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NHCTPYKUKMA MO NPUMEHEHUIO
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1HCTPYKUMA No npumeHeHMto Instruction for Use

MHUA ANA NPOBEAEHUNS
OHTPONbHOIO Bew,ecTBa

bICOKOIO laBNeHunA High Pressure Injector line

PON3BO/ACTBO KOMMNAHUM

'K.pKPorian"(ArcKoyal), VipnaHaus
irginia Road, Kells, Co. Meath, Ireland

NMNCAHNE
ESCRIPTION

11 NS MPOBEAEHMS  KOHTPO/LHOrO
CTBa BbICOKOrO [laBNeHMst - 3TO FMbKoe
HAPUYECKOE W3aeNne, KOTOPOe O06bIYHO
THSIET LUMNPWL, C KOHTPACTHbLIM BELLECTBOM
CaHlonelAi  nmauueHTa ANs  BBEAEHUS
PacTHOro BeLLEeCTBA W MPOMbIBAtOLLENA
:0CTU nauyeHTy BO Bpems
FEHIHAOBACKY/ISIPHLIX  Npoueayp  Ans
UNAKTUKKL, NIEYEHUSt WM 0G/EeryeHus
3eBaHVA.

NINe M3roTaB/IMBAETCA M3 CUHTETUYECKMX
MEpPOB, BblAEP>KNBAET HMU3KOE U BbICOKOE
€HME W BbIMYCKAETCA pPasHOA [/INHbI C
aicTBaMn AN BbICTPOro  COeAMHeHUs
<oMm J1t03pa).

KASAHWA

IICATIONS FOR USE

enMe npefHasHauYeHo AN MpPOBeAeHNS
pacTHOro  BellecTBA  BO  Bpems

3NHEeHns PEeHTreH3aHA0BaCKYNAPHbIX
1eayp.
OTBOIMOKA3AHWNA

"TRAINDICATIONS

;CTHble NMPOTUBOMOKa3aHWs npw
reH3HL0BaCKyNAPHbIX
[orpadmuecknx npouenypax.

BOYHbIE peicTtBu=A
E EFFECTS
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Manufactured by

ArcRoyal, Ireland.
Virginia Road, Kells, Co.Meath, Ireland

The high pressure injector line is a flexible,
cylindrical device, which usually connects a
control syringe with a contrast medium to the
patient's cannula to deliver a contrast medium
and a washing liquid to the patient during
endovascular procedures to prevent, treat or
alleviate of disease.

The product is made of synthetic polymers,
maintains low and high pressure and is availa-
ble in different lengths with luer lock connec-
tion.

Device is intended for conducting contrast
medium during endovascular procedures. .

Known contraindications for endovascular
angiographic procedures.
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MNepesog fjaHHO™ eKkcTa chenaH MHOM, nepeBogunkom MamegosbiM TUMypPOM
J>kasaHLu

Poccuiickaa Pegepaums

Mopos Mocksa
[BajuaTb LWeCTOro anpens Ase ThiCAYN CeMHaALATOro roga
,ﬂ, MapTblHOBa HaTanua AHgpeeBHa, BpEMEHHO MCNOMHAKWAaA 0693aHHOCT Y HOTapuyca

roposa Mocksbl AkumoBsa Meba bopucosuya, CBUAETENbCTBYIO MNOAAMHHOCTb NOAMUCU MNepéBOAYbL
Mamegosa Tumypa [>KaBaHWMpoOBMYA.

Mognuce cienaHa B MOEM MPUCYTCTBUN.

JInyHOCTbH MOANWUCaBLUEro [OKYMEHT yCcTaHOBNEHA.

3aperncrTpupoBaHo B peecTpe: No  J°’ n
B3bickaHO rocyfapcTBeHHOW nownnHbl(no Tapudy): 100 py6.

YnnayeHo 3a oKasaHue yc/nyr npaBoBOro M TexXxHWYeCcKoro xapakrTepa: - py6

HA. MapThbiHOBa
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NHCTPYKLNA NO NPUMEHEHUIO
Instruction for Use

/CTPOCTBA ana PEHTIEHIHA0BACKYNSPHbIX
[AnarHocTnyeckmx 1 nevebHbIX Npoueayp,
BK/THOYAOLLINX

aHrnorpaguio, aHrMonIacTuKy

Devices for endovascular diagnostic and therapeutic
Drocedures, including angiography, angioplasty

Megadnatop
inflation Device

ArcRoyal / ApkPoian

MH>XeHep no perynsTuUBHbIM Bonpocam M KadyecTBYy/ QP & Regulatory Engineer
(ponm>kHocT B/position)

KapeH O Paiinu/ Karen O'Reilly
(uma/name)

haet Keaveny (nognuck/signature)
> ubiic, » 20 .

uTort f'lace, Kells. « » _Anpens April 2017

ity Meath, Ireland. «peHb» Mecsy (umdpamu) / «day» month (numerals)

«MoATBepPXaatd TOYHOCTb, NPaBUIbHOCTb U MEPEBO Ha PYCCKUIA A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian
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OYHbIE pevicTtBuU=A
EFFECTS

Wwye noboYHble [AeNCTBUSA, W3BECTHbIE
[ nposeseHnn
[TreHaHZ0BaCKyNAPHbIX

norpauyecknx npoLeayp, BKAKYaoT B
'l HO He orpaHuyYeHbl:

» Basocnasm

* Tpom603

» [wnccekumns aptepun
Mepdhopaums cocynos
CwmepTb

nosnA NPUUMEHEHA
INDITIONSOFUSE

NHOe MeAVLMUHCKOE nsgenvie
3MEeHSIeTC  TONMbKO B YC/IOBUSIX
HOGHbIX 1 Ne4e6HO-NPOPUIAKTUYECKIX
sLYHKAX YUpeXaeHWiA
LLINCMLMPOBAHHbIM MeANLMHCKNM
)COHa/IOM.

