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gAY ONA

|/|HCprKLI|I/IFI nNoO NPpUMEHEHNIO Instruction for use

Q
0
YcTpoiicTBa ANs aHrnorpauy n ambonusaymm: Devices for angiography and embolization:
KateTep npoBogHukoBblin ENVOY 6F, ENVOY 6F Guiding Catheter,
KaTtetep npoBOoAHMKOBbLIKH ENVOY XB, ENVOY XB Guiding Catheter,
KaTeTep NpoBOAHWKOBbIi ENVOY 5F. ENVOY 5F Guiding Catheter.

.. (for use in the Russian Federation)
{&na npnmeHeHus B Poccuiickoin ®esepaumn)

y

Medos Inlemafional SARL
Chemin-Blanc 38. 2400

Le Locle, Switzerland

41 32 933 83 00

iJ
«Mepgoc VHTepHewHn CAPJI»
LLlemeH-BnaH 38
Ne-Noknb, CH'2400, LUBeiiyapus
Q 41329338300

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:
Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

YNoMHOMOYEHHBI NpeacTaBuTeNb B Poccuiickoii ®egepauymu
000 «[>KOHCOH & [XXOHCOH»

Poccus, 121614, r. Mocksa, yn. Kpbinatckad, 4. 17 kopn. 2
TenedoH; 8 (495) 580 77 77, dakc: 8 (495) 580 78 78

BAXHAA MHPOPMAL WA IMPORTANT INFORMATION
O3HaKoOMbTeCb Mepes NPUMeHeHNEM Please Read Before Use
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OMNA

j=2 Vi

HanmeHoBaHne MW, mogenn mnu BapumaHTbl MCNonNHeHns MW

YcTpoiicTBa AN aHrmorpapum m amb6onmsayuu

BapunaHTb MCNONHeEHUSA:

5. KaTteTep npoBogHNKOBbIN ENVOY 6F:

5.1.
5.2,
5.3.
5.4.
5.5.
5.6.
5.7.
5.8.
5.9.

oo

5.10.
5.11.
5.12.
5.13.

ApekTnBHAA annHa 90 cm, hopma mnsrnba STR;
ApekTnBHAA gnamHa 90 cm, hopma nsrnb6a MPC:
AphekTnBHAA annHa 90 cm. hopma nsrnba MPD;
AdpdexkTnBHAA gamHa 90 cm, hopma nsrnéa CBL MOD;
AddexkTnBHas gavHa 90 cm, dhopma nsrnoda H1;
AddekTrBHaA gnHa 90 cMm, hopma nsrmnba SIM2;
AppekTnBHAA gnmHa 100 cm, hopma nsruba STR;
AhekTnBHAA gnnHa 100 cm, hopma nirmba MPC;
ApdexkTnBHaAn gnnHa 100 cm, dopma nsrnba MPD;
ApekTnBHAA gnamHa 100 cm. hopma usruba CBL MOD:
AhekTnBHAA annHa 100 cm, hopma m3rmba H1;
AdexkTnBHAA gnmHa 100 cMm. hopma m3rnba SIM2;
WHCTPYKLMA N0 NPUMEHEHNIO.

6. KateTtep npoBogHUKOBbLIN ENVOY XB:

6.1.
6.2.
6.3.
6.4.
6.5.
6.6.
6.7.
6.8.
6.9.

6.10.
6.11.
6.12.
6.13.

ApekTnBHAA gnmHa 90 cm. hopma nsrmba STR;
AhhekTnBHAA annHa 90 cm, hopma nsrnba MPC;
AdhhekTnBHAA annHa 90 cMm, hopma nsrnba MPD;
AphekTnBHAA annHa 90 cMm. hopma nsrmba CBL MOD;
AdhdhekTnBHaAA agnmnHa 90 cm, hopma nsrnoda H1l;
AppekTnBHAA annHa 90 cM. hopma nsrmba S1IM2;
AppexkTnBHAA gnmnHa 100 cMm, hopma usruba STR;
AdhekTnBHAA gnmHa 100 cm, hopma nsrmba MPC;
AdhdekTnBHAA gnmnHa 100 cMm. hopma nsrmba MPD;
AhdexkTnBHaa gnmnHa 100 cm, hopma nsrnba CBL MOD;
dhhekTMBHAA gnnHa 100 cm. hopma narmba Hl;
AppexkTnBHAA gnnHa 100 cm, hopma nsrnba SIM2;
WHCTPYKLMS N0 NPYMEHEHUIO.

7. KarteTep npoBogHuKoBbIi ENVOY 5F:

Medical Device name, models or variations of M D

Devices for angiography and embolization

V ariations:

5. ENVOY 6F Guiding Catheter:

5.1. Effective length 90 cm, shape of curve STR;

5.2. Effective length 90 cm, shape of curve MPC;

5.3. Effective length 90 cm. shape of curve MPD;

5.4. Effective length 90 cm, shape of cur\'e CBL MOD;
5.5. Effective length 90 cm. shape of curve HI;

5.6. Effective length 90 cm. shape of curve S1M2;

5.7. Effective length 100 cm, shape of curve STR;

5.8. Effective length 100 cm. shape of curve MPC;

5.9. Effective length 100 cm, shape of curve MPD;
5.10. Effective length 100 cm. shape of curve CBL MOD;
5.11. Effective length 100 cm. shape of curve H1L
5.12. Effective length 100 cm, shape of curve S1IM2;
5.13. Instruction for use.

6. ENVOY XB Guiding Catheter:

6.1. Effective length 90 cm. shape of curve STR;

6.2. Effective length 90 cm, shape of curve MPC;

6.3. Effective length 90 cm, shape of curve MPD;

6.4. Effective length 90 cm, shape of curve CBL MOD;
6.5. Effective length 90 cm, shape of curve HI;

6.6. Effective length 90 cm, shape of curve S1IM2;

6.7. Effective length 100 cm. shape of curve STR;

6.8. Effective length 100 cm, shape of curve MPC;

6.9. Effective length 100 cm, shape of curve MPD;
6.10. Effective length 100 cm. shape of curve CBL MOD;
6.11. Effective length 100 cm, shape of curve HI;
6.12. Effective length 100 cm, shape of curve S1IM2;
6.13. Instruction for use.

7. ENVOY 5F Guiding Catheter:
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7.1. AdhdekTnBHaAA agnnHa 90 cm, dopma m3rnba CBL MOD;
7.2. O¢dekTnBHas anuHa 90 cMm. popma nsrmba H1;

7.3. AdhdexkTnBHaa gnnHa 90 cm, opma nsruda MPC;

7.4. AdpdexkTnBHaa gnmnHa 90 cm. hopma nsrnéa MPD;

7.5. AdhdekTnBHAA gnmHa 90 cm. opma m3rmnba STR;

7.6. ApdekTnBHAA gnnHa 100 cm, opma nsrnba CBL MOD;
7.7. AdhdhekTnBHAA agnmHa 100 cm, dopma mnsrnoa Hl;

7.8. AdhdexkTnBHaa gnnHa 100 cm, dopma nsrnba MPC:

7.9.  OgdekTnBHada anuHa 100 cMm, popma nsrnba MPD;
7.10. 3dpdekTuBHasa gnavHa 100 cm. popma nsrmnba STR.
7.11.  VHCTpPYKUWA MO NPUMEHEHUIO.

HasHaueHUe

YcTporicTBa 419 aHruorpagun 1 am6om3aumnn npefHasHayeHbl ANs OCYLLECTBIEHNS
JocTtyna K cocyfaM ro/IoBHOMO Mo3ra B COOTBETCTBMM C  CMEUUUYECKUM
Ha3Ha4YeHNEM KaXKAOoro yTpoMCTBa.

KaTeTepbl npoBogHMKOBble ENVOY 6F / ENVOY XB / ENVOY 5F
npegHasHaveHbl 418 WUCMOMb3oBaHWA B cocygax LHC npu BHyTpucocyaucTol
YCTaHOBKE MHTEPBEHLMOHHBIX WM ANarHOCTUYECKNX U3LENNIA.

