place within the sheath before advancing the
sheath as otherwise damage may be caused to the vessel.
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HHTPOABIOCED  BCErAa  COXpAHAHTE IPaBHABHOE  [TOJIOKEHHE
HHTPOABIOCEPA.

11. Meanetino m3nniexaiite paciMpuTens U3 KaTeTepa Bo W3bexaHue
HETIOJIHOTO 3aKPLITHR KIIANaHa, KOTOPOE NPHBEAET K YTeuke KPOBH.

12. Tlpu ucronb30BaHAW OPOLEAYPHRIX YCTPOHCTE BOIIE KOHYMKA
KaTeTepa CiEaHTe 3a TeM, 4ToOpl paovad HacThL NPoLERYPHOrO
ycrpo#cTaa (Hanpumep, GannoH, o6MacTh YCTAHOBKM CTEHTA, YacTh
YCTPOHCTBA aTepPIKTOMHH [T YAANEHHS MATEpHAna) HE HAXOAMJIAChH
BHYTPH  KOHYHKA  Karerepa. PeHITeHOKOHTpacTHbLIi  Mapkep
PacnofiokeH Ha PACCTOSHUHM 5 MM OT KOHYHKA, HO ON HE YKA3LIBAET Ha
dbakTuyeckuit AnCTANLHBIN KoWen KateTepa.

13. I[lepenuasneyenuem KA BBEJCHHEM
HHTEPBEHIMOHHOIO/IHATHOCTHYECKOTO  YCTPOHCTBA depe3 KaTeTep
BLIMO/IHKTE ACMIHPALIHIO KPOBH Yepe3 3-xozoBo# 3anopHuift Kpan ans
yAICHHA 0TNOKeHNA PuOpHHA, KOTOpHIE MOTMM HAKOMUTLCS BHYTPH
HIH HA MOBEPXHOCTH KOHUHKA KaTeTepa.

14. OGa3arensto nepeseMTe NPOLEAYPHOE YCTPOHCTBO B Hepabouee
(cBepHyTOE) COCTOAHNE TEpeN H3BJICUEHHEM YEPE KAaTETEP.

15. Cobarona#ite 0CTOPOXHOCTL NPH NOBTOPHOH 3arpy3ke KOHIHKA
PACIIHPHTENS HA NPOBOAMMK BO  W30EXKAHWE NOBPEXKACHWA
pacimmupurens.

16. Tlepea npoasumeHneM yGeauTeCh, WTO PaCIIMPHTENb HANCHKHO
OPUCOCANHEH K KaTeTepy, B MPOTHBHOM CIYYAE MO COCYAY MOXKeT
NPOJBHIATECH TONbKO KaTETEP, H €T0 KOHYHK MOXKET NOBPEANTD COCYA,
17. Tlepen mpoaemxenmem xatetepa ybeautech, 4TO pacumpHTens
HAXOAHTCA HA MECTe, B IPOTHBHOM CJIy4a¢ BOIMOXKHO NOBPEKICHHE
cocyza.

18. He naxnanuipaiite moBHbIH MaTepuan Ha TpybKy Katetepa, Tak Kax
3TO MOXET OTPaHH4HTL JOCTYN/TIOTOK uepes Karerep. [Ipu npokone,
HANOXCHHH 1UBA MWW BHIONHCHUN pa3pe3a BONM3K Karerepa 6yabTe
OCTOpOXHBl H  He  moBpeaure  Xarerep.  Haanexaiee
¢yuKxunonnposanne xarerepa 3ABMCHT OT €ro LENOCTHOCTH. [lpw
obpauieHHH ¢ KaTeTEPOM MPOARIAATE OCTOPONKHOCTD,

19. Ilpu BBenenun ¥mAKOCTH vepe3 3-x040BoH 3amOpHMN Kpaw

18. Do not place sutures on the sheath tubing since this may restrict
access/flow through the sheath. When puncturing, suturing or incising
near the sheath be careful not to damage the sheath. Proper functioning
of the sheath depends on its integrity. Care should be used when handling
the sheath.

19, If using fluid injection through the 3 way stopcock, ensure the dilator
or procedural device is not in place at the same time.

20. If resistance is felt during post-procedure withdrawal of the
procedural device, it is recommended to remove the procedural device,
guidewire, and sheath as a single unit.

21. In order to activate the hydrophilic coating, it is recommended to wet
the Halo One Thin-Walled Guiding Sheath with heparinized saline
solution immediately prior to its insertion in the body. Failure to activate
the coating may lead to sub-optimal trackability of the sheath. To
maintain lubricity this surface must be kept completely wet.

22. Proper functioning of the Halo One Thin-Walled Sheath depends on
its integrity. Care should be used when handling the sheath. Damage may
result from kinking, stretching, or forceful wiping of the Halo One Thin-
Walled Guiding Sheath. Do not continue to use the sheath if the shaft has
been bent or kinked.
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ybeanTech, YTO PpacIIHPHTENE HIM MPOUEAYPHOE YCTpOHCTBO He
YCTAHOBI/ICHH OAHOBPEMEHHO.

20. Tlpy BO3HHKHOBEHWH CONPOTHRIICHHS B MOMEHT H3BIEYEHHS
NpOLEAYPHOTO YCTPOIHCTBa 1OCE NPOLIEAY Pbi PEKOMEHAYETCS HIBIEYD
MPpoueaypHOE YCTPOHUCTBO, NPOBOHUK H KATETEP KAK SAWHOE LIEJIOE.
2]. Yrobw aKTHBHpOBAaTb CBOWCTBA THAPOQH/ILHOTO MOKPHITHA,
PEKOMEHAYETCA YBAAKHUTL TOHKOCTEHHLIH NMPOBONHHMKOBHIN KaTeTep
Halo One ¢u3nonornyeckuM  pacTBOPOM C  TIenmapHHOM
HCNOCPEACTBEHHO MepeA BBeAEeHHWEM B cocya. Ecn He akTMBupoBaTh
CBOWCTBA NOKPLITHA, 3TO MOXET NPHBECTH K HEMOCTATOYHOH MMOKOCTH
karerepa. /Ui noanepkauus CKONL3AIHX CBOKCTB 3Ta NOBEPXHOCTD
AOKHA OCTABATLCH NOJHOCTBIO YBIAKHEHHOMN,

22, Haanexamee (YHKUROHMpOBaHHE TOHKOCTEHHOTO
npoBoAHAKOBOTO Karerepa Halo One 3aBHCHT OT €ro LENOCTHOCTH.
llpu obpamenns ¢ kxaterepoM NpoABNRHTE  OCTOPOXHOCTH,
MepernGasue WK pacTArHBaHHE TOHKOCTEHMHOIO MPOBOJHUKOBOTO
karerepa Halo One, a Takxe npumeresre CHIIB NIPY €ro NPOTHPAHHH
MOTYT MPHBECTH K €ro noBpexaeHuio. OTkaxuTech OT AarbHEHIEro
HCNOJIb30BAHHA KATETEPA, €CJIH Ha HeM 00pa3oBaIHCh IEPernOhl.

Mpopommxosnili karerep ToukocrenHpi  Halo One cocromt m3
TOHKOCTEHHOIO KATETEPA (YMEHELIIEHUE HAPYKHOTO JMaMeTpa Ha BEIHHY
ao IF no cpasHeHMiO €O CTAHAAPTHBIMM KATETEPAMH AKEHBAICHTHOIO
tpaniycKoro kannGpa), H3OTORIEHHOTO W3 OZHOTIPOCBETHOH TPYOKH C
OTWIETKOM, OCHALLICHHOR Jy3POBCKIM PasheMOM C BHYTPEHHHM KOHYCOM Ha
NPOKCHMA/IGHOM KOHIYC H OTHOPMOBAHHLIM ATPABMATHY-HBIM JMCTAIBHBIM | ¢
KOHYMKOM (A). ToHKOCTEHHAT KOHCTPYKIMA YMEHBIAET TOMIMHHY CTERKH
Karerepa Ui O0MeryeHus BHYTPHCOCYZAHCTOTO JOCTYTA, BKIMOMAA, CpeTH
OpoMMX, Jyuesol, Oeapeiibili, NOMKONCHHLIN, THOHABHLIN W CTOMMBI
BOCTYN.