(OCOBb NMPMEHEHIA
RECTION FOR USE

paBneHue:

pweHb  CBOOOAEH, KOrga  KHOMKK

KaTbl K MaHOMeTpy. B 3TOM nosfoxxeHuu
MOXeTe TONKaTb WM OTTArMBaTb
3lleHbL AnA pasfyBaHMA WU CcLyBaHUS
lnoHoB.  OTOXMWUTE  KHOMKKM  A/14
XXVUPOBKMW MOPLLUHA. [MoBepHUTE pyUKy Mo
tOBOW CTpEsIKe, YTOObI BNPbICHYTb CMECh
3TpacTHoro Bellectea. [laBneHve B
T/IOHe 0TOBPAXKAETCA Ha MaHOMETPEe.

eAVBLUMCb B MO/IHOM YAaneHuy Bo3ayxa'
cucTeMbl MefdnsTopa, MOACOeANHUTE
) K 6annoHHomy KaTeTepy. CucTema

3KUPOBKM  MO3BONSET  MOAAEPXKMBATb
:TUFHYTOe JaBNieHNe,

S ClyBaHMs  Oa//IOHHOro  KaTeTepa
3e[lBUHbTE KHOMKW MO HanpaBNeHUO K
HOMETPY. Tenepb MOpLLIEHb
C6MOKMpOBaH M MOXHO NPOW3BOAUTbL
/BaHVe 6annoHHOro KaTeTepa.
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Common side effects, known at endovas-
cular angiographic procedures, include but
not limited to:

Vasospasm

Thrombus

Arterial dissection

Vessel perforation

Death

This medical device is used only in the
conditions of medical and therapeutic insti-
tutions by qualified medical personnel.

Operation: The plunger is free when the
buttons are pushed towards the manometer.
In this position you may pull the plunger to
aspirate or push it to inject. Release the but-
tons to lock the plunger. Turn the handle
clockwise to inject the mixture of contrast
medium. The pressure in the balloon is dis-
played on the manometer.

Connect the inflation device to the balloon
catheter after ensuring that the system has
been completely purged. In order to inflate
the balloon pull the buttons, gently turning
the handle clockwise until the desired posi-
tion is reached. The lock system allows the
pressure to be preserved.

To deflate the balloon push the buttons to-
wards the manometer; the plunger is free,
hold the handle to aspirate. Then release the
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4 TOro 4ToGbl pasdyTb  GaoH,
DKMUTE KHOMKW, OCTOPOXHO
BOpauunBainTe PY4YKy MOPLUHA MO
'OBOM  CTpefike,  MOKa  >Kenaemoe
MoXeHWe He  OydeT  [OCTUTHYTO,
crema 610KMPOBKM no3BosseT

<paHsTb JOCTUTHYTOe AaBfieHue. YToObl
Y Tb G&/I10H, HOXKMUTE KHOMKW B CTOPOHY
HOMeTpa; MopLUeHb CBOOOAEH, [epXuTe
TKY BO BpeMs acnupauun. 3atem
3yCTUTE KHOMKW, YTOObI 3a(iMKCUPOBaTh
IO AEePXKMBaTL [aB/EHNE.

NEQYTPEXKAEHNA
ARNINGS
lNocTaBnseTca CTepuibHbIMU.  He

nenonb3ymTe 60e K3 YCTPOUCTB,
ec/In ero ynakoBka Oblia BekpbITa
MM NOBPeXaeHa.
Wcnonb3oBatb A0

YMaKOBKW.

He JlonycKaeTcs NOBTOPHOE
NCMoMb30BaHWe UK MOBTOPHaA
cTepunmnsaums.

YTUnusupymTe  uU3fenne  COrnacHo

YCTaHOBJ/IEHHbIM  TpaBW/1aM nocne
MCcnosib30BaHNA 14 o4HOro nadueHTa.

NCTEUEHMS]  CPOKa
FOfIHOCTW, YKa3aHHOr0 Ha ynakoBke. He
UCMONb3YINTE MOCNE WCTEYEHMSt CPOKa
FOAHOCTM, YKa3aHHOrO Ha 3TUKETKax

In order to inflate the balloon, gently turn-
ing the handle clockwise until the desired
position is reached. The lock system allows
the pressure to be preserved. To deflate the
balloon push the buttons towards the ma-
nometer; the plunger is free, hold the handle
to aspirate. Then release the buttons to lock
and maintain the pressure.

Device is supplied sterile. Do not use
any device if its package is open or
damaged.

Use before the expiry date shown on
the packaging. Do not use after the ex-
piration date stated on the packaging
labels.

Do not reuse or resterilize.

Discard device after a single patient
use according to the accepted proce-
dure.

Use with balloon dilatation catheters.
Read the instructions before use.

cnonb3oBath COBMECTHO c
6aNOHHLIMM AnnaTauMoHHbIMY
KaTeTepamu.

Mepes MpYMEHEHWEM O03HAKOMbTECh C
VHCTPYKLUWEN.
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nunce/

Mn: [MAWK/A KEBEHW, HOTAPUYC FEKTOP
VIC, KENC, TPA®CTBO MUT, UPIAHONA]
4.2017 .

atb: [HOTAPUYC rpadcteo MUT 20.04.2017]
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MNepesop aaH TeKCcTa cAenaH MHOM, nepeBofYMKoM MamefoBbiM TUMYypOM
J>kasaHLL “gH

Poccuitickan depepauus
Mopog MockBsa

[BaauaThb WECTOro anpens ABe ThiCAYM CEMHAALATOro roja
A, MapTblHOBa HaTanus AHApeeBHa, BPEMEHHO MCNOMHALLW a8 0653aHHOCT M HOTapuyca

ropoga Mocksebl AkumoBa I'neba bopucosnya, CBUAETENbCTBYO MNOAMHHOCTbL NOAMUCK MEPEBC
Mamegosa Tumypa [>KaBaHWMpoOBUYA.

Mognuce cpenaHa B MOEM MPUCYTCTBUN.

TnyHoCTbL nofnucaBliero AOKYMeHT yCTaHOB/eHa.

3aperncrTpupoBaHo BpeecTpe: Neo
B3biCKaHO rocyfapcTBeHHOW noruamHel(no Tapudy): 100 py6.
YnnayeHo 3a oKa3aHue ycnyr npaBoBoOro U TeXHWYEeCKOro xapakTepa: py6.