OnHcaHHeE

KaTeTep npoBogHUKoBbIii ENVOY 6F / ENVOY XB / ENVOY 5F — 310
O4HOKaHa/IbHbI BUTON KaTeTepe LUMPOKMM HEKOHWYECKMM MPOCBETOM,
KOTOPbI/ 06/1er4yaeT BHYTPUCOCYAMCTOE MPOXOXAEHNE MHTEPBEHLMOHHbIX
ycTpolicTB. NMpOBOAHMKOBOMY KaTeTepy npuaHa onpeaeneHHas gopma gns
0651eryeHns No3nLNOHNPOBaHUA.

MTokas3aHMa K NTPUMEHEHMUNIO

KaTeTepbl npoBogHukoBble ENVOY 6F / ENVOY XB / ENVOY 5F
nokasaHbl A8 WCMNoAb3oBaHMS B cocygax LIHC npu BHyTpucocyaucToi
YCTaHOBKE WHTEPBEHUMOHHbIX UAN AUArHOCTUYECKNX U3AENNA.
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7.1.
7.2.
7.3.
7.4.
7.5.
7.6.
7.7.

Effective length 90 cm, shape of curve CBL MOD;

Effective length 90 cm, shape of curve HI;

Effective length 90 cm. shape of curve MFC;

Effective length 90 cm, shape of curve MPD;

Effective length 90 cm. shape of curve STR;

Effective length 100 cm, shape of curve CBL MOD:

Effective length 100 cm. shape of curve HI;

7.8. Effective length 100 cm. shape of curve MFC;

7.9. Effective length 100 cm, shape of curve MPD;

7.10. Effective length 100 cm, shape of curve STR.

7.11. Instruction for use.

Intended use:

Devices for angiography and embolization are intended for providing
access to cerebral vasculature in accordance with specific intended use of
every device.

ENVOY B6F/ ENVOY XB/ ENVOY 5F Guiding Catheters are intended
for use in the neurovasculature for the intravascular introduction of
inten'entional or diagnostic devices.

Description

ENVOY 6F/ ENVOY XB/ENVOY 5F Guiding Catheter is a single
lumen, braided catheter with a large non-lapered lumen that
facilitates the intravascular passage of interventional devices. The
guiding catheter is preshaped to facilitate positioning.

Indications

ENVOY 6F7 ENVOY XB/ ENVOY 5F Guiding Catheter is intended
for use in the neurovasculature for the intravascular introduction ol
intei*ventional/diagnostic devices.
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N

MpoTuBONoOKasaHUs
M3BecTHbIe MPOTUBOMNOKA3aHMUA OTCYTCTBYIOT.

MpcpocTepexxeH us

YTnnusnpoBaTb NPOBOAHUKOBbLIA KaTeTep Moc/fe OAHOW  Mpouegypsbl.
CTpyKTypHast LEeNoCTHOCTb W/unu ¢QyHKUMSA MOFyT ObiTb HapylleHbl B
pesynbTate MOBTOPHOIO0 WCMOMIb30BaHMS WM O4YUCTKWU. KaTeTepbl KpaiiHe
TPYAHO MOAJAIOTCA  OYMCTKE TMOCMEe  KOHTaKTa C  OMOI0rMYecKnmun
mMaTtepuasiamn 1M Npu MOBTOPHOM WUCMOJ/Ib30BaHMM MOTYT BbI3BaTb Y MNauueHTa
No60oYHbIe peaKkLuu.

He ncnonb3oBaTb €¢ KOHTPacTHbiMK cpegamun Ethiodol wnm Lipiodol. a Takxe
OPYTMMU KOHTPACTHbIMU Cpejamu, BKOYAKLWNUMM KOMMNOHEHTbI 3TUX CPes.
Mepbl NPesoCcTOPOXHOCTH

e He ncnonb3oBaTb €C/1M yNakKoBKa BCKpbITa WM MOBPEXAeHa.

e Vicnonb3oBaTb L0 UCTEUYEHUS CPOKA rOAHOCTM.

e Bo3sgelictBue Temnepatyp Bbiwe 54°C (130°F) moxXeT noBpeanTb
KaTeTep.

e He nogBepraTb BO34eNCTBUIO OpraHUYeCcKMX pacTBOpUTESNEN.

+ OcmoTpuUTe NPOBOAHMKOBLIN KaTeTep Nepej MCNOMb30BaHMEM, YTOObI
yb6egnTbCsA, 4TO ero pasmep, opma W COCTOSHUE COOTBETCTBYIOT
onpeaeneHHoOW npoueaype.

e Ecnnm B xofe BMmewartenbCTBa BO3HUKaeT CU/IbHOE COMPOTUBIIEHME,
NpUOCTAHOBUTE BMeLlaTeNbCTBO " onpegenute NPUYUNHY
COMPOTUB/IEHUSA Mpexae, YeM MPOLO/DKUTL npoueaypy. Ecnn npnunHa
COMPOTMB/IEHUA He MOXET 6bITb YCTaHOB/IEHA, U3B/IEKUTE KaTeTep.

* Heobxoan.mo cobnofaTb KpaliHOK OCTOPOXHOCTb, YT0ObI M36eXaTb
NOBPEXAEHNA  COCYLOB, 4Yepe3  KOTOpble MNPOXOAUT  KaTeTep.
MpoOBOAHMKOBLIN  KaTeTep MOXET BbI3BaTb OKKJ/IO3UK  MESIKUX
cocygoB. Heobxogmmo cobnofaTb OCTOPOXHOCTb, YT0ObI u3bexaTb
NOSTHOTO NpeKpalleHNs KPoBOTOKa.

e YpesmepHoe BpaleHWe KaTeTepa B M30THYTOM COCTOSHUW  MOXET
NPMBECTU K MNOBPEXAEHWUIO, KOTOPOE MOXET MoBJieYb BO3MOXHOE
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Contraindications
None known.

W arnings

Discard the guiding catheter after one procedure. Structural integrity
and/or function may be impaired through reuse or cleaning. Catheters
are extremely difficult to clean after exposure to biological materials
and may cause adverse patient reactions if reused.

Do not use with Ethiodol or Lipiodol contrast media, or other such
contrast media which incoiporates the components of these agents.

Precautions

Do not use open or damaged packages.

*Use prior to the “Use By” date.

*Exposure to temperatures above 54°C (130°F) may damage the
catheter.

*Do not expose to organic solvents.

eInspect the guiding catheter before use to verify that its size, shape,
and condition are suitable for the specific procedure.

«1f strong resistance is met during manipulation, discontinue the
procedure and determine the cause for the resistance before
proceeding. Ifthe cause of the resistance cannot be determined,
withdraw the catheter.

*Extreme care must be taken to avoid damage to the vasculature
through which the catheter passes. The guiding catheter may occlude
smaller vessels. Care must be taken to avoid complete blood flow
blockage.

*Torquing the catheter excessively while kinked may cause damage
which could result in possible separation along the catheter shaft.
Should the guiding catheter shaft become severely kinked, withdraw
the entire system (guiding catheter, guidewire, and catheter sheath
introducer).

*Advancement, manipulation, and withdrawal of the guiding catheter

Le Lade « T -4, 32 93* 8000



NAT ONA

EXCS

0TCOefMHEHNE CTepPXXHSA KaTeTepa. B cnydae 4ype3MepHOro neperuéa
NMPOBOJHWKOBOr0 KaTeTepa, U3BMeKMTe BCIO cUcTeMY (MPOBOAHUKOBBI
KaTeTep, NPOBOAHWK U MHTPOAbOCED).

« T[poaBuKeHMe NPOBOJHUKOBOrO KaTeTepa, MaHUNYASALUMM C HUM W
M3BfeYeHne  Bcerga  cfieayeT  BbIMOMAHATL  NOJ  KOHTPO/EM
PEHTreHOCKOMUMU.

HeXenaTtenbHble ABMIEHUA
BmMmewaTenscTBa, CONPoOBOXKAaloLnecsa YpeCcKoXXHbIM BBEjeHNEM KaTeTepos.

[LO/MKHbI MPOM3BOAMTBLCS TO/IbKO BpayaMu, OCBEAOMJ/IEHHBIMU O BO3MOXKHbIX
0CNOXHEHUAX. OC/IOXHEHUS MOryT pasBMBaTbCA KakK BO Bpe.Ms
BMeLLaTeNbCTBa, TaK U Moc/ie ero 3aBepLUeHus.