Creminit  remocraruvecikuit knanae (C), OCHAEMHBIN CHIMKOHOBOH
MeMOpaHOW ¢ nomEpedHEIM  paspe’oM M GOKOBBIM  JCpKATENIEM,

H3obpamxenne u onxcanne unenns Picture and description of device
[posogrmKkonLit katerep TouxocTennbii Halo One npemiashaven ans The Halo One Thin-Walled Guiding Sheath is designed to perform as both a
HCINOMLIOBAHNMSA B KAYECTBE MPOBOIHHKOBOIO KATETCPA H MHTPOALIOCEPa. guiding sheath and an introducer sheath.

The Halo One Thin-Walled Guiding Sheath consists of a thin-walled (up to 1F
reduction in outer diameter compared to standard sheaths of equivalent French
size) sheath made from braided single-lumen tubing, fitted with a female luer hub
at the proximal end and a formed atraurnatic distal tip (A). The thin-wall design
redmasﬂwﬂﬁdumofﬂ:esheﬁhwaﬂmhdpfadﬁminuavmﬂm'mﬁmn
access sites including but not limited to radial, femoral, popliteal, tibial, and pedal.
Adetadlablehmwsms:svalve(C) employing a crosscut silicone membrane and
incorporating a side arm terminating in a 3-way stopcock (D), is connected to the
sheath luer hub (E). The sheath is supplied with a compatible vesse} dilator (B)
that snaps securely into the hemostasis valve hub (C). The sheath has a strain relief
feature located at the luer hub and a radiopaque platinum-iridium marker (F)
located close to the distal tip (A). Refer to product label for product specifications.
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pactionioxerHhM Ha 3-xofopom 3anopoM kpau (D), noacoemmmeH
my3poBckoMy pasiemy karerepa (E). Karerep nocrasnsercs B KOMILIEKTe ¢
COBMECTHMBIM paciiipuresieM cocy108 (B), KOTOpLI HAZEHKHO 3aKPEILICH Ha
pasbeme remoctammyeckoro kianana (C). Karerep ocHaien XOMIIEHCATOPOM
HATOKEHHR, PaciiNONEHHBIM HA JyDPOBCKOM PasbeMe, H PEHTICHO-
KOHTPACTHBIM IUIATHHO-APH/TAEBHLIM MapkepoM (F), pacnonoXeHHbIM PASOM ¢
JM-CTabibiM KOHTIKOM (A). TexuueckHe XapakTepiCTHKH CM, Ha STHKETKe
MAZIENHA.

Karerephl NOCTABMSIONCA KAk ¢ TAAPOHHILHEIM MOKPLITHEM, TaK 1 e3 Hero,
YTO OTP@KCHO B MapkHpoBke. [MAPOPWIBLHOS NOKPBITHE NPH HAMMHH
COOTBETCTRYIONICH MApKHPOBKH HAHECCHO TIOBEPX JMCTANLHON 4acTH
KaTeTepa ¢ LCbio o0fleryeHus ero BeeneHMs O1arofiapd MOBEPXHOCTH C
HHBKHM TPEHHEM.

Karerep nposomiukosbii TosikocTerHbit Halo One 5 F cosmectam ¢
HHCTpyMeHTaMH pasMepa 5 F, B TO BpeMA KaK TOHKOCTEHHAA KOHCTPYKUMA
YMEHAIIACT AWAMET Hapyx#OH 0BONOYKH, YTO IMPHBOZMT K MEHBIICMY
npodumo, YeM Y CTAHJAPTHONO Karetepa pasMepa 5 F. VYMeHhleHHBIA
mpodiLih MHHHMHIHPYET HHBA3HBHOCTD.

Sheaths are provided both with and without hydrophilic coating as labeled. |
Hydrophilic coating where labeled is applied over the distal portion of the sheath
to provide a lubricious surface to ease insertion.

The 5 F Halo One Thin-Walled Guiding Sheath is compatible to 5 F
instrumentation, while the thin-walled design reduces the outer sheath diameter
leading to a smaller profile than standard 5 F sheaths. Smaller profiles minimize
invasiveness.

F
Pic.1.  Device Description. Puc.l Onicanme winess.
A Distal Tip JincranbHbiii KOHUKK
B Dilator Pacusupurent
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C Hemostasis Valve | emocraTudeckyii Knanas

D 3 way Stopcock 3-x010B0# 3aNMOpHMIE KpaH

E Luer Hub JlyapoBckuii pasbem

F Marker Mapkep
Detachable hemostatic valve CoeMHbii reMocTaTHueCKH Knanan

| Ergonomic hub SproHOMHYHbI PAILEM
Dilator Pacinpurens
Hydrophiliccoating on distal portion CuapodunabHOE NOKPRITHE HA AXCTANBLHOH MACTH
3-way stopcock 3-x0om0B0o# 1anopHbIli KpaH
Radiopaque marker band PeHTreHOKOHTpacTHbif Mapkep
Smooth transition TTnasunidi nepexoa
Ptfe liner TMpoxknaaxa w3 [1THI
Stainless steel braid Onnerka U3 Hepxkaseloulei crany
Pebax jacket Koxyx u3 nebakca
11
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1
Pic. 2. The Halo One Thin-Walled Guiding Sheath. Puc.2. KateTtep npoBOAHUKOBbLIN TOHKOCTeHHbIN Halo One.
MoaroToBKa K MCNOMIb30BaHULO Preparation for use
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HeobxomuMoe o6opyaosaHue: Equipment Reguired:

» CTepunbHBIN QH3HONOrHYECKRN pacTBOp (renapuHU3NPOBaHHbIN) « Sterile saline solution (heparinized)

* CTepunbhnifi pusnonornyecknii pacTeop (renapuHUIMPOBaRHbIA) / | o Sterile saline solution (heparinized) / Contrast medium (2:1 ratio
KOHTPAacTHOE BEUIECTBO (peKOMEHAYeMoe COOTHOLIeHue 2:1) recommended)

. # CcTpo pasay eTpo
(o'lﬁlréip:ﬁ? M nu;?liuégzbme)ﬁﬂm At RANHA © MAHOMETPOM | . | er lock syringe/inflation device with manometer (10 mi or larger)

(0,46 MM), KaK yKa3aHO Ha 3THKETKE YCTPOHCTBA per device.

1. TlposepbTe cooTBETCTBHE KannGpa NpoLEXype H TPeGOBRHUAM, 1. Verify the French size is suitable for the procedure and can

YKa3aHHbIM 218 NPOLEAYPHMIX YCTPOHCTB (pac. 3). U3gnexuTe katetep accommodate the required procedural devices as labeled (Figure 3).
¥ PACIIAPHTEND U3 YIIAKOBKH. Remove sheath and dilator from package.