H.A. MapThbiHOBa
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HCTPYKLMSA NO NMPUMEHEHUIO
Istruction for Use

TponcTtea [ peHTreH3aHA0BaCKY MAPHbIX
[arHOCTNYeCKMX 1 NevebHbIX npoLueayp,
:IFOYaOLLINX

[rnorpadmto, aHrMonnacTuKy

Ivices for endovascular diagnostic and therapeutic
ocedures, including angiography, angioplasty

aHungona
mifold

ArcRoyal / ApHPoian

MH>XeHep no perynsiTUBHbLIM Bonpocam M KadyecTBY/ QP & Regulatory Engineer
(pon>KHocTb/position)

KapeH O Painun/ Karen O'Reilly
(mma/name)

p /J h ,

Vv (nognuce/signature)

20 » Anpenb April 2017

«feHb» Mmecay (uudpamun) / «day» month (numerals)

«MoaTBepXKaad TOYHOCTb, MPaBUIbHOCTL 1 NEPEBO/, HAa PYCCKUI A3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian

ael Keaveny,
y ibiic.,

tort Plac6r Kells”™

y Meath, Ireland.
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CTPYKLUMS Mo

NMEHEHMIO Instruction for Use
Hugona Manifold

*/3BOACTBO KOMMaHUN Manufactured by
Poiian"(ArcKoyal), VipnaHawms ArcRoyal, Ireland.

nia Road, Kells, Co. Meath, Ireland Virginia Road, Kells, Co. Meath, Ireland
1CAHVE

CRIPTION

i i 370 0[IHOPa3080e Manifold is a single use multi-port medical

devices that are primarily used to deliver saline
and contrast and to allow the measuring of
blood pressures during angiography and angio-
plasty procedures.Manifold is a device, that
assists to clearly control introduction of fluids
without detaching lines, with the ability to
connect new ones.

)PTOBOE  MEAULMHCKOE  U13aenue,
yemMoe, B OCHOBHOM, [N [OCTaBKU
; pacTBOPOB M KOHTpacTa, a Takke
toLLee M3MepSATb [JaBNeHNe KPOBM MpK
athmm " MaHVNyaLmsX no
acTuke. MaHudong npeacTaBnseT

pa3BeTBUTESb, 370 4eTKO
Mpyemas  opraHusauusi  BBE[EHWS
rei 6e3 OTCOEAMHEHUS NNMHUA C

TOCTbIO NOACOEAVNHEHUS HOBbIX. . . .
ACOCA Compatible with catheters, reservoirs for col-

rMMbl C KaTeTepamu, emKocTaMu Ana  lecting fluids and lines for hemodynamic
KUOKOCTEA WM NWHMAMKU 478 monitoring.

[amMnyeckoro MOHMUTOPUHTa Equipped with a Luer-Lock connection.
H NHO3POBCKUM HAKOHEYHWKOM.

3AHNA

ATIONS FOR USE

ang, npefHasHayeH ans Manifold is intended for use during endo-
tOBaHNA BO Bpems  Vascular procedures.

3HA0BACKY/IAPHBLIX NpoLesyp

MBOMOKA3AHUA

RAINDICATIONS

[be ~ npoTuBONOKasaHWS npu Known contraindications for endovascular
[3HA0BaACKYNAPHbIX angiographic procedures.

)athnueckmnx npoueaypax.

YHbIE JENCTBUNA

iIFFECTS

2 MOOOYHbIE [EACTBUSA, W3BECTHbIE Common side effects, known at endovas-
POBEAEHUN PEeHTreH3HL0BACKYIAPHBIX cular angiographic procedures, include but
'paryecKnX Npouesyp, BK/IOYAKOT B not limited to:

0 He OrpaHnYeHbI: * Vasospasm
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Basocnasm

Tpom603

[unccekums aptepum
Mepdhopaupmsa cocynos
CwmepTb

10BN A NMPUMEHEHNA

EDITIONS OF USE

Hoe MeaWLIMHCKOe u3genve
MEHSIeTC  TOMbKO B YC/OBUSIX
FGHbIX 1 Neuye6GHO-NPOGIAKTUYECKNX

VLIMHCKMX YUPEeXAEHNA
TUPULMPOBAHHbIM MeANLIMHCKAM
:OHa/IoM.

OCOb NMPMEHEHNA

IECTION FOR USE

copii U3 MOPTOB MaHudonga umeet
TWYHOEe  HasHayeHue. OguH  nopT
O/b3yHOT ANA W3MEepPeHUs [aBneHus, K
y  MPUCOEAVHSIIOT  KOMMAYoK WM
efaTuMK  faeneHus. CpefgHuiA  nopt
ONb3ylOT AN [OCTaBKU  COMEBbIX
FBOPOB, WCMO/b3YEMbIX [ANS OYUCTKM
TPEHHUX MPOCBETOB PA3BETBUTENS U
MblBaHUA KaTeTepa. [locnegHuii nopt
ONb3YHOT [151 OCTABKM KOHTpacTa.

EAYTNPEXKAEHS
VRNINGS

[NocTaBnseTca cTepunbHbIMU. He

HONb3yiTe N060e M3 YCTPOWCTB, ecnn
ynakoBka Oblna BCKpbITa W

hexaeHa.

I UICNO/b3YITE NOC/e UCTEYEHNSA CPOKa

HOCTW, YKa3aHHOI0 Ha 3TMKETKax

KOBKMW.

He [0NyCcKaeTcs MOBTOPHOE
t0/1b30BaHMe nnm MOBTOPHas
punmnsaums.

YTununsnpynuTte  u3aenne  COrnacHo
aHOB/IEHHbIM npasuiam nocne

0/1b30BaHWS NS OHOrO NauueHTa.
Ice coeguHeHUA [OMKHbI ObITb 3aXKaTbl
'YHyto (Npu  3TOM WX He cneayet
)exumarb)  Ona - obecrieyeHuss KX
[ekHOCTH 7 npeaynpexaeHns
(hexxaeHns n3genns.

MpoBepbTe BCE COEAMHEHWS, YTOObI
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e Thrombus

» Arterial dissection
*  Vessel perforation
e Death

This medical device is used only in the
conditions of medical and therapeutic insti-
tutions by qualified medical personnel.