B uncno BO3MOXHbIX OCIOXKHEHWUIA B.XOAAT:

» Buonornyeckass HeCOBMeCTMMOCTb/LLIOK

 jucTanbHas ambonunsayus

e ambonA

e remMaTomMa B MecTe Bxofa

* KPOBOU3NNSAHNE

* NHheKL A

* HEBPOJIOTMYECKUI fePUUNT, BKIKOYAS MHCY/IbT U CMEPTb

* cNasmM cocynoB

* NOBpPEXAeHNe cocyaoB (HesHaunTe/IbHOe/3HaUNTETbHOE)

* TPOM603, AUcceKUMsa unm nepgopayms cocynoB

PeKOMeHAYEMbI MOPSAOK BbIMO/HEHUS MpoLeayp

1. OCTOpPOXHO W3BNEKMTE MPOBOAHMKOBbLIN KaTeTep ENVOY 6F / ENVOY
XB / ENVOY 5F 13 ynakoBKu.

2. TMocne wu3BnevyeHWs M3 YNakKOBKW TMpOBepbTe KaTeTep Ha OTCyTCTBME
NMOBPEXAEHUA.
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should always be performed under flouroscopic guidance.

Complications

Procedures requiring percutaneous catheter introduction should not
be attempted by physicians unfamiliar with the possible
complications. Complications may occur at any time during or after
the procedure.

Possible complications include the following:
ebio-incompatibility/shock

edistal embolization

eembolism

ehematoma at the entiy' site

*hemorrhage

einfection

eneurological deficits including stroke and death

evasospasm

evascular damage (minor/major)

evessel thrombosis, dissection, or perforation

Recommended Procedure

1. Gently remove the ENVOY 6F/ ENVOY XB/ ENVOY 5F
Guiding Catheter from its packaging.

2. Inspect the catheter upon removal from packaging to verify that it
is undamaged.

Meacs Ir.ternaticnai Sa'l * Chemm- Blare 38 case pcb;ale, CH-3"CO Le Locle - | -<1' 32 934 80DD
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MpegynpexaeHne. 3anpeliaeTcsd WMCNONb30BaTb KaTeTep, MMEKWLWMUA KaKue-
nme6o

noppexgeHus. [pu o06Hapy>XeHUM MNOBPEXAEHUS 3aMeHUTe Ha [ApYroi
HEMOBPEXAEHHbIN NpPoOBOAHUKOBLIN KaTeTep ENVOY 6F / ENVOY XB /
ENVOY 5F.

3. Mepes wucnonb3oBaHMeM MPOMOLMTe MNPOCBET MPOBOAHUKOBOFO KaTeTepa
ENVOY 6F / ENVOY XB / ENVOY 5F renapnHusMpoBaHHbIM
hn3M0N0rNYecKUM pacTBOPOM™,

* - 3[ecb W ganee no TeKCTY KOHUEHTpauus (n3nMonornyeckoro pacteoBpa
0.9%.

4. BBeauTe MNPOBOAHWKOBLIA KaTeTep B COCyJ 4Yepe3 WHTPOAbKOCEp Mo
npoBogHuKy panametpom 0,97 mm (0,038 pgrorimos) wmnam 0,89 mm (0,035
AHOMMOB), MCMONb3Yys NpeanovYnTaeMyro MeTOANKY YPECKOXHOro BBeAEHUS.

5.  O6ecneubTe  HemnpepbiBHOE  MPOMbIBaHWE  reNapuMHU3NPOBAHHbIM
(hU3NOMOTNYECKMM  pacTBOPOM 4epe3 OOKOBOW OTBOJ BpaljaloLlerocs
remMocTaTM4YecKoro KnanaHa, MOACOEAMHEHHOr0 K pasbemy Jliospa Ha
afanTepe NPOBOAHWKOBOI0 KaTeTepa.

I‘Ipvuvleanme. PeKOMeH,ﬂ,yeTCﬂ nogaep>XueaThb HEMPEPbIBHOE NPOMbIBaHWE
renapuHN3NpPoBaHHbIM (PU3M0N0rNYeCKUMm pacTBopoM Memcay
npoBoAHMKOBbIM KaTeTepom ENVOY 6F / ENVOY XB / ENVOY 5F u
N06bIM BHYTPUNPOCBETHbLL YCTPOACTBOM, MPOXOAALWMM KOAKCManbHO
yepes Hero,

6. lMop (NOOPOCKOMMYECKMM KOHTPO/IEM MNpPoABUraiTe MNPOBOAHNKOBbIN
KaTeTep MO MNPOBOAHMKY A0 LOCTMXKEHUS XXenaemMoro nosioXeHus.

7. W3BnekuTe MNpPOBOAHWK Mepef BBefeHWEM APYTMX BHYTPUCOCYAUCTbIX
YCTPOWCTB MAN UH(Y3NEN KOHTPACTHbIX BELLECTB.

FapaHTuilHb e 0653aTenbCcTBA
Ha npogykuuto 6peHga CERENOVUS, onucaHHy B faHHOW nybnnkauum,
He pacnpocTPaHATCA KakMe 6bl TO HW OblI0 SIBHO BbIpaXeHHble Wn

nogpasymMmeBaemMble rapaHTun, B TOM yucne BK/1lO4HaKOLWne noobIe

nogpasymeBaemMble rapaHTuUun rogHocTn Ans npoga>kn  wnnun rapaHTumn

MPUrogHOCTU ANA  WUCNOMb30BaHMA MO  HasHadeHuio. Hu  npy  Kakux
Page 7 of 22

Warning: Do not use a catheter that has been damaged in any way. If
damage is detected, replace w'ith another ENVOY 6F/ ENVOY XB/
ENVOY 5F Guiding Catheter that is not damaged.

3. Prior to use, flush the lumen of the ENVOY 6F/ ENVOY XB/
ENVOY 5F Guiding Catheter with a heparinized saline* solution.

* - hereinafter in the text the concentration of saline 0.9%.

4. Introduce the guiding catheter into the vasculature through the
catheter sheath introducer, and over a .038" (0.97 mm) or .035" (0.89
mm) guidewire using a percutaneous entry technique of choice.

5. Set up a continuous heparinized saline Bush through the sidearm of
a rotating hemostatic valve attached to the Luer lock fitting of the
guiding catheter hub.

Note: It is recommended that continuous heparinized saline Jlush
he maintained between the ENVOY Guiding Catheter and any
intraluminal device passed coaxially through it.

6. Under fluoroscopic guidance, advance the guiding catheter over
the guidewire until the desired position is attained.

7. Remove the guidewire prior to the introduction of other
intravascular devices or infusion of contrast auents.

Warranty

THERE IS NO EXPRESS OR IMPLIED WARRANTY.
INCLUDING WITHOUT LIMITATION ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE, ON THE CERENOVUS BRAND
PRODUCT(S) DESCRIBED IN THIS PUBLICATION. UNDER
NO CIRCUMSTANCES SHALL MANUFACTURER BE LIABLE
FOR ANY DIRECT. INCIDENTAL, OR CONSEQUENTIAL
DAMAGES OTHER THAN AS EXPRESSLY PROVIDED BY
SPECIFIC LAW. NO PERSON HAS THE AUTHORITY TO BIND
MANUFACTURER TO ANY REPRESENTATION OR
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06cTOATENbCTBAX KOMMAHWUA-NPOM3BOAUTENIb He HeceT OTBETCTBEHHOCTU 3a
Kakue 6bl TO HM ObIZI0 NpPsMble, C/yYaHble WM KOCBEHHbIE YObITKM, KpOMe
Tex, KOTOpble npsimMo npeaycMOTpPeHbI B COOTBETCTBYHOLLEM
3aKoHojaTenbCcTBe. HuKakue nuua He YMNOAHOMOYEHbl MPeAocTaBnATb OT
UMEHN KOMMNaHWWU-MPOU3BOANTENS KaKyl-1Mb0 MHGMOPMALMI0 UK rapaHTum,
3a UCK/I0YEHUEM Cry4vaeB, 0C060 OrOBOPEHHbIX B AaHHOM [JOKYMEHTE.
OnucaHna UNn TeXHUYECKMEe XapaKTepUCTUKKU, NPUBOAMMbIE B Ny6aMKaumsax
KOMNaHWM-nNpon3BoaMTens, B TOM 4ucie B [JaHHOW  nybauvkauuwm,
npefHasHayYeHbl UCKNHOUNTENBHO AN NpeAocTaBneHns obLeli nHhopmauumn o
NPoAYyKLMM Ha MOMEHT ee MPOM3BOACTBA M HW B KOEM C/ly4yae He SABAAIOTCA
N3M0XEeHNEM rapaHTUNHbIX 0683aTeNbCTB.