2. Tlepen npuMeHeHReM OBA3ATENBHO YAANUTE BO3AYX H3 KATETEpa U 2. Prior to use, the air in the sheath and dilator should be removed. To
pacumpurens. [ina 061erYenns NPOUNCTKH yCTPOHCTBO yNIaKOBAHO C facilitate purging, the device is packaged with the dilator inside the sheath
paclIHpHTENEM, YCTAHOBJIGHHKIM BHYTDH KaTeTepa B 0OpaTHOM in a reverse direction allowing both to be flushed simultaneously. Select
HANPABNEHHH, MTO MO3BOMAET OAHOBPEMEHHO IPOMBITH UX. Boibepure | 8 syringe or inflation device with a 10 ml or larger capacity and fill
IINpHIY UAH YCTPOHCTBO A4 Pa3AyBaHHA 6aIoHa 06BEMOM He MeHee approximately half of it with sterile saline solution. Prepare the lumen by
10 MJI ¥ 3aN0JHHTE €ro CTEPHIbHMM (DHIMONOIHUECKHM PACTBOPOM connecting the syringe or inflation device containing the solution into the
npubmuanTensHo Hanonosuny. IoarotossTe mpocer, npucoeantus | Stopcock on the side-port of the sheath and flush with the sterile
WNpPHIL WIH YCTPOWCTBO JUIA pasAyBaHHA GawioHa, cojepkaiiee heparinized saline solution (Figure 4). Close the stopcock to maintain the

PacTBOp, K 3aIIOPHOMY KJaNaHy, PacnofioxkeHHOMY Ha 6okopoM ropre | 4ir tightness following flushing.
KaTerepa, ¥ MPOMOWTE €r0 CTEPHIBHBIM TeNAPHHH3HPOBAHHBIM | - Prior to use the reverse loaded dilator must be removed from the distal

dusuonornuecknm pacrsopom (puc. 4). 3akpoiiTe 3anopHbIi Kpan LA end of the sheath. If not already completed at step 2, the air in the dilator
NOIEPKAHHA BO3AYXOHENPORMLASMOCTH TIOCHE NPOMBIBKH. lumen should be removed. To facilitate purging, select a syringe or
3. Tlepen HCNIONB30BAHAEM HEOOXOAHMO CHATH C ZHCTANbHOTO Konua | inflation device with a 10 mi or larger capacity and fill approximately half
KaTeTepa PaCIIHPHTEND, MPUCOSARHEHHHIH B obpatHoM monoxenny. | Of it with sterile saline solution. Prepare the lumen by connecting the
lMepen npuMeHenHeM off3aTeNbHO YAQIHTE BO3AYX M3 TpPOCBETa syringe or inflation device containing the solution into the luer connector
PacIUBpHTENs, €C/TH 3TO YXKe He BHIIONHEHO Ha rane 2. Jlna 3Toro ¢ of the dilator hub and flushing with the sterile heparinized saline solution

NOMOMBIO UINPHHA RaM ycTpolicTBa s pasaysanus Gamnona | (Figure 7).
obveMoM He MeHee 10 M  3anONHMTE e€ro  CTEPMABHLIM 4. Insert the provided vessel dilator through the hemostatic valve and

¢H3HOJ'IOI"H‘IGCKHM PacTBOPOM NPHONUIHTENLHO HAMTONIOBHHY. click the dilator hub into plaoe in the valve housing (Figures § and 6).
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INoaroToBbTe NpPOCBET, NPHCOSAMHHB LIMPHI MAH YCTPOHCTBO ANA
pa3ayBsanns GanioHa. coaepXKallee pacTBOP, K JIIOIPOBCKOMY pa3sbeMy
BTYIKM  DaclUHPUTENIA. H  TNPOMOATE  €r0  CTEPHIBLHLIM
renapHHKM3INpPOBaHHBIM (PHIHONOTHYECKHM PacTBOPOM (pHC. 7).

4. Bcerasbre npunaraeMblii  pacWIMpHTENh  COCYAOB  4epes
FeMOCTaTHYCCKUI KN1anaH H pa3beM PACUIMPHTEA Ha pa3beMe KIanana
Ao wenyka (puc. S u 6).

5. Yrobwl akruBmpoBaTh CBO#CTRA rMAPOGHNLHOTO MNOKPLITHA (MpH
HAJHYHH  Takoi  MapKUpOBKH), PEKOMEHAYETCH  YBIAXKHHTh
TOHKOCTEHHHIH MpoBoAHHKOBHIH Katerep Halo One™ crepunbubiM
(GH3HONOrHYECKHM PACTBOPOM HEINOCPEACTBEHRO Nepel BBEACHHEM B

cocyA.

5. In order to activate the hydrophilic coating, where labeled, it is
recommended to wet the Halo One Thin-Walled Guiding Sheath with
sterile saline solution immediately prior to its insertion in the body.

Cnocob npumenenns

Mode of application

1. Onpeaenvre MecTO BBCACHHA KaTeTepa, BKIIOYas, Cpeau MPOUnX,
ny4eBo#, OeApeHHbIR, MOIKOJMEHHLIA, THOMANbLHBLIE HIM CTOMHBLIA

ROCTYN, ¥ NOArOTOBbTE I3TOT YYacTOK, NPHMEHAS HajlexalHe
aceNTHYECKHE METOAMKH M, €CIH HeoOXOAWMO, MecTHOoe
obe30onuBanmue.

2. Ha ycmotpenne oneparopa caenaiite HeGonbiuo# paspes KOXH B
MECTE TpOKOJIa ¢ MOMOWBbI0 cKanbnens. Paspes B mecre aocTyna
PEKOMEHAYETCA BLINOJHATE B MecTe 00pa3zoBaHuA pyOLOBO#H TKAaHH.

3. HaneubTe AMCTANBHBIA KOHYHK PAaCIIMPHTENIA TOHKOCTEHHOTO
nposofHuKoBOro Karerepa Halo One Ha npeaBapHTENbHO BBEICHHBIN
MPOBOAHHK H NMPOABAHBTE KOHYHK B MECTO BBCACHHA.

4. Ilposennte pacuiuputens M KateTep uepes koxy B cocyA. Ipn
NPOABHKEHHH AEPKUTE KATETEP H PACLIMPHTEAL MOOIHIOCTH OT KOXA
B0 mibexanue nepexkoca, mNpH  HEOOXOAMMOCTH  BHIMONHAA
BpamiaTenbinie  aApwxeHnA. (Ilpumevanmne. [lpw ucnonwzoBanun
MPOBOAHHKA C THAPOPHUALHLIM MOKPLITHEM NOCTOSAHHO YRAAKHSHATE ero
CTEPHABLHLIM MenapUHUIHPOBAHHLIM PHIHONOrHYECKHM PACTBOPOM.)

1. Identify the insertion site, including but not limited to radial,
femoral, popliteal, tibial, or pedal access sites and prepare the site using
proper aseptic technique and local anesthesia as required.

2. At the operator’s discretion, make a small skin incision at the
puncture site with a surgical scalpel. Recommended for scar tissue at the
access site.

3. Backload the distal tip of the Halo One™Thin-Walled Guiding
Sheath dilator over the prepositioned guidewire and advance the tip to
the introduction site.

4, Advance the dilator and the sheath through the skin and into the
vessel. Grasp the sheath and dilator assembly close to the skin while
advancing to avoid buckling, employ a rotating motion while advancing
as required, (Note: If using a hydrophilic guidewire, ensure that it is kept
hydrated with sterile heparinized saline, at all times.)

5. Carefully advance the dilator and the sheath over the wire to the site
required within vessel. The radiopaque marker identifies the sheath tip
location under fluoroscopy.
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5. AKXKypaTHO NpOABHTaHTE PacIIHPUTESNL H KATETED MO TIPOBOSHUKY
B HYXHYIO 0071aCTh BHYTPH cocyda. PeHTreHOKOHTpacTHuI/i Mapkep
NO3BONAET YCTAHOBHTL MNONOKCSHHE KOHYMKA KaTeTepa noA
PeHTrenocKonuet,

6. OrcoequnNTe BTYNKY pACIUMPHTENA OT KNAnaHa, H3OTHYB ee B
CTOPOHY /A OTCOSAMHEHUA OT Kosinayka kJjianaHa (puc. 8). Meanenno
H3BJICKHTE PaCIIMPHTEND, YACDPKHBAA KaTeTep Ha MecTe H yOeauTecs B
TOM, HTO MPOBOAHMK OCTACTCA HENOABHNKHLIM (puc. 9) B HyxHOH
obnacty.

7. HaneHsTe mpouexypHoe YCTPOWCTBO Ha NpPEABAPHUTENBLHO
BBEJACHHLIA IPOBOAHUK.

8. AKKypaTHO MNpPOABHHBTE TPOREAYPHOE YCTPOHCTBO K LIEHTPY
AnadparMil K1anaHa u no karerepy k opabarhiBaeMoMy yuacTky (pHc.
10), coxpanas nonoxeHue Karerepa.