Each side port on the manifold has a differ-
ent use. One port is used to measure pres-
sure to which a dome or pressure transducer
is connected. The middle port is used to de-
liver saline that is used to clean the lumen
of the manifold and flush through the cathe-
ter. The last port is used to deliver contrast.

Device is supplied sterile. Do not use
any device if its package is open or
damaged.

Do not use after the expiration date stat-
ed on the packaging labels.

Do not reuse or resterilize.

Discard device after a single patient use
according to the accepted procedure.

All connections should be hand tight-
ened, without over-tightening, to ensure
their security and prevent damage to the
device.

Check all connections to ensure they are
tight and secure to prevent air from en-
tering the system.



TbCA, UYTO OHWM XOPOLUO 3aXKaTbl W
CHbl 1151 NPeAOTBPALLEHMS NonagaHms
Xa B CUCTEMY.

WTENbHO OCMOTPUTE  M34eNna  Ha
e My3blpbKOB BO3AyXa 1 MOIHOCTbIO
Te X nepes MHbEKLMEN.

)eAVHEHNs  AO/MKHbI  BbINOMHATHLCA
0 c yCTpOMCTBaMW,
eTCTBYIOLMMM  TPeboBaHMAM  Ans

)BCKMX COEAVNHEHIA.

laHugongbl HU3KOro [JaBneHus He
[a3HaueHbl 4719 MOLLHOIO BMpPbICKa,
NbKY  3TO  MOXET MpuBeCTM K
aMn Uvnn nonagaHuio  BO3AYLUHbIX
)bKOB B CUCTEMY.

bl NMPEOOCTOPOXXHOCTI
CAUTIONS

CnefyeT WCMOMb30BaTb W3JeMA €O
17O WIN  MOBPEXAEHHON CTEPU/bHOM
BKOA Ecnm ynakoBKa MoBpex/aeHa unm
iTa, W3genve  cnegyet  U3bATb U3
LIMOHHON 30HbI, 4TO6LI MPeaoTBPaTUTL
tOMO0/b30BaHME HEe M0 Ha3HaYeHWto, |
Tb €ro NPOV3BOANTESHO.

) v3fenne npefHasHayeHO TOMbKO [A/1a
rasoBoro NPUMeHeHKs. OHo He
1a3Ha4YeHO  4N19  Je3vHgekuMn  u
:AYIOLLEr0 MOBTOPHOIO  UCMOJIb30BaHNS,
OXKET NPUBECTU K MOSIOMKE WU3LEeNNSA N
Tb PUCK 3aPaKEHNS.

SueHKa  BO3MOXHOCTU MOBTOPHOM
JOTKM WM MOBTOPHOW  CTepunmnsaumm
)ro n3genna He NpoBoaunack. MoBTOpHas
)OTKa unyM  cTepunmsaums MoryT craTb
3HOW MOBPeXAeHWs 134enns, NPpUBeCTU K
enpurogHocT A1 UCMOoJb30BaHNA WK
;Ub 3a COOOW BbIXOM U3OENNSI U3 CTPOS C
PKHbIMW ~ MOCNeACTBUMAMWM B BUE
eBaHus, TpaBMbl UM CMEPTU NaLMeHTa.

AHTUNHbIE OBASATE/IbCTBA
CANTIES
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Examine the products carefully for en-
trapped de-bubble prior to injection.
Connections should be made only with
devices compliant with requirements for
luer connections.

Low Pressure Manifolds are not intend-
ed for power injection as this may result
in leaking and/or allow air bubbles into
the system.

. Product should not be used if sterile

packaging is damaged or opened. If packag-
ing is damaged or opened, remove from

the operative area to prevent unintended
use, and return to the manufacturer.

. This device is for single patient use
only. It is not intended for disinfection and
subsequent re-use, which may result in de-
vice failure or create the risk of contamina-
tion.

. This device has not been evaluated
for reprocessing or re-sterilization. Repro-
cessing or re-sterilization may damage the
device, rendering it unusable or may lead to
device failure, which could result in patient
illness, injury or death.
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Vin: [MAVIK/1 KEBEHW, HOTAPUYC MEKTOP
\C, KEJIC, TPA®CTBO MUT, UPJTAHANS]

12017T.
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MNepesog faH, eKcTa CfenaH MHOR, nepeBog4ynMkoM MamegosbiM TUMYpOM
J>KaBaHL

Poccuiickaa ®egepauns
Mopos Mocksa

[BajuaTb LWIECTOro anpens fse ThiCAYM CEMHaALATOro roga
A, MapTblHoBa HaTanus AHApeeBHa, BpEMEHHO UCMONHAKOWAA 0693aHHOCT M HOTapuyca

ropoga Mocksbl AkKumoBa IMneba bopucosnya, CBUAE T ENbCTBYIO MOLUHHOCTbL NOAMUCU MEPEBOJ
Mamegosa Twumypa [><kaBaHWwunposunya.

Mognuce cgenaHa B MOEM MPUCYTCTBUN.

JIN4HOCTbH MOANWUCABLUEro [JOKYMEHT yCTaHOB/eHa.

3aperncrTpuposaHo B peecTpe: Ne
B3bickaHO rocyfapcTBeHHOW noruauHel(no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycayr NpaBoBOro U TEXHUUECKOro xapakTepa: — pyb6.