KomMnaHusi-Nnpon3BOAUTENb He HeceT OTBETCTBEHHOCTU 3a KaKue-nnmbo
npsmble, CrAy4vailHble WM KOCBEHHble YObITKW, MPUYNHEHHblE BCeACTBME
NOBTOPHOr0 UCMO/Ib30BaAHNA €€ NPOAYKLNN.

YTtunusayunsa

M3gnenne He oKasbiBaeT BPeLHOro BO3LENCTBUA Ha OKPYXKAIOLL YO cpesy npu
CO6M0AEHNN YCNOBUIA 3KCNyaTaumn, TPaHCNOPTUPOBKN, XPaHEHNS U
yTunnsauunn.

Vicnonb3oBaHHble M3LeNnNA, a TakXe ynakoBKa, nognexar yTuansaumm B
COOTBETCTBUWN C HOPMaMU, NPESYCMOTPEHHbBIMU AN YTUNU3aumm
NOTEHLMANbHO 3arpA3HALWNX MEULUHCKUX OTXOLO0B.

B Poccuiickoin depepaymmn nsgenusa nognexat yTUamM3aumm no NctedeHnm
cpoka cnyX6bl B COOTBETCTBUU C NMPUMEHUMbIMMN IOKASTbHBbIMU
3aKOHOJaTeNbHbIMU aKTamu.

Onsa ncnonb30BaHHOINo M3fenna Knacc onacHOCTU MeAULMHCKUX OTXO0A0B
NCX0AA M3 XapaKTepuUCTUKMU MOPGOsIorM4ecKoro coctasa: knacc b
(anngemMunoniornyeckun onacHble 0TxXoAbl). Knacc MeguLLMHCKMX OTX040B
HENCNo/Ib30BaHHOI0 nsgenusa —A.

B cnyuyae ucteyeHUs cpoka rogHoOCTU UM NOBPEXAEHUSA YNaKOBKU U3Lenns
TakxXe nognexart yTunusaunun. HesarpssHeHHasa ynakoBKa yTUNU3NPYeTCH Kak
ObITOBbIE OTXOAbI.
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38 case pcstale Cb-540D Le Lode - T

WARRANTY EXCEPT AS SPECIFICALLY SET FORTH
HEREIN.

Descriptions or specitlcalions in Manufacturer printed matter,
including this publication, are meant solely to generally describe the
product at the time of manufacture and do not constitute any express
warranties.

Manufacturer will not be responsible for any direct, incidental, or
consequential damages resulting from reuse of the product.

Disposal

The product has no harmful effect on the environment to the
conditions of operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in
accordance with the standards provided for the disposal of potentially
polluting medical waste.

In the Russian Federation, devices are to be disposed of at the end of
their service life in accordance with the requirements applicable local
legislation.

TTie hazard class of medical waste for used device is based on the
characteristics of the morphological composition: class B
(epidemiologically hazardous waste). Medical waste class of unused
product - A.

In the case of expiration date or damage to the packaging, the
products are also subject to disposal. Uncontaminated packaging is
recycled as household waste.

w41 32 934 8000



YCNoBMUS TPAaHCNOPTUPOBKMN N XpPaHeHMNH
Mabnuua
HaunmeHoBaHMNE
Temnepatxa
OTHOCUTeNbHAsA BNaXXHOCTb
ATmochepHoe gaBneE™ e

EQNAXRONA

E=QO

CERENOVUS

it LT <ymAc

TVaor«AMT Ts%

REF
[

YYYY-LLTOO
11

2 YYYY-MM-DD

ISTERILEIEO

®

Ovana3oH
oT +10°C go +30°C
oT 30% 0 95%
700-1060 rMa

Toprosas mMapka

Komep no Katanory

Howmep naptuim

[Jata nsrotosneHns
(FFrr-MM-44)

Mcnonb3oBatb [0
[T T-MM-44)

Crepunusaups
3TUIEHOKCUAO0M

3anpeT Ha NoBTOpPHOE
npviMeHeHne
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Conditions of transportation and storage

Table
Designation
Temperature

Range
(+10X)-(+30°C)
30% - 95%
700-1060 gPa

Interpretation of symbols used on the package
Trademark name

CERENOVUS

narorne KOHMB B BR/AVIVIT

Relative humidity
Baroinetric pressure

Catalogue number

REF

Lot Number

Date of Manufacture

H 1 YYYV-MVDO
] tYYYY-MM-DD)

Use by (YYYY-MM-
YYYY-MVIDD DD)

STERILE EO Sterilized by EO

Do not reuse

Niecio$ Irieff,a:u-nal Sa-1 « Chemm- Blar- 3S. case pos:ale CH-2400 Le Lode « T mu 32 93d 8000
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X
X

1RADIOPAQUE

Rik
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He cTtepunusosars
MOBTOPHO

B cooTBeTCTBMM C
(hefepasbHbIM
3aKOHOJATE/IbCTBOM
(CLUA) sto usgenve
MOXET ObITb NPOAAHO
TO/MLKO Bpayy Wav no
Ha3HayeHWo Bpaya

BHumaHve!
O6patutech K
WHCTPYKLMWK M0
npuMeHeHuto!

W3penve anuporeHHo

PEHTreHOKOHTpPaCTHbIi

Konnyectso: 1.

O6patuTtecs K
WHCTPYKLMK NO
NPYMEHEHMIO

Page 10 of 22

mVlecos li'iter-ialicrai Sa'l « Cfiemm- Blanc 38. case posiale. CH-1;4G0 Le Lc

5¢ Only

X

RADIOPAQUE

1 ] ¥
A

L/l

-4' 32 934 8000

Do not re-sterilize

Federal Law (United
States of America)
restricts this Device to
sale by, or on the ordei
of a physician.

Caution! Consult
Instruction for use

Apyrogenic

Radiopaque

Quantity; 1pc.

Consult Instruction for
use

Manufacturer
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AnuporeHHo

ﬂ,OﬂOfIHI/lTeﬂbHaﬂ nmHbpopmayus gna NMPUMEHEHNA HA TEPPUTOPUN P o Additional information for Russian Federation
Oamanmadymans bk notpebuntenmn Potential consumers
npegHasHayeHbl 41 UCMO/Ib30BaHNA KBaIM(ULMPOBAHHbLIM The products are intended for use by a qualified specialist in the field

AnuNaaneTom B 06/1acTM CEPAEUYHO-COCYAUCTON XUPYPrum, o6yUYeHHbIM A8 of cardiovascular surgery, trained to work with these products.
paboTbl C AaHHbIMU MU34eNNAMM

0 ’V\(b’\pNIaVIHFI 0 NeKapCTBEHHbLIX MpenapaTtax n (VII'II/I) Information about medicines and (or) pharmaceutical substances
A. oManeBTMUYeCKUX cybcTaHLMAax B cocTaBe MW included in M D

NekapcTBeHHbIe cpeAcTBa B cocTaB KaTeTepoB nNpoBoAHUKOBbIX ENVOY 6F /  Drugs are not included in ENVOY 6F/ ENVOY XB/ ENVOY 5F
g~"VOY XB/ ENVOY 5F He BXogAaT. Guiding Catheters.

yjrJ"qcHb mMmaTepnanoB XMUBOTHOTO MU (UAN) YeNOBEYECKOTO List of materials ofanimal and (or) human origin

OHCXOXAeHUSA MaTtepuasbl XXUBOTHOIO M Y€/I0BEHECKOTr0 MPOUCXOXAEHUSA Materials of animal and human origin are not included in ENVOY
B cocTaB KaTeTepoB NpoBoAHNKOBbIX ENVOY 6F / ENVOY XB / ENVOY 5F 6F/ ENVOY XB/ENVOY 5F Guiding Catheters.