9. PasMecTHTE NpOLEAYPHOE YCTPOHCTBO B MOPAXEHHOM YHACTKE,
nognexameM JnedeHuio (puc. 11), yGeauBmuce, YTO AKTHBHEINA
MEXaHW3M NIPoLIey PHOTO YCTPOHCTBA He HAXOANTCA B KATETEPE.

10.MNocne uenonbsonanua ySemurecs, TO NpolELyPHOE YCTPOHCTBO
nepesesicHo B Hepabouee (CBEPHYTOE) COCTOAHME, a 3aTEM aKKYpPaTHO
H3BIEKHTE €ro YEPe3 KaTeTep, COXpaHas MONOKEHHE KaTeTepa.

11.Tlocne 3aBepwieHHs nponeaypsl BCTaBbTE pPACUIMPHTENb 110
NPOBORHHKY B KaTeTep.

12. MeaneHHO H3BICKUTE KaTeTEP 1 PACIIUPATEND KaK €AMHOE UESIOE,
a 3aTeM U3BNCKHTE NPOBOJHHK.

13.Bainonnure reMoctas B 0GNACTH AOCTYDA B COOTBETCTBHH CO

CTaHAapPTHOH NpaKTHKOH.
14. Y tunusupyiite ogHopasoBoe ycTpo#cTBo.,

6. Disconnect the dilator hub from the valve by bending to the side to |
unsnap from the valve cap (Figure 8). Remove the dilator slowly while
holding the sheath in place and ensuring the guidewire remains in place
(Figure 9) as required.

7. Load the procedural device over the pre-positioned guidewire.

8. Advance the procedural device carefully into the centre of the valve
diaphragm and through the sheath to the treatment site (Figure 10) while
maintaining the sheath position.

9. Position the procedural device relative to the lesion to be treated
(Figure 11) ensuring the active mechanism portion of the procedural
device is not within the sheath.

10. Following use ensure the procedural device is fully deactivated
before carefully withdrawing the procedural device through the sheath
while maintaining the sheath position.

11. After the procedure is completed insert the dilator over the wire
into the sheath.

12. Slowly withdraw the sheath and dilator as a unit and then remove
the guide wire.

13. Apply hemostasis at the access site according to standard practice.

14. Dispose of the single-use device.
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Hadopmanun of ouucTie, geanHexnHH H CTEPUIAHIAUHH
MEAMIHECKOro H3AeAHa (A8 CTEPHIN3YeMbIX H3aenn#), mopaake
AeHCTBHI NPA HAPYIICHHA CTepUIbHONH ynaxosku (418 niaeand,
NOCTABJAREMBIX B CTEPHALHOM BHJE)

Information on cleaning, disinfection and sterilization of a medical
device (for sterilized products), the procedure in case of package
appears damaged (for sterilize products)

MeTtoan! 0MHCTKH H Ae3HHPEKUHHA

Oanopasopoe Hiaeue B cootsercTRAH ¢ 93/42/EEC ot 14 mons 1993 ropac
BHECCHHBLIMM MONPABKAMHA CIPESIEIIAETCH KaK: HICHE, NPEHATHANEHHOE WA
OAHOKPATHOTO HCTIONE30BAHMA TOMHKO /151 OHONO NALHEHTA
Tonkoctennnit npoBommkoeeit katerep Halo One  nocrammierca
CTEPWILHBIM H IPEAHASHAYEH TONBKO A9 OTHOPa’0BOr0 HCTOIB3OBAHHS.
He ncnoms3oBaTh NOBTOPHO, He 00pabarsiBath NOBTOPHO H HE NOABEPIHTH
NoBTOpHOH crepwisanuy.  [loBropsoe  HCNOMI0BAHNE, MOBTOPHAA
CTepWB3AlNS. NOBTOpHaA 0OpaboTka H (W) NIEPeyNaKoska MOTYT CO3MaTh
PHCK 3GPECHHA NAMCHTA WIH NOML3OBATEN, HAPYIIMTL CTPYKTYPHYIO
LENOCTHOCTL H (WIH) OCHOBHLIC XAPAKTEPHCTHKH MATCPHAJA H KOHCTPYKLMK

Cleaning and disinfection methods
Single use device as per 93/42/EEC of 14 June 1993, as amended, is defined as:
device intended to be used once only for a single patient.

The Halo One Thin-Walled Guiding Sheath is supplied sterile and is intended for
single use only.

Do not re-use, reprocess or resterilize. Reuse, re-sterilization, reprocessing and/or
repackaging may create a risk of patient or user infection, compromise the
structural integrity and/or essential material and design characteristics of the
device, which may lead to device failure, and/or lead to injury, illness or death of
the patient.
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H3NEMA, Y10 MOMET HPHBECTH K RRIXOY HARETHSA H3 CTPOS H (HWIH) NPHBECTH
K TpaBMe, 50NIe3HH MM CMEPTH NaliieHTa.

[TosTopHoe WCnONB30BakHE JAHHONO MEIMLMHCKOTO W3NC/THA COMPKEHO C
PUCKOM MEPEKPECTHOro IBPEKEHHS MNAalMEHTOB, NOCKOMLKY MEIMLIMHCKHE
W3OCIHA, 0COOCHHO C JTHHHBIMH W Y3KHMH [IPOCBETAMH, COSHHHEHHAMH M
(W) LHenaMH MEXTY KOMIIOHEHTaMH, TPYAHO WIH HEBOIMOXKHO OMHCTHTD,
€CITH WHIKOCTH WIH TKAHH OPraHHIMA ¢ NOTCHIMAIEHEIM NHPOreHHbIM KITH
MMKPOOHLIM 3aIpAIHEHHEM KOHTAKTHPOBATH ¢ MEIMIMHCKHM WIIETHEM B
TEYCHHE HEONPEICNCHHOO mepuosa BpemeHW. Ocratku GHONOrHUECKONO
MATEPHANA MOTYT CTIOCOOCTBOBATD 3ArPA3HEHMIO M3NRHA THpOTCHAMI WM
MHKPOOPTAHHIMAMH, HTO MOXKET NPHABECTH K MHPEKUMOHHBIM OCIIOKHEHUSM,

MeToAn! B YCAOBHS CTEPHIHIAIHH,

Crepunazalis  OCYWIECTRINETCA C HCTIONB3OBAHMEM  BAMAMPOBAHHOIO
npoilecca cTepwnnaiu B coorBerctemn ¢ [SO 1113522014, Meron
creprwnrsaigy - 100% 30.

Haznemin crepwiM3yloTc B OKOHUATC/IBHOW YNAKOBKE C MCTIONLIOBAHMEM
FTWIEHOKCHA C FapaHTHPOBAHHLIM YPOBHeM crepuibiocTH 1 X109, Jannai
MPOLeCC  YNAKOBKH [APAHTHpYeT e CrabiibHOCTL, IEPMETMMHOCTL H
CTEPHITBHOCTD.
MakcHMAJTRHBH CPOK NOHOCTH NOCNE CTEPIITH3ALMH 24 MecslIA.

Reusing this medical device bears the risk of cross-patient contamination as
medical devices - particularly those with long and small lumina, joints, and/or
crevices between components - are difficult or impossible to clean once body
fluids or tissues with potential pyrogenic or microbial contamination have had
contact with the medical device for an indeterminable period of time. The residue
of biological material can promote the contamination of the device with pyrogens
or microorganisms which may lead to infectious complications.

Sterilization methods.

The sterilization is performed using a validated sterilization process according to
1SO 11135:2014. The sterilization method is 100% EtO.

The devices are sterilized in their final packaging using ethylene oxide with a
sterility assurance level of 1 x 10, This packaging process guarantees its stability,
hermeticity and sterility.

Max shelf life after sterilization is 24 months.