H.A. MapTblHOBa

Bcero npowHyposaHo, m

M CKpenneHo nevyaThblo

BPMNO HoTapuyca
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ArcRoyalL

1HCTPYKUMA NO NPUMEHEHUIO
nstruction for Use

CTPOUCTBA A1 PEHTIEH3H/J0BACKYISIPHbIX
NarHOCTMYECKNX 1 NeYebHbIX NpoLeayp,
KNHOYatoLLmX

Hrorpadmnio, aHrMoNNacTUKy

levices for endovascular diagnostic and therapeutic
rocedures, including angiography, angioplasty

OpKep
he Torque Device

ArcRoyal / NpkPoian

MH>XeHep no perynsaTuUBHbIM BonpocaMm u KadyecTBY/ QP & Regulatory Engineer
(pon>kHOCTbL/position)

KapeH O Painnu/ Karen O'Reilly
(umsa/name)

(nognucw/signature)

rO»_Arlpenb April___ 2017

«feHb» Mecal (unppamu) / «day» month (numerals)

«MoATBepPXKAa0 TOYHOCTb, NPaBUILHOCTbL U NEPEBOA Ha PYCCKUIA A3bIK»
el Keaveny. I hereby certify accuracy, correctness and reliability

Aubiic, of this document translated into Russian
ft r-Jace, Kells,
Weath, Irelanc

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



[HCTPYKUMA no npumMmeHeHMto Instruction for Use

oOpKep

PON3BOACTBO KOMMAHUM

"pkPonan"(ArcKoyal), VipnaHaus
irginia Road, Kells, Co. Meath, Ireland

NMMCAHNE

ESCRIPTION

ep npeacTaBnsieT coboil YCTPOWUCTBO ANs
eHMs  MNPOBOAHMKA, MpefHa3HaYeHHoe

MCMO/Mb30BaHMs BO BPEMs MPOBEAEHUS
;UHO-COCYUCTLIX MpoLieayp Ans BBOAA
30HVKOB B COCYAMCTYIO CUCTEMY, MX
LLIOHMPOBAHMSA 1 (DUKCALMN Ha MecTe.

cTaBnser coboit He60/bLUYHO
HOPWYECKYHO  LUMOHOYHYIO  32KUMHYHO
%y, KOTOpas npu MPUCOEANHEHUN K
CUM&/IbHOMY KOHLYY WHTEPBEHLMOHHOIO
OfHVKa, [aeT BO3MOXHOCTb OrepaTopy
INHATb ~ TOYHble  MaHuNynauuM  C
OLHVKOM.

€p He npeaHasHayeH A4 WMHBa3WBHbIX
FKTOB U1 UMIMNaHTaunn.

ep He NPeayCcMOTPEH [Nst UCMOMb30BaHMs
[eTaHMM C neKapCTBEHHbIMK CpeaCTBaMY
yrumMn MeaULMHCKUMK TEXHONOTUSIMMN,

CA3AHA

ICATIONS FOR USE

.€p NpeaHa3HavyeH A4 UCnoJsib3oBaHUA BO
A PEHTITeH3HA0BACKYAPHbLIX MPOLenyp, a
HO - ucnonb3yeTcd And obecneyeHus
d NPOBOAHWKaA B COCYANCTYH) CUCTEMY.

.€p npegHasHa4yeH ANA kpaTkocpouHorcl
Ba3MBHOrIo MCNoNb30BaHUA (yCTpOVICTBO B
M BMAE WM Kakue-nMbo ero 4acTu He
Ha3Ha4eHbl ANnA BBeAeHWA B TENO, 4epes
PCTUSA U MOBEPXHOCTL TeNa).

‘ep He npefHasHaueH ans:

)I/IJ'IaKTI/IKI/I, MOHUTOPWUHTA, JIeHeHNA NN
bLLUEHWS CTEMEHN TSAXKECTU 3a60/1eBaHMS;

reHcaLum NoBPEeXAEHNS NN HapyLLIEHWIA;

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

The Torqgue Device

Manufactured by

ArcRoyal, Ireland.
Virginia Road, Kells, Co. Meath, Ireland

The Torque Device is a device to manage a
guidewire, intended for use during cardiovascu-
lar procedures to introduce guidewires into the
vascular system, allowing them to be posi-
tioned and locked in place.

Torque Devices is a small cylindrical pin vise
clamp slides overhe proximal end of the
steerable quidewire, permitting the operatie to
perform fine manipultaions of the guidewire.

The Torque Device is not intended for invasive
contact or implantation.

The Torque Device is not intended for use in
conjunction with medicines or other medical
technologies.

The Torque Device is intended for use during
endovascular procedures, namely - to introduce
guidewires into the vascular system.

The Torque Device is intended for short-term
non-invasive use (not intended in whole or in
part, to penetrate inside the body, either through
a body orifice or through the surface of the
body).

The Torque Device is not intended to:
prevent, monitor, treat or alleviate dis-
ease;
compensate for injury or handicap or;
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MepeBo faHHLIO TeKcTa chenai MHORN, nepeBogunkoM MamegosbiM TUMypOM
O>kaBaHuLWppT™M™M

Poccuiickaa Pegepauns
Mopos Mocksa

[BaaLaThb WECTOro anpens ABe ThiCAYM CEMHAALATOro roga
[ MapTbiHosa HaTannsa AHapeesHa, BpEMEHHO MCMONHAWAA 0683aHHOCT M HOTapuyca

roposa Mocksbl AkumoBa IMneba bopucosnya, CBUAETENbCTBYIO MNOLNUHHOCTbL NOAMUCU MEPeBOAU
Mamegosa Tumypa [>KkaBaHLWKMpoBUYa.

Moanuck cienaHa B MOEM MPUCY T CTBUK.

JInyHOCTb nofnucaBLUero JOKYMEHT yCTaHOB/eHa.

3aperucrTpuposaHo B peecTpe: Neo ,J TIY

B3bicKaHO rocyfapcTBeHHOW nownunHbl(no Tapudy): 100 py6.
YnnayeHo 3a 0KasaHue yCcnyr NnpaBoBOro M TeXHWYECKOro xapakTepa: zzzl py6.