He BXOAAT.

K TEXHUWYECKOMY 0GCAYXMNBAaHNI W PEMOHTY M U Requirements for technical supportand repair of M D ENVOY
KareTepbl npoBoagHMKoBble ENVOY 6F / ENVOY XB / ENVOY 5F 6F7 ENVOY XB/ ENVOY 5F Guiding Catheters are disposable
ABNAIOTCA MEAULMHCKUMU U3LETUAMWN OLHOKPATHOr0 NMPUMEHEHUA 1 He medical products and are not subject to maintenance, including
NAGAKNT TEXHUYECKOMY 06CTY>XXMBaHWI0, BKIKOYasA OUYUCTKY U cleaning and disinfection.
[le3VH(EKLNIO.

-pKPEYEHbL CTAHLAPTOB/LIST OF STANDARDS

Katef@nbl nposoanmnknsue WA nr/ n
Homep ctanpgapTta MWropg Beinycka HanmeHoBaHuNWe cTaHAapTa
Cucrtema KayecTBa
IN~iso 13485:2012 CucteMbl ynpasieHUs KayecTBOM - MegnumMHCKne nsgenmsa - CuctemMHble TpeboBaHUA 1A
Page 12 of 22
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o

BSEN ISO 14971:2012

OuvpekTtuea EBponeiickoro CoBeTa
93/42/EEC oT 14 nioHAa 1993 roga ¢
nonpaskamu oT 2007 roga, MpunoxeHue Il

BS ENISO 11607-1:2009

BS EN ISO 11135-1:2007

BS EN ISO 10993-7: 2008

uenei perynnpoBaHus.
MeguumHcKue nsgenus - FNMpuMeHeHUe MeHeXAMEHTA pUCKa K MEAVULIMHCKAM W3Ae/TUSM.
AnpekTrBa No MeANLUNHCKUM U3LeNNAM.

YnakoBKa

YnakoBKa MeNLNHCKUX N3[eNNA, CTEPUIM3YEMbIX Ha 3aBepLUaloLLLeli cTagnum Npou3BoACTBa -
YacTb 1: TpeboBaHMSA K MaTepuanam, 6apbepHbIM CUCTEMaM A/si CTEPUIN3aLUN n
YNaKoBOYHbIM CUCTEMAM.

Ctepununsaumns
CTepunmsaumns nsgenmini MeguLMHCKOro HasHadeHus. Okeug saTuneHa. Yacte 1 Tpe6oBaHuA K
paspaboTKe, BaAngaumMm 1 TEKYLLEMY KOHTPOJIO Npouecca CTepUImsanmm meguumHCKnX
n3aenuni.
OueHKa 61M0N0rM4ecKoro AencTemsa MegULNHCKUX n3gennii. OcTaTouHoe cofepXaHue
3TUNEHOKCHAA nocne cTepunmsaumm —Yactb 7.

5C3OI'IaCI/IOCTb/3KCI'II'IyaTaLI,I/IOHI'Ible XapakKTepuctukKn npoaykumm

BS EN ISO 10555-1:2009*
ISO 59401; 1986(E)

ISO 594-2; 1998 (E)
NIM1/ ANSI HET75: 2009

BS EN 62366: 2008

BS EN 1SO 10993-1:2009

KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHBIE OAHOKPATHOro NpuMeHeHuns. Yactb 1; O6uune
TpeboBaHUS.
HaKOHEYHMKKN KOHUYECKME C KOHYCHOCTbIO 6% (J1t03pa) ANns WnNpuueB, UM U APyroro
MeAMLUUHCKOro obopygoBaHmsa. Yacte 1 O6wmne TpeboBaHuA
HakoHeYHUKN KOHMYEeCKUE C KOHYCHOCTbIO 6% (J1t03pa) ana Wnpuues, UM 1 opyroro
MegMLUMHCKOro obopyaoBaHusa. YacTtb 2. JIO3pOBCKUE HAKOHEYHUKU
MpoeKTUpoBaHMe ¢ y4eTOM Ye/loBeHeCKUX (PaKTopoB - KOHCTPYKUUA MeAULUHCKUX N3LeNniA.
MeauunHckme nsgenms. Mcnonb3oBaHne TEXHONOTNIA MPUMEHNMO K 3KCMTyaTauMOHHbIM
CBOMCTBaAM MeAULUHCKUX U3aeNuii.

BuocoBmecTMMOCTb
OugeHKa 61MoI0rM4YecKoro AencTBus MegULMHCKUX M3gennii. Yactb 1. OugHKa U UCMbITaHMS B
pamkax rpouecca ynpasieHns pUcKom

Page 13 of 22
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BS EN ISO 10993-5:2009 OueHKa 610/10rMYecKOoro AencTBmMs MegUUNHCKNUX n3genunii. Yactb 5: McnbiTaHus

T Ol\)/\

LUMTOTOKCUYHOCTW in vitro.

g BS EN ISO 10993-4: 2009 OueHKa 6M0I0rNYECKOro AeACTBMSA MeAULUHCKUX n3gennii. Hacte 4: Bbl60p ncnbITaHWiA,
K OTHOCALMNXCA K B3aUMOJENCTBUIO C KPOBbIO
o dapmakones CLUA <661> (2013) KoHTeliHepbl - MAacTuK, PU3NKO-XMMUYECKNE UCMbITaHUA.
Mapknposka
BS EN ISO 15223-1: 2012 MeguunHckue nsgennsa - CUMBO/bI, NPUMEHSeMble NMPY MapKUPOBKe MEAULIMHCKUX U3AeNnii,
Ha 3TMKeTKax M B COMPOBOAMTENbHOA AOKYMeHTaL NN,
BSEN 1041:2008 MHdopmauusa, npegoctaBnsiemMasi MpoON3BOANTENEM MEAULIMHCKUX U3AENNIA.
KnunHun4yeckue faHHble
MEDDEYV 2.7.1, pekabpb 2009 roga OueHKa KIMHUYECKUX JaHHbIX: PYKOBOACTBO 418 NPOM3BOAUTENEN N HOTUDULNPOBAHHbIX
OpraHoB.
MEDDEYV 2.12-2, auBapb 2012 roga PyKoBOACTBO MO NOCTMaPKETUHIOBbIM K/IMHUYECKUM WUCCefOBaHUAM.

*BbIN BbINO/IHEH aHaIN3 HefOYEeTOB, W ero pesysbTaTbl MOKasaan, YTo NPOBeAEeHHbIE UCMbITAHUA 0TBEYaIn UKW Npesblwany TpeboBaHus,
onpepeneHHble B BS EN ISO 10555-1:2013 «KaTeTepbl BHYTPUCOCYAUCTbIE CTEPU/IbHBIE 0AHOKPATHOr0 NpuMeHeHus. Yactb 1 O6uime

TpeboBaHWA»
Standard/Guidance/Uirective | Description
Qualit>’ System
BSEN ISO 13485:2012 Quality Management Systems - Medical devices - System requirements for regulatory purposes
BS ENISO 14971:2012 Medical Devices - Application of risk management to medical devices
European Council Directive 93/42/EEC of Medical Device Directive
142 0f June 1993 Amended 2007. Annex 11
Packaging
BS EN ISO 11607- 1: 2009 Packaging for Terminally Sterilized Medical Devices - Part 1. Requirements for Materials,
Sterile Barrier Systems and Packaging Systems
Sterilization
Page 14 of 22
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BS EN I1SO 11135-1:2007

BS EN ISO 10993-7: 2008

BS EN ISO 10555-1: 2009*
ISO 594-1: 1986 (E)

ISO 594-2 : 1998 (E)

AAMI/ANSI HE75:2009

BSEN 62366:2008

BS EN ISO 10993-1: 2009
BSEN ISO 10993-5:2009

BSEN ISO 10993-4:2009
USP <661>(20!3)