OcnoBHBIE TEXAHYECKHE H GYHKIHOHAILHLIC XAPAKTEPHCTHKHE

Main technical and functional characteristics
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Coeunduxanng kaTerepa BPOBOANAKOBOro TonkocTenHoro Halo One Halo One Thin-Walled Guiding Sheath Specifications
Toamnaa crepwas | LF (Isolinias cretka) Shaft Thickness 1F (Double Wall)
CosmecTamocTs Catheter/Stent 4F, SF, 6F
4F, 5F, 6F e
kaTevep/cTEnT Compatibility
DopMaT cTePRHA QOaHONPOCBETHRIH CTEPKEHD Shaft format Single Lumen Shaft
3aoopunii kpas 3-xononoit Stopcock 3 way
Mapkepat TnaTHO-HPHAHERLIE MAPKEP, PACTIONOXKEHH DI Marker Bands Platinum-iridium marker located close to
PAAOM C AUCTANLHBIM KOHYHKOM the distal tip
Crepxun 90, 70, 45,25, 10 cm Hydrophilic Coating 90, 70, 45, 25, 10cm shafis
:::m::u"“ Kondurypaunn 25 cM 1 10 cM Takke A0CTYIHbI 25cm and 10cm configurations are also
6¢3 NAHHOTO NOKPLITHA. available without this coating.
Kan | Mlanna Pexomena | Kon- | Apraxyn an Ynuna  [Liser oy Sheath [Hydrophili| Hub color]
wbp | warerepa y B LRH L ] pasLeMa Frenc Length Recommende Per | Item Number OD Max| c coating
(cM) eMmuiit B st 11]]  [punssor h Size tcm) d Guidewire Case (mm)} [length {cm)
nposoa yna spa o -
HIHK KoBK (MM ) 10KPHITH 4F 10x1 (o(f"oﬁw ) 5 HLO:_II L 44 o3 fed
¢ {em) 0018 ostosr | 18 - red
4F | 10£] 0018" 5 HLO41018FH 1,84 63 BCHB 101 (0.46mm) 5 | HL
(0.46 MM) Fp 10x1 0.035" s | HLO41035F | 1.84 643 red
10£1 0.018" s HLO41018F  [1,81 . Fpuu (0.89mm) H
(0.46 Mm) 101 00.035 5 HLO41035F 1,81 - red
101 0,035 5 HLO41035FH {188 [pa3 Wi ( 689'“'“035‘ ) T P
(0,89 mm) 251 © c ) | HLO42535H *
10£1 0035 |5 | HLO41035F 181 | Fpacuu 68.03%5'_'"" T8 - poar
(0,89 mm) 251 (0.89mm) ] HLO42535
25:1 0,035 ] HLO42535H [1,84 135 b 0.035" 1,84 | 20£5 red
(0.89 ) t"""‘ 45em | opommy | | | HLOWS3S
25+1 0.035" 1 HLO42535 (1.8 - ACHb! 20+2 0.035" ) HLO4703s | '8¢ | 3510 | rud
{0.89 mm) (0.89mm)
oy 0.035" 1,84 | 45:10 Ted
45 ) 0.035 1 HLO44535 1,84 2015 Fpamm 902 (0.89rm) | HLO49035
(0.89 ) 0.018" 5 | BLOSIOIEF | 217 | 63 | prey
7052 0.035" 1 HLO47035  [1.84 5210 tpacuu SF | 10= (0.46mm) H
(0.89 Mm) 0.018" 2,14 - grey
902 0.035" l HLO49035  [1,84 U510 :pacm-l 1021 (046mm) 5 [ HLOSI0ISF
(0.89 Mm) 1041 00'809?:: 5 "LOSHI 035F | 2,17 6+3 grey
SF | 10zl o018 5 HLOSIOISFH .17 ras Cepaih ( B 5':') T - —
(0,46 Mm) 101 (0.8%mm) 5 | HLOS1035F
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10£) 0.018" HLOSI0ISF .14 X et 0.035" 207 | 1325 | grey
(046 ss0) 25%] (0.89mm) I | HLOS2535H
10t 0.035" HLOS1035FH 1,17 623 |eputt 2541 0.035" 1 | Hrosasss | *14 - grey
{0.89 Mm) (0.89mm)
101 0.035" HLOSIOSSF P4 | epnh asem | noes | 1 | muosasss | 217130 ) ey
(0.89 Mm) 035" ] %
25+1 0,035 HLOS2535H .17 355 epn 70+2 ;ofs?.:m) 1| Heoswoss | 27| 3510 sny
(0,89 M) 0.035™ 217 | 45210 | grey
2551 0,035 HLOS2535 14 | epu %2 | (ofomm | ! [ HLOS%03S
(0.89 mm) 6F 101 0.035" 5 HLOG61035F 2,5 6£3 green
2551 0.035" HLOS#535  Ri7  Pots  fepun (085 m) H —
(0.89 Mm) 1041 (0,89mm) 5 | HLO6l03SF | < - green
7042 0.035" HLOS7035 R,17 3510 kepuilt 0.035" 25 1315 reen
2541 t | HLO62535H | “ &
{0,89 Mm) (0.89mm)
90£2 0.035" HLOS9035  [,17 k5210 epmnt 0.035" 247 R green
(0.89 M) 3% | (0.89mm) | HLO62535
6F | 10%] 0.0357 HLOGI035FH D.5 6x3  penensi]
(0.89 Mm) item | Catheter | Minim Dilator | Minim | Maxim | Dilator
10£1 0.035" HLOGI03SF P47 [ beacnu| | { Numbe | weight | um effectiv | um um weight
(0.89 mm) r (includin | inner e length | inner outerdi
251 0.035" HLOG62535H P.5 1385 penchul| 8 diamete | - diamete | ameter
(0,89 Mm) hemostat | r of the thickne rof the | of the
2531 0,035 HLO62535 P47  F P ic valve | catheter | Dilator | Dilator
(0.89 um) rc and 3.
way
stopcock
Apmm Macca Muun Obde | Muun | Maken | Macca )
kya KATETCPH | MatLHLA k Mans | maniw | paci HLO [8g 1,53mM | ¢ 17,5cm | 0,48 mm | 1,51mm | 0,85 ¢
{BMecTe | BRYTpPEHHU THBHA | Hbi# B Hapy= | purenn 41018F ,33 MM
c H Anamerp 2 BHYTPE | Hufl H (Hsotin
TeMOCTa | xarerepa Tonuw | 282 | H Ananerp as
THYECKH iy paciigt | WM pacis CTeHKa)
M
ranano crepw [ DHTCT [ SHAHET | pHTen HLO |8g 1,53Mm | 0,330m | 32,5cM | 0.90mm | 1,51mm | 0.95g
MU 3- Ha paclinp 42535 (/lsofin
X0A0BLIM Hn an
JANOPHLL e CTEHKA)
M HLO |[8¢g 1.53m | 033 MM | 52.5¢cm [ 090mm | E.STMm | 1iSE
Kpasion) 44535 (JiBotin
an
CTEHKA)
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HLO 8r 1.53 mm 0,33 Mm 175 048 1.5lmm | 0851 HLO 9g 1.53mm | 033 mm | 97,5¢cm | 0,90mm | 1,51 MM | 1,55
41018F (feofiza | M MM 49035 (Jlpottn
H 2 an
cTeHKa) CTEHKA)
HLO 8r 1.53 MM 033Imm | 325 090 1.5Imm | 0,951 HLO 758 1,87mMm [ 033 mm | 17.5¢cm | 090 mm | 1,84 mm | 095
42535 (leoua | cM MM 51035F (Heokin
P! an
cTenHxKA) CTeHKR)
HLO | 8r 153mm | 033mm 525 | 090 | 1.51mm | LISt HLO |7.5g 1,87mm | 033 MM | 17,5cm | 0,48mm | 184mm | 095 g
cTeHxa) H an
CTeHKa)
HLO |9r 1.53 MM 033mm | 975 | 090 150 mese [ 1,55¢ HLO |8g 1,87mm | 033 mm | 52,5¢cm | 090mm | 1.84mm | 1558
49035 (Avokina | cm MM 54535 {/Isofiu
' as
Credka) cTeHKa)
HLO 75r¢ 1.87 MM 033mm | 175 090 1.84mm | 095 HLO 98 1L.87mm { 033 MM | 975cm | 0,90mm | 151 MM | 235¢
S103SF {/lsottsia | oM MM 59035 (Asofty
2 as
CTEHKA) CTEHKA)
ALO 75T 1.87 mm 0.33mm | 175 048 1.84MM | 0951 HLO 758 2,1BMm | 033 mm | 17,5cm | 090mm | 2,16 MM | 1,15 ¢
S1018F {QAsoliia | cM (7t 61035F (Mipoitu
H 9 as
cTenKa) cTeHKa)
HLO 8g 2,18mm | 0,33 MM | 325cm | 090MM | 216 MM | 145
HLO 8r 1.87 MM 033mm | 525 0,90 184mm | 155y
54535 (/lsotina | cm MM 62535 (Arokn
1 H an
crenka) CTeHKA)
Tolerances are 10% if not mentioned.
HLO 9r 1,87 mmt 0.33mm | 975 0,90 1.51m | 235¢ ) . . .
59035 {(Asokua | cM MM 1. Breaking force (The strength of the connection of the connecting sleeve with
" the dilator).
crew) The minimum outer diameter of | Minimum breaking
HLO | 75r 218Mm | 033mm | 175 | 090 | 2.06mm | LI5r the tubular part of the catheter, mm force, H
cTeHKa) from0,7510 1,15 5
HLO | &r 318mm | 033wm | 325 | 090 | Zi6wm | 145t from 1,150 1,85 10
62535H (Asoktna | o MM from 1,85 and more 15
:mm) 2. Cannula fits ISO 594-1 (Luer, cone 6 %).
3. Connecting sleeve fits ISO 594-1 (Luer, cone 6 %).
23
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Honycku cocrasnsor 10% ecnu #e ykazano HHoOe.
1. Yeume ua paspsis (TTpodHOCTE COEMHEHN COSTMHMTENLHON BTYJIKH C