H.A. MapTblHOBa

42

Bcero npowHyposano'Ll,oHymeposco 'O ;
W cKpenneHo ne y an w o [ 48iclla)[sg) //
P iy Tt

BPMNO HoTapuyca
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ArcRoyal

1HCTPYKUMA NO NMPUMEHEHNIO
nstruction for Use

'CTPOWCTBA gnsi PEHTIEHIH/I0BACKYISIPHBIX
[MarHocTMYecKnX 1 neyebHbIX Npoueayp,
:K/THOYAOLLIMX

Hrorpaguo, aHrMonIacTUKy

)evices for endovascular diagnostic and therapeutic
Irocedures, including angiography, angioplasty

Linpuu, 4na BBeleHUA KOHTpPAcTa
lontrol syringe

ArcRoyal /ApkPoian

MH>XeHep no perynsTuMBHbIM Bonpocam M kadyecTBY/ QP & Regulatory Engineer

(pon>kHocTb/position)

KapeHn O Painun/ Karen O'Reilly
(nma/name)

o £ X ,

(nognwucb/signature)

» Anpenb April__ 2017

«feHb» mecay (undpamun) / «day» month (numerals)

«MoATBePXKAatd TOYHOCTb, NPaBUIbHOCTbL U NEPEBOA Ha PYCCKUIA A3bIK»
I hereby certify accuracy, correctness and reliability
ael Keaveny, of this document translated into Russian
Nnt3*y ' ubtic,
durort PJace, Kells,
inty Meath, Ireland
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raHOB/IEHHbIM npasniam nocne

Mnonb3oBaHNA anda 0gHOro nauneHTa

EPbI MPEAOCTOPOXHOCTWU
"ECAUTIONS

He cnegyetr wucnonb3oBaTb W3genus co
KPbITOA WM NOBPEXAEHHON CTEPUIbHOM
aKOBKOW. EC/MM ynakoBKa MoBpexpaeHa Wiu
KpbiTa, U3denve  cnefyeT  U3bATb U3
ePauMOHHON 30HbI, YTOObI MPeAoTBPaTUTb
3 MCMONb30BaHME He MO Ha3HaYeHuo, U
3HYTb €ro NPOM3BOAUTENIO.

310 um3fenve npefHasHayeHo TOMbKO AN
HOpPa3oBOrO  MpuUMeHeHWsi.  OHO  He
eAHa3Ha4YeHO  And  Ae3nHdekuMnm  u
Cneaytoruero MoBTOPHOrO  MCMOb30BaHMS,
3 MOXKET NMPUBECTU K MOJIOMKE M3AeNNA Un
5AaTb PUCK 3apaXKEHNS.

OueHka  BO3MOXHOCTU NMOBTOPHOW
paboTKN WM MOBTOPHON  CTepuam3auumu
MHOr0 M3Aenns He NpoBoAunack. MoBTopHas
paboTka WM CTepunmsaums MoryT craTb
MUYMHOIN MOBPEXAEHUA U3AENNS, NPUBECTU K
) HEMPUroAHOCTU ANS UCMOMb30BaHWS WK
BNeYb 3a COOOM BbIXO[, U3LeNUs U3 CTPos C
BMOXHbIMW  MOCNEACTBUAMM B BUAE
toNneBaHus, TPaBMbl UM CMEPTY NauyeHTa.

IPAHTUNHBIE OBA3ATEJ/IbLCTBA
ARRANTIES

OM3BOAWTENb FapaHTUPYET COOTBETCTBYE
Lermin - TpeboBaHUAM, YKasaHHbIX B
CTOArLEM PYKOBOACTBE, MpW COBMHOAEHNM
TpebuTenemM  YC/OBWIA  3KCMyaTaumm,
aHCMOPTUPOBaHMA " XpaHeHMs,
a3aHHbIX B HACTOSILIEM PYKOBOACTBE.

. Product should not be used if sterile
packaging is damaged or opened. If packag-
ing is damaged or opened, remove from

the operative area to prevent unintended
use, and return to the manufacturer.

. This device is for single patient use
only. It is not intended for disinfection and
subsequent re-use, which may result in de-
vice failure or ereate the risk of eontamina-
tion.

. This device has not been evaluated
for reprocessing or re-sterilization. Repro-
cessing or re-sterilization may damage the
device, rendering it unusable or may lead to
deviee failure, which could result in patient
illness, injury or death.

The manufacturer guarantees conformity
of medical devices to the requirements, in-
dicated in this instruetion for use provided
that usage, operation, transportation and
storage terms set forth herein are met.

:NoBNA TPAHCINOPTUPOBAHUA N XPAHEHWNA
JNDITIONS OF TRANSPORTATION AND STORAGE

BAVLIMHCKOE M3[enue TpaHCMopTMpyeTCs
MU BUAaMu TpaHcnopta B  KpPbITbIX
3HCMOPTHBIX CPeACTBax B COOTBETCTBUM

npasuiamm NepeBo3KM rpy308,
ACTBYIOLLMX Ha TpaHCropTe KaXkoro
[a, B NPOXNagHblX, CYXWX, TEMHbIX

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

The medical device is transported using all
available modes of transportation in the
covered vehicles according to the transpor-
tation rules forced on each transportation
mode, in cool, dry, dark place, at tempera-
ture from 0°C to +40°C and air relative



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



E

¥ (K 9

\
/

\d
.

AR

-

._’

@,

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



pkPoisn

oanuce/

1tamn; [MAK/ KEBEHW, HOTAPVYC FEKTOP
NNENC, KEJIC, TPA®CTBO MUT, PNAHANSA]
1.04.2017 1

eyatb: [HOTAPNYC TPA®PCTBO MNT 20.04.2017]
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MepeBof faHHOe TeKcTa CAeflaH MHOM, nepeBogunkoM MamegosbiM TUMypoM
J>KasaHWUppT™™M

Poccuiickaa Pegepauus
Mopos Mocksa

[BajuaTb WecTOro anpens Age ThiCA4YN CeEMHaALATOro roga

A, MapTbiHOBa HaTanma AHgpeeBHa, BpeMEHHO ucnonHsAwwas 06593aHHOCT M HOTapumyca
ropoga Mocksbl AknmoBa Mneba bBopucosuya, cBueTenbCTBYHO NOANMHHOCT b NOANMUCU MEpPeBoC
Mameposa Tumypa [>KkaBaHWKMpoBUYa.

Mognuck caenaHa B MOEM MPUCYTCTBUU.

JIM4yHOCTb nojnucasliero LOKYMEHT yCTaHOB/EeHa.

3aperncrTpupoBaHo BpeecTpe: No P TN T C
B3bickaHO rocyfapcTBeHHOW nownnHbl(no Tapudy): 100 py6.