BS EN ISO 15223-1: 2012

BS EN 1041:2008

MEDDEYV 2.7.1 December 2009
MEUUEYV 2.12-2, January 2012

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

McOis i

Sterilization of Healthcare products Ethylene Oxide: Part 1 Requirements for development,
validation and routine control of a sterilization process for medical devices

Biological Evaluation of medical devices: Ethylene oxide sterilization residuals - Part 7

Product Safety/Performancc
Sterile, single use intravascular catheters Part 1. General requirements; Sterile

Conical fitting with a 6% (Luer) taper for syringes, needles and certain other medical
equipment: Part 1- General Requirements

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical
equipment: Part 2 - Local fittings

Human Factors Engineering - Design of Medical Devices

Medical Devices. Application of usability engineering to Medical Devices

Biocompatibilitv
Biological Evaluation of medical devices: Evaluation & Testing - Part 1

Biological Evaluation of medical devices Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices Part 4: Selection for tests for interactions with blood

Containers - Plastic, Physicochemical Tests
Labeling

Medical Device - Symbols to be used with medical device labels, labeling and information to

be supplied
Information supplied by the manufacturer with medical devices

Clinical
Evaluation of Clinical Data: A Guide for Manufacturers and Notified Bodies

Guidelines on Post Market Clinical Eollow-Up

Page 15 of 22
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*A gap analysis was completed and it was determined that testing meets or exceeds the requirements defined in BS

OnuncaHwue MeTofa CTeEPHAH3aUHW.
YCTpoicTBa AN1a aHrorpapun 1 sm60113aLmm cTepuin3yoT OKCUA0M
aTuneHa.

CpokK rogHocTu

Cpok rogHoctu 3 roja.

FapaHTUHbBIA CPOK XpaHeHMst KaTeTepoB MpPOBOAHMKOBbLIX ENVOY 6F /
ENVOY XB / ENVOY 5F cocTtaBnsieT 3 roga npuv ycnosum cobiogeHus
YCNI0BUIA XpPaHEHMS.

dopma nocTaBKM
KareTepbl npoBogHnkKoBble ENVOY 6F - 1uim.:
MHCTPYKLMA N0 NPUMEHEHMIO - 1 LT,

KareTepbl npoBogHnkKoBble ENVOY XB - 1ur,;
MHCTPYKUMA MO NPUMEHeHUIo - 1w,

KateTepbl npoBogHMKoBble ENVOY 5F - 1um.:
MHCTpYKUMA MO NPUMEHEHMIO - 1 LuT.

BO3MOXHOCTbL MW MeTO/4bl MHTerpauuum c gpyruMmum MegULUHCKUMMN
nsgenmammun

PekomeHayeTca MCNoMb30BaHUe KaTeTepoB NPOBOAHMKOBbIX ENVOY 6F /
ENVOY XB / ENVOY 5F uepes nHtpoabtocep 1t060ro NnponssognTens no
NpoBOAHMKY anameTpom 0,038 atoima {0,97 mm) nnm 0.035 aronma (0,89 Mm)
n60oro Npons3BoauTENS.

Page 16 of 22

Description of sterilization method
Devices for angiography and embolization are sterilized by ethylene
oxide.

Shelf life

Shelf life is 3 years

The warranty period of storage of ENVOY 6F / ENVOY XB /
ENVOY 5F Guiding Catheters is 3 years, if the storage conditions
were met.

How supplied

ENVOY 6F Guiding Catheter- 1pc.;
Instruction for use - 1 pc.

ENVOY XB Guiding Catheter - 1pc.;
Instruction for use - 1 pc.

ENVOY 5F Guiding Catheter- 1pc.;
Instruction for use - 1 pc.

The possibility and ways of integrating >vith other medical
devices

It is recommended to use the ENVOY 6F/ ENVOY XB / ENVOY
5F Guiding Catheters through the catheter sheath introducer of any
manufacturer, and over a .038" (0.97 mm) or .035" (0.89 mm)
guidewire of any manufacturer.

fHeaos hirei*' 9iiQ[-ai Sa‘l » Chemm- Bla~c 3? case postaie CH-2403 L& Lcde « T -*4' 32 S34 SO00
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TexHn4yeckune xapaktepnctuknm MW / Technical characteristics of MD
KateTepbl npoBogHukosble ENVOY 6F/ENVOY XB/ENVOY 5F/ Guiding catheters ENVOY 6F/ENVOY XB/ENVOY 5F

=
E

PucyHok 1 KateTepbl npoBogHMKoBble ENVOY 6F/ENVOY XB/ENVOY 5F / Picture | Guiding catheters ENVOY 6F/ENVOY XB/ENVOY 5F

BHeLHW gnameTp

PucyHok 2 KaTteTepbl npoBogHnkKoble ENVOY 6F/ENVOY XB/ENVOY 5F / Picture 2 Guiding catheters ENVOY 6F/ENVOY XB/ENVOY 5F

Page 17 of 22
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KatanoxH
bl HOMep/
Catalogue
number
55626090
55626000
55625690
55625600
55625890

55625800

55625090

55625000
55625490
55625400

67026090
B
67026000
B
67025690
B

OnwncaHune/
Description

ENVOY, 5F, 90 cm/
cm. Straight
ENVOY. 5F, 100 cm.
Straight

ENVOY, 5F. 90 cm/
cm. MFC

ENVOY. 5F, 100 cm/
cm. MFC

ENVOY, 5F, 90 cm/
cm. MFD

ENVOY. 5F, 100 cm.
MFD

ENVOY. 5F. 90 cm/
cm. CBL MOD
ENVOY. 5F. 100 cm/
cm, CBL MOD
ENVOY, 5F, 90 cm/
cm, HI

ENVOY. 5F, 100 cm/
cm. HI

ENVOY. 6F, 90 cm/
cm. Straight, XB
ENVOY. 6F, 100 cm/
cm. Straight. XB
ENVOY. 6F. 90 cm/
cm. MFC, XB

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

Shaft Size OD/
BHewH®i
anameTp wadTa/
Shaft size 1D/
BHYTpeHHNIA
AnameTp wadTa
5F (0.066"
+0.0015'7 1,67
+0,038 MMm)/
(0.056" +£0.0005*7
1,42 +0,013 mm)

6F (0.082"
+0.0015"/ 2,08
+0,038 Mm)/

(0.070" +0.0005*7

Usable
Length
(cm)/
Bab6ouas
ANHa
(cm)
90+ 1

100+ 1

100+ 1
90+ 1
100 1
90+ 1
100+ 1

90+ 1

Total
length
(cm)/
O6wwas
4nvHa
(cm)
96,3+ 1
106,3 + 1
96,3+ 1
106.3x 1
96,3+ 1
106,3 + 1

96,3+ 1

106,3+ 1
963+ 1
106,3 = 1
963+ 1
106,3+ 1
963+ 1

Page 19 of 22

Tip Shape/
dopma  u3ruba
KOHYMKa

Straight/ Mpsamas
Straight/ Mpsamas
MFC
MFC
MFD
MFD

CBL MOD

CBL MOD
HI
HI

Straight/
Mpamvas, XB
Straight/
MNpamvasa. XB
MFC. XB

Weight.

Macca, r

>3,9

MeJCiS tiiternaticnal Sa-1 « Chemm- Bla.'C 58. case pos'ale CH-24QO0 Le Lujle «T *4i 32 934 3000

Ycunme Ha paspbie/ Tensile
strength

Jo6oe nepexofHoe
coefnHeHne LWaTa KaTeTepa
LO/DKHO UMETb .MUHUMASIbHYHO
MPOYHOCTb Ha  paspblB B
coorBetcTBuM c¢ ISO 10555-1
3,4 ¢yHTa (15.12 blblOTOHOB)
npu CKOpoCTHU 20
AOAMOB/MUH.

lMepexofHOe coefnHeHne B2-
Bl (mexpay ANCTasIbHbIM
TMOKNM CErMeHTOM "
PEHTIEMOKOHTPACTHbIM
HaKOHEYHNKOM)
UMeTb MUH MMan bHY0
NPoYyHOCTb Ha paspbiB 0.8
tyHTa (3,56 HbIOTOHOB) nNpu
cKopocTun 5  ploimos B
MUHYTY./ Any transition
junction of the catheter shaft
shall have minimum tensile
strength per 1SO 10555-1 of
3.41bfat 20 inch/min.