).
MusiMansHLA HapyXHbIH ApaMep MunnmansHoe
TpyOuaToli 4acv kaTeTepa, MM YCHHe Ha paspes, H
C 0,55 Bmon. 20 0,75 3
C 0,75 smon. 1o |, 15 5
C 1,15 exmon. 2o 1,85 10
C 1,85 sxmou. n Ganee 15

2. Kamsona cooteercayior HCO 594-1 (JTyep, kouyc 6 %),
3. Coermumrenbian Brynka cooreercrsyior UCO 594-1 (Jyep, xoHyc 6 %).

Onncanne nprHagtexHocTel, MeaMUEMHCKkMX wiaeanit uan
H3aeAR, He SBANIMHICE METHURHCKEME, HO IPEXYCMOTPEHHRIX
AN HCTIONLIOBAHUSA B KOMONHAIIMH ¢ 3A8BJICHHbIM MEAHIHHCKHM
H3Ae/IHEM

Key accessorics, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

I'lpnna,tmemnoc'm C H3ACIHEM HE NMOCTARNAIOTCA.

No accessories supplied with device.

Caegenng o JCKAPCTBEHHBIX CPLACTBAX BXOASIIHX B COCTAB
MEAHIHHCKOro H3AeJing

Information about the medicines included in the medical device

TlpoBoanukoBui#l katerep ToukocteHHn#t Halo One we coaepxut
KaKuX-1160 NeKapcTBEHHLIX BELIECTB.

Halo One Thin Walled Guiding Sheath do not contain any medicinal
substances.

Ceegenus [ MATEpHANAX MHBOTHOTO/4EJI0BEMECKOrD

NPOHCXOREHHA

Information about materials of animal/human origin

[IposoaumkoBLI KaTeTep ToHKOCTeHHBIH Halo One He copepxur
MAaTEPHAIOB, MONYYEHHKX K3 TKaHeH XUBOTHBIX HITH YeIOBEKA.

Halo One Thin Walled Guiding Sheath do not contain any materials
derived from animal or human tissues.

YcaoBag IKCASYATAHE MEAHITHHCKOT0 RIJIEANS

Operating conditions of the medical device

Memamucke H3neMs, NPSIHAHAYCHHLE /U MCTIONB30BAHHA  BO
BHYTPEHHEH CDE/ie OpraHmBMA, HCTIONL3YIOTCA B JHANA30HE TEMIICPATYp OT
32°C no 42°C.

Yenonnn 3OnTyaTRIHE APYTHX Hyzesmi:

Jmanazon Temneparyp or 10 no 35°C

HAuanason omHocuTenbHol BikHOCTH A0 80% Ge3 koHpcHcaumu (nps
Temneparype 25°C)

Medical devices, that are intended to be used in the body's internal environment,
are used in temperature range from 32°C to 42°C.,
Openrating conditions for other devices:

Tanperatwrerange  from 1010 35°C

Relative humidity range up to 80% non-condensing (at 25 ° C)

YcnoBas TPAHCNIOPTHPOBKH H XPAHCHHS MEAHMIHHCKOro H3ACANA

Storage and transportation conditions

Xpanesne

Storage
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XpaHuTh B [POXNIAJHOM, CYXOM, TeMHOM MecTe. Ympasnenme | Store in a cool, dry, dark place. Rotate inventory so that the catheter and other
MATCpHALHEIMH  3aNacaMy  HeoOXOMMMO OpraHM3oBaTL TakuM obpasom, | dated products are used prior to the “Use By” date. Do not use if packaging is
4T00bl KaTeTEPhl H APYTHC M3ACAMA € OTPAHMUCHHBIM CPOKOM roaHocTH | damaged or opened.

MCTIOVIL30BATHCH 10 IATHI HCTEUEHNS cpoka roarocTi. He vcnom3osats, ecm | Storage conditions: Temp 10-30 Deg C; avoid exposure to water, direct sunlight,
YNAKOBKA MOBPEKACHA WIH BCKPLITA. extreme temperature or high humidity during storage.

Venopus xparenus: Temneparypa 10-30°C; m3ferams BoqeficTBHS BOIBL,
NpAMBIX COMHEMHBIX Jyueli, 3KCTpeMANLHLIX TeMIepaTyp WM Bhicokolf | Transpertation conditions

BIAXKHOCTH BO BPEMsi XPAHEHHR. Temperaturerange  from Oto +30°C
Relative humidity range up to 100% (at 25 °C)
YcioBus TPAHCTIOPTHPOBKH

Jinanason Temniepatyp ot 0 ao +30 °C

JlnanasoH orHocurenkHoH RikrocTy Ao 100% (npr Temmeparype 25°C)

CocTas ynakoBkH Package contents

[lepgnanas  ynaxoBka: PacuMpHTENh TOHKOCTEHHONO TpOBOMHKOBOTO | Primary packaging: The Halo One Thin-Walled Guiding Sheath dilator is inserted
xarerepa Halo One BeraBisieTcs B HAKOHEMHMK KareTepa M BBOAMTCH /1o | into the sheath tip and inserted up to the hemostatic valve.

TeMOCTaTH4ECKOTO KilanaHa. The Halo One sheath dilator configuration is placed into a Tyvek pouch.
Pacumpumens karerepa Halo One nomeiiiaetes B akeT u3 Talipexa. One Halo One product assembly is sealed in a Tyvek pouch with the hemostatic
Omxo rorosoe m3neyme Halo One sancwarsBacres B naxer w3 Tadisexa ¢ | valve at the chevron end of the pouch.

NeMOCTATHUECKMM KIANAHOM HA LIEBPOHHOM KOHLIE NAaKeTa. The pouch is heat sealed. The sealed Tyvek pouch is inserted into a shelf carton
[Taxer 3aneHATLIBACTCA TEPMOKIEEBLIM CoeMHEHHEM. 3aneuaTaHnbii naxer | along with an IFU.