YnnayeHo 3a OKasaHue yc/nyr npaBoBOro U TeXHUYECKOro xapakTepa: zzz. Py6

HA. MapTbliHOBa

Bcero npowHypowHa, PpopT
M CKpenneHo nevagbio. nucT(d'toe *
V_ |11

ny,. 1"

BPMNO HoTapuyca"'”
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HCTPYKLUMSA N0 NPUMEHEHUIO
Istruction for Use

TPOWCTBA A1 PEHTIEHIHA0BACKYMSIPHbIX
[arHOCTUYECKMX 1 NeyebHbIX MpoLeayp,
:NFOYaLOLLMX

rnorpagmto, aHrMonnacTUKy

vices for endovascular diagnostic and therapeutic
ocedures, including angiography angioplasty

IH/MH KOHTpONIA gaBneHnA
essure Monitoring Line

ArcRoyal / ApkPolian

MH>eHep no perynaTuUBHbIM BonpocaMm u KadyecTBy/ QP & Regulatory Engineer
(pon>kHocTb/position)

KapeHn O Paiinu/ Karen O'Reilly
(umsa/name)

\O/\ N

(nognuck/signature)
» Anpens April___ 2017

«MoaTBepXKaa0 TOYHOCTb, MPaBUIbHOCTb M MEPEBOA, HA PYCCKUIA S3bIK»
I hereby certify accuracy, correctness and reliability
of this document translated into Russian

[VdcKael Keaveny,
Notary ' ubiic

HeuaToftHace, Kells,

County Meath. Ireland.
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1cTpyKumsa no npumeHeHuto Instruction for Use

IH/M KoHTpONA AaBneHnd

PON3BOACTBO KOMMNAHUN
Moan'"(Arcfoyal), NpnaHams
lia Road, Kells, Co. Meath, Ireland

[CAHVIE
CRIPTION

S KOHTPONS [aBfieHMs1 MCNONMb3yeTca B
TBe n3genms MeAMLMHCKOr 0
HEHMA 415 MOHUTOPWHIa 3a60NeBaHus,
A KOHTPONSA AaBneHus npefjHasHaveHa
paboTbl B  KayecTBe  BbIHOCALLEN
Tpanm  Ans gpyrux - npuoéopos
ropuHra AaeneHus. JIMHWM KOHTpONA
HWS HakKayaHbl CTEPW/IbHbIM COJEBbLIM
OpOM MO TakUM >ke [aB/eHVEM,
Oe O0KasblBaeT KPOBb Ha CTEHKM
ViR, 3a CYET CXKaTusa XXNAKOCTU BHYTPU

I MOHUTOPUHTa NaBNeHNs,
NanbHoe NaB/eHve nauueHTa
aeTcd C MOMOLLLI0  nepejaTyviKa
HOr0 [IaBMEHUsI  HaMpPsSIMY0  Yepes
O  MOHWUTOPWHra  [JaBneHus A1
eHu.

1KA3AHWHA

DICATIONS FOR USE

Ve npeaHasHauYeHo ANs MHBA3VBHOIO
'OpUHra  [aBneHuMs  BO  Bpems
BEHLIMOHHbIX MPOLeayp.

OTMBOIMNOKASAHUA
NTRAINDICATIONS

Hble  MPOTMBOMOKA3aHUs
LLI3HA0BACKYNAPHbIX
rpauyeckmx npoLeaypax.

npu

160YHbIE pevicTtBu=A
)E EFFECTS

Pressure Monitoring Line

Manufactured by

ArcRoyal, Ireland.
Virginia Road, Kells, Co. Meath, Ireland

Pressure Monitoring line (PML) function as a
medical device used to monitor a disease. The
intended use of the pressure monitoring line is
to function as an extension line to other pres-
sure monitoring products. The pressure moni-
toring lines are primed with sterile saline solu-
tion, which is exposed to the same pressures as
those exerted by blood on the wall of an artery.
By compression of the fluid inside the pressure
monitoring line, the patient’s arterial pressure
is transmitted directly through the pressure
monitoring line for measurement by a blood
pressure transducer.

Device is intended for invasive monitor-
ing of pressure during interventional pro-
cedures.

Known contraindications for endovascular
angiographic procedures
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MNepesog paHHN cTa cAenaH MHOM, nepeBofyMKoM MamefoBbiM TUMYPOM
[>KasaHLwmp”™

Poccuinickana depepauus

Mopos Mocksa
[BajuaTb WecTOoro anpens Ase ThiCAYM CEMHAALATOro roga
,ﬂ, MapTbiHOBa HaTanua AHfpeeBHa, BpeEMEHHO uUcnonHsawWwaa 0693aHHOCT M HOTapuyca

ropoga Mocksebl AkumoBa I'ne6a bopucosnya, CBUAETENbCTBYO NOAJMHHOCTbL NOAMUCU MepeBoaun
MamepoBa Trwypa [>kaBaHWupoBuYya.

Mopnuce cgenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbH nofnucaBLUero [JOKYMEHT yCTaHOB/eHa.

3aperncrTpupoBaHo BpeecTpe: No (0 24 A
B3bicKaHO rocyfapcTBeHHOW nownunHbl(no Tapudgy): 100 py6.
YnnayveHo 3a okaszaHldN nyr npld w”™ro n TexHUYeCcKoro xapakTepa: zzzz Py6-

@I HA. MapThbiHOBa

Bcero npomHypOBa.\.H'((J; np.pHx_(pUJp’\
N CKpeneHo nevaTbl».A (a)(oB)

BPMNO HoTapuyca

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



NHCTPYKUMA NO NMPUMEHEHNIO
Instruction for Use

YCTPOWCTBA A1 PEHTrEHIHA0BACKYNAPHbIX
NMarHOCTUYECKUX 1 NeYebHbIX npoueayp,
BK/THOUALOLLIMX

aHruorpaguto, aHrMonaCcTUKy

Devices for endovascular diagnostic and therapeutic
procedures, including angiography, angioplasty

Y-KOHHEKTOp
Y Connector

ArcRoyal / ApkPolian

MH>XeHep no perynsTuMBHbIM Bonpocam n kayecTBy/ QP & Regulatory Engineer
(pon>kHocTb/pOSition)

KapeH O Paiinu/ Karen O'Reilly
(mma/name)

lichael Keaveny,
Mnt4» > mubiic,
euutort Race, Kells,

(nognwuck/signature)
‘unty Meath, Ireland.