AOKHO

Transition  junction B2-Bl
(between the distal llexible
segment and the radiopaque

tip) shall have minimum tensile



67025600
B
67025890
B
67025800
B
67025090
B
67025000
B
67025490
B
67025400
B
67025290
B
67025200

B
67026090

67026000

67025690

67025600

67025890

67025800

67025090

ENVOY, 6F, 100 cm/
cm. MPC, XB
ENVOY. 6F. 90 cm/
cm. MPD, XB
ENVOY, 6F, 100 cm,
MPD. XB

ENVOY, 6F, 90 cm/
cm. CBL MOD, XB
ENVOY, 6F, 100 cm/
cm, CBEMOD, XB
ENVOY, 6F, 90 cm/
cm. H1,XB

ENVOY. 6F, 100 cm/
cm, HI.LXB

ENVOY. 6F, 90 cm/
cm. Simmons 2, XB
ENVOY. 6F. 100 cm/
cm. Simmons 2, XB
ENVOY. 6F, 90 cm/
cm. Straight
ENVOY. 6F. 100 cm/
cm. Straight
ENVOY. 6F. 90 cm/
cm. MPC

ENVOY. 6F. 100 cm/
cm, MPC

ENVOY. 6F, 90 cm/
cm. MPD

ENVOY, 6F. 100 cm/
cm. MPD

ENVOY. 6F. 90 cm/
cm, CBL MOD
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78 £0,013 mm) 100 * i

100+ 1

90+ 1

106.3% 1

96,3+ 1

106.3+ 1

96,3+ 1

106,3+ 1

963+ 1

106,3+ 1

963+ 1

106,3+ 1

96,3+ 1

106,3+ 1

96,3+ 1

106,3+ 1

96,3+ 1

1063+ 1

9631
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MPC. XB strength of  O.SIbf
inch/minute.

MPD.XB

MPD, XB

CBL MOD. XB

CBL MOD. XB

H1,XB

HI.XB

Simmons 2. XB

Simmons 2, XB

Straight/ Mpamas
Straight/ Mpsamas
MPC
MPC
MPD
MPD

CBL MOD
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E'k 67025000 ENVOY, 6F, 100 cm/ 100+ 1 106,3+ 1 CBL MOD
< cm, CBL MOD
éﬁ 67025490 ENVOY. 6F, 90 cm/ 90+ 1 96,3+ 1 HI
H cm, HI
67025400 ENVOY, 6F, 100 cm/ 100+ 1 1063+ 1 HI
cm. HI
67025290 ENVOY. 6F, 90 cm/ 90+ 1 96,3+ 1 Simmons 2
cm. Simmons 2
67025200 ENVOY, 6F, 100 cm/ 100 £ | 1063+ 1  Simmons 2

cm, Simmons 2

MepeyeHb W onucaHune matepumanos MW/ List and description of IVID materials

KoHCTpYKUMS KaTeTepa COCTOUT U3 OAHOr0 NpocBeTa C NePexXofHbIMMN The Guiding Catheter construct consists of a single lumen with
yyacTkamu, paspaboTaHHbIMKU A1 06ecneyeHns NaaBHOr0 M3MEHEHUS transition segments that are designed to provide gradual change in
YKECTKOCTU OT NPOKCUMA/IbHOI0 KOHLLA CTEPXHSA K AUCTaNIbHOMY KOHUY. stiffness from the proximal end of the shaft to the distal end. The
[aHHoro aghpekTa y KaTeTepa 4OCTMUralT HECKObKMMU cnocobamu. Bce Guiding Catheter achieves this effect through several means. All of
KaTeTepbl YKPEN/eHbl NETEHbIM KapKacoM M3 HepXXaBeroLLLel cTanu, the Guiding Catheters are reinforced with a braided stainless steel
NPOXoAsaWMM 0T KOHHEKTOpa NPaKTUYeCKN A0 ANCTa/IbHOro KOHLa KaTeTepa. skeleton that extends from its hub to near its distal tip.
HeinoH/ nonnypetaH pasnn4yHoii TBepPAOCTU (XKECTKOCTW) onpeaensiet Nylon/polyurethane of different durometers (stitTness) defines each
CBOWMCTBA KaXKA0ro rnepexofHoro yyactka. [laHHasi KOHCTPYKLUNS Hapsaay transition segment. This design along with a PTFE inner liner allows
BHYTpeHHel 060104Koli 13 nonuteTpapTopaTunieHa (MTP3I3) obecneunsaet for maximum flow rates while maintaining support and flexibility of
MaKCUMasIbHYH CKOPOCTb MOTOKA MPU COXPaHEHUW M0,AAEPXKKU U TMOKOCTU the catheter.
KaTeTepa. The lubricious PTFE inner lining of the catheter's lumen is designed
Cnagkuii BHYTpeHHWUI croil n3 MT®P3I3 npocBeTa KaTeTepa pa3paboTaH 41 to help facilitate movement of the guidewires and other
0611eryeHnst NPoOLBUXEHUSA NMPOBOAHUKOB WU APYTUX ANATHOCTUYECKNX/ diagnostic/interventional devices. Additionally, the proximal end of
XUPYPTUYECKNX MHCTPYMeHTOB. Kpome TOro, NpOKCMMasbHbIA KOHEL, the catheter consists of a hub that is designed to provide a fluid tight
KaTeTepa COCTOMT M3 KOHHEKTOpa, pa3paboTaHHOro 415 obecneyeHns connection.
repMeTUYHOr0 CoeMHEHNS.
MoNHbLIA NepevyeHb MaTepnmanoB JOCTYNeH NOo 3anpocy. Full list of materials is available upon request.
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Ycnosua npuMeHeHusa/akennyataumum MU nse/operation conditions of MD

YcnoBus OKpY>KatoLein cpegbl Environmental conditions

BnaxHocTb 0T 60% fo0 70% Humidity from 60% to 70%
Temnepatypa oT +22°C po +30°C Temperature from +22"°C to +30°C
JaBneHue 700-1060 rlla Pressure 700-1060 gPa
Ycnoeus skenayaraymm Operation conditions

Temnepatypa +32°"C pfo +42°C Temperature +32°C to +42°C

(BHYTpWM Tena 4yenoBeka) (patient’s body temperature)

Page 22 of 22
Mecos l.iterfiaticra! 34’1 mChsmiti-Blanc 33 case pcs'nic CH--4CO Le Lode « T ’'meli 3S 334 3003

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



S

o0 =

oxcox f

<

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

CornacoBaHo

«Mepoc NHTepHewHA CJIPJT»
Opr-awnaums
LW cmen-bnan 38, Jle Jloknb, CH-2400, LLBenyapus
N,'Ipec
[vpekTop oTAeNna HOPMaTUBHO-MPaBOBOro perynpoBaHns
J,0MmKHOCTb
Pemo Amxeppg
Pamununa, ums
30.01.2023
fata; 4O.MM.ITTT
<noanucano=
MonHuck
MeHemkep 0TAesia HOPpMaTMBHO-MPaBOBOr0 PerynmpoBaHus
J,0MmKHOCTb
JaHunanbe Maiiep
damunng, nma
30.01.2023
fara: 41 MMATM
<noAnncaHo>

Moanuce

(Tpaiintia 1unt 22

Menoc VHTepHewHn CJIPJ1 « LLemen-bnaH 38, noutosbi»! Awmk, CH-241XJ fle Jlok.ts  Ten +41 32 934 8000