H3 TaliBexa YKIaAbIBacTCA B KapToHHyto kopobiy smecre ¢ UITIL The top web of the pouch is manufactured from 12/50 polyester/polyethylene,

Bepxriee nooTHO NakeTa MrOTORNCHO W3 monuadupa/nomiymnesa 12/50, a | and the bottom web is manufactured from uncoated Tyvek 1073b. This pouch
HIDKHEE MJIOTHO H3MOTORJEHO M3 HEMOKPHITOro Takipexa 1073b. Dror naker | acts as a sterile barrier for the product, once the product is sterilized.

AcHCTBYET KaK CTCPHIIBHBIN Gaphep [T W3AE/HA FIOCIIE €r0 CTCPHITH3AIMM. The devices are sterilized in their final packaging using ethylene oxide with a
Manemus cTepiitisyloTcs B OKOHUAaTeNMLHON YNAKOBKE C MCTONb3oBaiMeM | sterility assurance level of 1 x 10, This packaging process guarantees its stability,
ITMNEHOKCHZA C TAPaHTHPOBAHHLIM yposHem crepiwbHocTH | X10°, Jansniit | hermeticity and sterility.

MpPOLICCC  YNakoBKM TapaHTHpYET e CTaGWILHOCTH, repMeTHuHOCTS M | Secondary packaging: The labelled pouched product is then placed into a shelf
CTEPHITLHOCTD. carton along with a blank IFU. The box is manufachired from 24Pt Solid
Bropuuras ynaxoBika: MapxuposanHoe ynaxosanHoe wu3neime 3areM | Bleached Sulfate board.

NOMELIAETCA B KapTOHHYI0 kopoDky BMecte ¢ maxerom HMINL. KopoGika | Tertiary packaging: Ten (10) cartons are placed together in a corrugated shipper.
H3TOTORNCHA M3 TBCPAOTO KapToHA U3 OTOSNCHHON Cy/b(amiol Le/unonosb
24Pt

Tperwaras ynakoska: JecaTs (10) KAPTOHHBIX KOPOGOK NOMEILAIOTCH BMECTe
B TPaHCMIOPTHPOBOYHYI) KOPOGKY 13 NOGPHPOBAHHOIO KAPTOHA.
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Cpox rogaocts / ¢pok IKCINIYATRIHHE

Shelf life / Service life

2 roja.

2 years.

l'lopsmon OCYmEeCTRACHHA
MECAHIHHCKOro H3ACJAHA

YTHAHIAOMN #  YHHYTOXKCHHS

Disposal

[ocne HCOOMLIOBAHMA  JIAHHOE  MAMEJME  MOXET  NpPEICTARINTL
NOTEHIMATLHYIO GHoMOrHYecKy1o onacHocTs. OGpaIiaTses W Y THIHIHPOBATS
B COOTBETCTBHM C OOILETIDHHATON MCAHUMHCKOA NpaKkTukol © BOEMH
NPAMEHHMBIMH MECTHBIMH, TOCY REPCTBCHHbIMA H (PelepaibHbIMY 3aKOHAMH
¥ NIpaBIITAMU.

Memnpmckne wanemss B Pocomlickoli  Dezepaitin  A0MKHL
YTHIMIHPOBATICS B MECTHRIX TIOCYRAPCTBCHHBIX — YUPEXKACHMAX B
coorsercTeim ¢ CanlluH 2.1.3684-21. "CaHHrapHO-3MAEMHONONHECKHE
TpeGoBaus K 00pallieHHIO ¢ MEIMLIMHCKAMH OTXONAMH" (K OTXOZEM K/acca
B).

After use, this product may be a potential biohazard. Handle and dispose of in
accordance with accepted medical practice and all applicable local, state and
federal laws and regulations.

Medical devices in Russian Federation must be disposed of in the local public
entities in accordance with SanPiN 2.1.3684-21. “"Sanitary-cpidemiological
requirements for the handling of medical waste" (to the waste class B).

CapanTitusie 06838 TeABCTER

OrpaHnyeHHAN FapaHTHA Ha W3ACTHE

Komnarus ClearStream Technologies Ltd («ClearStream») B TedeHHe OTHOIO
(1) roma co aHst NOKYIIKK TapaHTHPYET NEPBOHAUWILHOMY MOKYDATENO
JAHHOTO MAZETHS OTCYTCTBHE B JAHHOM HJEMMH NedEKTOB MATEPHANOB H
npou3BOACTEEHHONO Gpaka. ITpu Ham K TaMX APEKTOR TAHHOTO H3ACMA
NOKynaTe/lb MOXKET BepHyTh ero B kommanuio ClearStream ans peMoHTa,
3aMeHE, BOMEIUCHHA CTOHMOCTH MM B3AHMOZAYETA HA YCMOTPEHME
xomranun  ClearStream. Bee BO3BpaThi JOMEHEI OLITh  NpeIBAPHTENLHO
COTNacoBaHh! B COOTBETCTBHH ¢ [Ipammnamy BoRBpaTa TOBAPOB KOMITAHMM
ClearStream, yxasaHHBIMH B TeKymieM npelickypaute. OTBETCTBEHHOCTH
xomnanud ClearStream B paMkax AaHHOW OrpaHWYCHHON rapaHTMH He
PACTIPOCTPAHAETCA HA CTyMaK HEKOPPEKTHOIO OOpAlICHHS, HENPABMIHHOID
NPHMEHEHNS, HETPABHILHONO XPAHEHMS, H3IMCHEHHA, 0PabOTKH, YNAKOBKH
Wi 06paboTKn JAHHOTO W3NEHA WIH €10 PeMOHTA MOOKIMH JHIIAMH, KpoMe
npeacTasqreneit kovmatiu ClearStream,

IAHHAS OTPAHUYEHHAS FAPAHTUS SAMEHAET COBON BCE
JIPYTUE 'APAHTUY, KAK ABHBIE, TAK U ITOIPA3YMEBAEMbBIE
(B TOM UYMCIE JIOBbIE TAPAHTUHA I[MPUI'OAHOCTH WUIA
MPOJAXU WM UCTOJB30BAHUA B KAKMX-JIMBO

ClearStream Technologies Ltd (“ClearStream™) warrants to the original purchaser
that this product will be free from defects in material and workmanship for a
period of one (1) year from the date of purchase. If this product proves to be so
defective, purchaser may retum same to ClearStream for repair, replacement,
refund or credit at ClearStream’s option. All retums must be authorized in
advance in accordance with ClearStream’s Retumed Goods Policy found in its
then current Price List. The liability of ClearStream under this limited product
wamranty does not extend to any abuse, misuse, improper storage, alteration,
further manufacture, packaging or processing of this product or its repair by
anyone other than an authorized ClearStreamn representative.

THIS LIMITED PRODUCT WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, EXPRESS OR IMPLIED, INCLUDING, WITHOUT
LIMITATION ANY WARRANTY OF MERCHANTABILITY OR FITNESS
FOR A PARTICULAR PURPOSE.

THE LIABILITY AND REMEDY STATED IN THIS LIMITED PRODUCT
WARRANTY WILL BE THE SOLE LIABILITY OF ClearStream AND
REMEDY AVAILABLE TO PURCHASER FOR THIS PRODUCT,
WHETHER IN CONTRACT, TORT (INCLUDING NEGLIGENCE) OR
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KOHKPETHbLIX LIEJIIX, A TAKXE JIOBbIE APYTUE TAPAHTUN).
OTBETCTBEHHOCTD, KOTOPYIO KOMITAHMA ClearStream HECET
MEPEA NOKYTIATEMEM JAHHOIO M3ENMA, B THY. MO
YCJIOBUAM KOHTPAKTOB, HCKOBbIM TPEBOBAHMAM (B T.U. B
OTHO-IIIEHUM XAJIATHOCTH) W [APYIUM IIPETEH3UAM,
OTPAHWUMBAETCA OBbEMOM, 3ASBJEHHBIM B JAHHOM
FTAPAHTUM, U KOMIIAHHUA ClearSteam HE  HECET
OTBETCTBEHHOCTH TIEPEZl TIOKYTIATENIMM 3A JIKOBbIE
HEIMTPSIMBIE, OCOBBIE, KOCBEHHBIE WIH MOBOYHBIE YBbITKH,
BO3HUKIIME B PE3YJIbTATE OBPAIIEHWA C JAHHbIM
W3AETIMEM WM EI'O UCTIOJIb3OBAHHA.