0o .
« » _Anpens April 2017
«feHb» mecay (undpamun) / «day» month (numerals)
«[oaTBEPXKAa0 TOYHOCTbL, MPaBUILHOCTL U MepeBos Ha pyCCKMVI A3SbIK»

| hereby certify accuracy, correctness and reliability
of this document translated into Russian
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VHCTPYKUNS MO0 MPUMEHEHNIO

Y-KOHHEKTOp

Mpon3BOACTBO KOMMaHUN

"ApkPoian"(ArcKoyal), VpnaHaus
Virginia Road, Kells, Co. Meath, Ireland

OMMCAHWE

DESCRIPTION

Y- KOHHEKTOp npeacTaenser coboin Y-
06pasHbI COEAVHUTENb, KOTOpbIV
npeAHasHa4yeH A1 WUCMOMb30BaHUA  MpK
npoBefeHNM PEHTreH3HA0BaCKYNAPHbIX
npoueayp.

Y-KOHHEKTOp MOXeT OblTb WCMO/b30BaH C
ANarHoCTUYECKNM KaTeTepoMm,
NPOBOAHVKOBbLIM KaTeTepom nnm

WNHTPOAbLIOCEPOM. 3roTOBNEH 13 NPO3PayYHOro
nnacTvka A9 KOHTPONA My3bIpbKOB BO3A4yXa,
UMEeeT OAWH WM [Ba remMoCTaTUYecKmx
perynMpyembixX KnanaHa, KOTOpble MO3BOSIAKOT
BBOAWUTb WUHCTPYMEHTHI AnameTpom o1 3F Ao 9
F, npegoTeBpawiatoT  pearOKC  KPOBM U
acrnmpauuilo aTmMoctepHoro Bo3gyxa. Wwveet
OOKOBOE OTBEfEHMe, KOTOPOe MO3BOJISET
OMbIBaTb  WMHCTPYMEHT,  Haxofdlmics B
npocBeTe KaTeTepa/MHTPOAtOCEPa, W MOXKET
MCNONb30BaTbCA B KayeCTBe AOMOSHUTENbHOW
NH(Y3VOHHOW NIMHUW 151 BBELIEHWS KOHTpacTa
W NHbIX NIEKAPCTBEHHbIX PacTBOPOB.

MOKA3AHWA
INDICATIONS FOR USE
Y-  KOHHeKTOp  o6ecreyuBaeT  BBefeHWe

MPOBOAHVMKOB WM KaTETEPOB B COCYAMCTOE
PYyCcno, UX MO3ULMOHMPOBaHME W (PUKCALWIO
Ha MeCTe, CHWXas BEPOSTHOCTb W3USHUS
KPOBM BO BpeMsl BBefeHWSt  Gan/oLLroro
KaTeTepa B MPOBOAHMK. 3Ta CXema [aeT
BO3MOXKHOCTb OCYLLIECTBNSATh BMPbICK
KOH3'pacCTHOTO  BELIeCTBA W  OTCMEXMBaTh
[aBfieHNe uYepe3 KaTeTep C MNPOBOAHUKOM,

HE3aBMCMMO  OT  MeCcTa  HaXOX[AeHus
G6annoHHoro kateTtepa. [locne  BBegeHUA
KaTeTepa noBOpoOT perynnpoBOYHOro

KOMeCUKa MO3BOMISIET MPEKpaTUTh  MOTEPHO
KPOBU 1 [IBMKeHVS KaTeTepa. [ocne BBegeHus

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

Instruction for Use
Y Connector

Manufactured by

ArcRoyal, Ireland.
Virginia Road, Kells, Co. Meath, Ireland

Y connector is a Y-style adapter, which is de-
signed for application dnring endovascular
procedures.

Y-connector could be used with diagnostic
catheter, guiding catheter or sheath introducer.
Y-connector is manufactured of transparent
plastie to control formation of air bubbles, pro-
vided with one or two haemostatic valves al-
lowing to introduce instruments with diameter
from 3F to 9F, preventing blood reflux and air
aspiration. Y-connector is provided with a
sideport, which allows washing out the instru-
ment which is placed the lumen of cathe-
ter/introducer, and could be used as additional
infusion line for injection of contrast or other
medicinal solutions.

The Y eonnector provides a means for insert-
ing guidewires of catheters into the vascula-
ture, and positioning and locking them into
place, minimizing back - bleeding while the
balloon catheter is inserted into guiding eathe-
ter. This set up allows the injection of contrast
and pressure monitoring through the guiding
catheter, regardless of balloon catheters posi-
tion. If catheter is inserted, turning the thumb
wheel prevents blood loss and catheter move-
ment. If guidewire is inserted, turning the
thumb wheel reduces blood loss.
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MepeBog gaH  O”NTeKCTa CAenaH MHOW, nepeBofuMKoM MameosbiM TUMypoM
J>kasaHLu M

Poccuitckasa deaepaums
Mopog MockBa

[BajuaTb WeCcTOro anpensa Ase ThiCA4YN ceMHajLaToro roga

A, MapTblHOBa HaTaunsa AHapeeBHa, BpeMeHHO ucrl AnHAwwWwas o6s3aHHOCTW HOTapuyca

ropoga Mockebl Akumosa Mne6a bopucosmya, cBUAETeNbCTBY NOANMHHOCT b Nognucu nepesogy\
Mamegosa Tumypa [>KkaBaHWMpoBMYA.

Mognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTb nofnucaBLlero JOKYMEHT yCTaHOB/eHa.
3aperMcTpupoBaHoO B peecTpe: Ne,

B3bickaHO rocygapcTBeHHON nownmHbi(no Tapudgy): 100 py6.

YnnayeHo 3a oKasaHue yc/nyr npaBoBOro U TexXHMYECKOro xapakrepa: — py6

H.A. MapTblHOBa

Bcero npowHypoBaH yMepoBaHpy

N CKpenseHo neyaTb. nucT(a)(osN
‘A

BPVO HoTapuyca o A
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