3aKOHOJRTENMCTBO HEKOTOPHIX IUTATOB (WM CTPaH) 3alpeiiacT UCKIovaTh
KOCBCH-HBIC TAPDAHTHH WIH PapaHTHH B CIySaiHBIX WIA
nocneayIolMX noBpe-xaenwii, [To 3akoHy Bawero mrara (WM CTpaHbi) Bkl
MOMXETE HMETD IPABO Ha ACTIUIHHTENLHOE BO3MeLleHwe yiuepoa.

OTHERWISE, AND ClearStream WILL NOT BE LIABLE TO
PURCHASERS FOR ANY INDIRECT, SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES ARISING OUT OF ITS HANDLING OR
USE.

Some states/countries do not allow an exclusion of implied warranties, incidental
or consequential damages. You may be entitled to additional remedies under the
laws of your state/country.

Pexnamauns

Reclamation

YnoymomoseHHLI OpeRCTaBATEDb:

I nomyuerns  fononEMTeTsHON  MHbopMaM, camadHoll ¢
HCTIONB30BAHHEM ME-IHIMHCKONO M3, NOXKATYHCTS, CBOKHTECH C
YNONHOMOYCHHEIM  npeacrashtenieM  OGuersa ¢ orpaHMueHHol
oreerctennoctbio «Bapa Pyc», OO0 «Bapa Pyc», 121596, Poccutickan
denepawpn, Mocksa, yn. [opbyrosa, . 2, crp. 3, srax 5, nome-inexme 11,
xkomsara 1, ojmc A-500.1 xabumer 5, daxc: +7 (499) 372-5003.
complaints CIS@bd.com

For additional information related to the use of the medical product, please contact
an authorized representative of the manufacturer Limited Lisbility Company
«Bard Rus», Lic «Bard Rus», 121596, Russian Federation, Moscow, Gortunova
str., 2, bid. 3, floor 5, premises 11, room 1, office A-500.1 cabinet 5, fax: +7 (499)
372-5003. complaints CIS@bd.com

PacmudpoBka CHMBOJ0B, TNPHMCHSCMLIX MNPH MAPKHpOBKe
MEANIMHCKOro HiJeIHs

Explanation of symbols used in labelling the medical device
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Cumpon | MnenTuuHocTh Identity
HapyxHui# anameTp Karetepa Sheath Outer Diameter
T
BHYTpeHHHI IHaMETp KaTeTepa Sheath Inner Diameter
w
=l
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Honesnas qiHna katerepa

Sheath Useable Length

@ Hapyxuepiit apameTp pacimpurens

Dilator Outer Diameter
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@ BHYTpeHHH AAaMETp pacUIHPHTENA @ Dilator Inner Diameter
1
[_.._. te I—- e
Jnuna pacitupurens @ Dilator Length
3
|
[
|
1 |
< PexoMenayeMblii IpOBOAHHK < Recommended Guidewire
KomnaektaocTs nocrasxu Contents
30
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(3HAKOMBTECH C HHCTPYKUHEH (10 NPHMEHEHUIO

Consult Instructions for Use

¢ | Bepeus ot conuennoro ceeta Keep Away From Sunlight
AN
a
CTEpHIN30BaHO 3THJICHOKCHAOM Sterilized using ethylene oxide
XpaHuTh 8 Cyxom mMecTe T Keep Dry
MiroToBneHo 6e3 HCMONLIOBAHMA NaTEKCa W3 Not Made with Natural Rubber Latex

HaTYpPRIbHOIO Kay4yKka

Asropckoe npaso © 2019 BD. Bce npaea
3ALMINEHE],

Copyright © 2019 BD. All rights reserved.

BD, soromwn BD, Bard, ClearStream u Halo One
ABIAIOTCA TOProBuIMH Mapkamu Becton, Dickinson
and Company win ee hpummanos.

BD, the BD Logo, Bard, ClearStream and Halo One |
are trademarks of Becton, Dickinson and Company or
its affiliates.

® L E § @ E: E

[lpoussoauTem Manufacturer
Hara w3rotosnenus Manufacture Date 7]
He noanexuT NOBTOPHOMY HCRIOL30BAHHIO Do Not Re-use 7

® L E [ o) !’/%E
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He noanexur ﬂOBTOpHOﬁ CTEPHITH3alHH

®

Do not resterilize

®

Homep naptuu

LOT

Lot Number

LOT

He HC"OJ":B)’ﬁTC, €CJIH  CHCTCMA CTCPHIIBHOIO
6apbepa H3ACJIHA HITH €TI0 YINIAKOBKA HApPYILUCHD!

its Packaging is Compromised

Do Not Use if the Product Sterile Barrier System or |

ANHPOreHHo

Non-pyrogenic

@@ =X ®

HUcnonb3oBatsb 10 Use by
Homep no karanory Catalog Number
I'napodunsHoe nokphiTHe Hydrophilic Coating o

@ [l = x®

JlaTa BHINYCKA WJIH NepecMOTPA HHCTPYKIHH

Date of issue or revision of instructions

11/2021

11/2021
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MEePOROA C ANITIWACKONO R HA PYCCKI FILIK . .

HHCTpYKIRS N0 HPHMERCHIN0
Ksarerep nponoaamxonuiit Tonxocrennsili Halo One

«YTBEPXJAIO»
“Clearstream Technologies Ltd.”, Ireland/ « KimactpaM Texronomauc Jira.», Hpnanzas

Crapmnil Memexxep, OTAE] HOPMATHBHO-NPABOROTO ofecnevennn
(QoxacRocmY)

Smanter Jeaaxantn (Elizabeth Delshunty)
(umn)

[noanuce! 4
{nodnuce)

27 oxmbnps 2021 2 dama
Mo

2021

SHHECKOpTH,
oxmrGps 2021 r.
/mogrRch/
Ourorn X. Ducop (Anthony H. Ensor),
TACTHLI MOBEPOHHEIR ¥ ROTAPHYC
oxpyra Yaxchopa
Ilramn:
Knmap Ctpum (Clear Stream)
27 oxtabpn 2021 .
MOMH ATIIEP

3HHHCKOPTH, KO. (MOYNE UPPER ENNISCORTHY,
C0.) YIKCOOPA
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BOA AAHHOTO TeKCcTaBbINOMHEH NepeBoAYMKOM KOTnapoBbiM AHTOHOM iropesnyem.

Poccuiickas degepayms
Mopog MockBa

CemMHaaUaTOro HoA6pA ABe ThicAYM ABafLATb NEPBOro roga
[ PopuHa YnbsaHa AnekceeBHa, BpEMEHHO UCMONHAKOWAaA 0693aHHOCT M HOTapuyca ropoga Mockebl Kopcuka
Bnagw O ‘KT : Iy "THUHOBMYA, CBULETENbCTBYI NOLNMHHOCT b NOANMCK NepeBoynka KoTnaposa AHT OHa

feeu40A\
npucyTCTBUU.
;aBlW er\foKyMeHT ycTaHoBNeHa.

:prec npe:Ne77/2138-H/77-2021-"0
e Wl TpuanbHoro geiicTaua: 400py6. 00 Kon.

Bcero npowHypoBaHoO, NPOHYMepPOBaHO
n cKkpenneHo neyaTbio V nncT(a)(oB)

BPWO HOoTapuyca
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