NETANTN3ALNA

Hwxenognucaswwuiica, BepHap Jlamb6one, HoTapuyc kaHToHa Heswatens (LUBeiinapus),
UMELWMIA HoTapuanbHyl0 KOHTOpy B I. Jla Llo-ge-doH, y[OCTOBEPSET, 4TO MNOAMUCH,
NnocTaB/IeHHble Ha HACTOSALLEM LOKYMeHTe «CornacoBaHo», ABASAOTCA BEPHbIMU U MOLIVHHbLIMU
nognucamu r-Ha Palimynga (unn Pemo) AMXEPA, poamBslueroca B r. Hatep (LU Beliuapus),
npoxueawwero B r. Jluctans (LUBeiiyapus), u r-vHa [aHnana Mapkyca MAWEPA.
pogmBLuerocs B . MebeHcTopd (LLIBeiyapus), npoxmsatowero B r. Jiuctans (LLseiyapus).-.......
r. la LWo-ge-doH. BTOpOE (heBpansa fABe TbicAYM ABaguaTb TpeTbero roga (2 despansa 2023

Homep B HOTapuanbHOM peectpe 79 70

<Kpyrnas rep6oBas neyats: GEPHAP JIAMBOIJIE,
HOTAPWUYC * r. Jla LLlo-ge-doH >
<nognucaHo>
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lMepeBoj faHHOTO TEKCTa BbIMOJIHEH MepeBoAYMKOM axTyHOBbIM AnekceeM Brnagmumuposuyem

noagnnmece

Poccuiickaa ®efepaynun
fopog MockBa

Cegbmoro heBpans ABe ThiCAYM ABafgLaTb TpeTbero roga

£, Bepemuit HOnua WMropeBHa, BpPEMEHHO WCMOMHAOWASA 0653aHHOCTM HOTapuyca ropoga MocCKBbI
Kopcnk Mapun AnekcaHpoBHbI, CBUAETENNLCTBYIO MOA/IMHHOCTL MOANMUCK MepeBoAyMKa [laxTyHoBa
Anekcesa Bnagnmuposuya.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTb NoAnucasLLEro JOKYMeHT YCTaHOB/IEHa.

3apernctpupoBaHo B peectpe: Ne 77/2139-H/77-2023- »

YnnayeHo 3a coBepLLeHMe HOTaprasibHOro aelicteus: 400 py6. 00 kon.

noanNuMChLb Fep6oBasf nevyaTsb Fep6oBas nmeyarth
HoTapuyca r. M ocKBbl HoTapuyca r. M ocKBbl

Kopcuk M .A. Kopcuk M. .A.
HO.. Bepemuii

Bcero npoLwHypoBaHo, NPOHYMePOBaHO
N CKpernseHo neyatbto 25 nucT(-a,-0B).

BPWO HoTapuyca: NMoOAMNUCH

Poccuiickaa ®efepayus
fopog MockBa

CegbmMoro hespans ABe ThicCAYM ABajgLuaTb TpeTbero roga

A, Bepemuii HOnus eHHO WCMOMHALWAA 0653aHHOe epofa MocKBj

Kopcuk Mapun A™Miica's CBMANNBLCTBYIO BEPHOCTL KOMWAK [OKyMe!
<o \

3aperucTpupos 7/1213~/77-2023-

YnnayeHo 3a ccbepaipH encTBus: 2600 py6

Bcero npcliiHyposaHo, np
W CKperJseHo rneyaTbo 5"

BPWNO i/oTapuyca:
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CornacosaHo/APPROVAL
Mepoc NHTepHewHNn CAPJ1 / Medos International SARL

OpraHmauKa/Organizatioa

LLiemeH-bnaH 38. fle floknb, CH-240Q- LLBeiuapms / Chemin Blanc 38. Le Lode. CH-2400, S\/Ay_itz?glj%nd
11PeC, ress

Director Regulatory Affairs

[JomkHocTw/Occupation

Remo Amherd
®amH. s, ms/ Surname. Name

'1>0 -0K. lo I-1-

Jlata AJ1.MM T TIT/Datc DD.MM.YYYY

OoimHCh/Signamre

Regulatory Affairs Manager

[JomkHocTts/Occupation

Daniel Meyer
damnms. Mms/ Surname. Name

A o\.ro-rs.

[Jata A4,MM.[TT/Oale DD.MM.YYYY

Mopgnuck/Signature
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LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton of NeuchStel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this Approval are the
true and genuine signatures of Mr. Raimund called “Remo” AMHERD, from Naters,
Switzerland, in Liestal, Switzerland and of Mr. Daniel Markus MEYER, from Gebenstorf,
Switzerland in Liestal, Switzerland,
La Chaux-de-Fonds, this second day of Febmary two thousand twenty-three (February, 2,
2023).
RGV 79 No 72
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80 MHCTPYKLUMSA NO NTPUMEHEHUIO Instruction for use
O
w
YcTpoiicTBa gna aHrnorpaum n améonmsauynm Devices for angiography and embolization:
MpoBogHuK ynpasnaemMmbln AGILITY cNOBOPOTHbIM AGILITY steerable guidewire with torque device and
YCTPONCTBOM M MHTPOLLIOCEPOM introducer:
(Bna npumMeHeHust B Poccniickoii ®edepann) (for use in the Russian Federation)
Mil Mil

«Mepoc VHTepHewwHn CAP/> Medos International SARL

LllemeH-bnak 38 :

Ne-Noknb, CH-2400, LLseliuapus EQT_”;ELB?VU&;’;";”%OO

O 41329338300 41 32 931’3 83 00

Yno/HOMO4eHHbIA NpeAcTaBnTeNb B Poccuiickoii depepayun AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:

000 «[>XOHCOH & [XXOHCOH» Johnson & Johnson LLC.

Poccus, 121614, r. MockBsa, yn. Kpbinatckas, 4. 17 kopn. 2 121614, Moscow’. Krvlatskaya str.. 17"2.

TenegoH: 8 (49.5) 580 77 77, ®akc: 8 (495) 580 78 78 Tel. +7 (495) 580-7777, Fax; +7 (495) 580-7878

BAXHASA MH®OPMALMSA IMPORTANT INFORMATION

O3HaKoMbTecb nepej NPUMeHeHnem Please Read Before Use

HanmeHoBaHMe MW, Mofenu unu BapmaHTbl UCNONHEHUA MU Medical Device name, models or variations of MD

YcTpoicTBa ANns aHrnorpagum 1 ame6onun: yaumm Devices for angiography and embolization

BapuaHTbl UCMO/HEHWS: Variations:

Page 2 of 25
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EQCO#% TERNA OMNA

1 MpoBogHuK ynpaensembin AGIHIJTY ¢ MOBOPOTHbIM YCTPOWCTBOM 1
WHTPOALIOCEPOM:
1.1 AGILITY 10, HapyXHbli guameTp

KOHWYECKM CYXKMBaOLLIeca vactn 36 cw;

0,025 cm, gnuHa 195 cwm,

AnMHa

1.2 AGILITY 10, HapyxHbln gmametp 0.025 cm, gnvHa 195 cMm. AgivHa
KOHMYECKW CY>KMBatOLLIENCSA YacTuh 38 cm;

13. AGILITY 14, HapyxHblii gnametrp 0,036 cm. gavHa 205 cm, AnvHa
KOHMYECKU CY)XXMBAIOLLLeC vacTu 42 cw;

14. AGILITY 14, HapyxHblli guametp 0,036 cm. gamvHa 205 cm. AnvHa
KOHWYECKM CY>KMBAIOLLIENCA YacTn 45 cm;

15. AGILITY 14. HapyxHbin gnameTtp 0.036 cm. gavHa 350 cMm. fAnvHa
KOHMYECKM CYXKMBAIOLLIENCS YacTu 42 cw;

1.6. AGILITY 16, HapyxHbin guametp 0,040 cm. gavHa 175 cM, AavHa
KOHWYECKMN CY)XXMBALOLLIENCA YacTu 44 cwm;

1.7. AGILITY 16, HapyxHblii guamvetrp 0,040 cm. gnvHa 175 cm, AnvHa
KOHWYECKW CYXKMBAIOLLIENCS YacTu 33 cw;

18. AGILITY 16, HapyxHbln guameTtp 0,040 cm, gnvHa 205 cM. AnvHa
KOHMYECKWN CY>KMBAIOLLIENCA vacTn 33 cM;

1.9. VIHCTpyKUumsa Mno npuMeHeHWI0.

HasHauyeHue

YcTpolictBa Ana  adrvorpagum 1M ambonusaumn  npegHasHaveHbl A4S

OCYLLECTB/IEHUST [0CTyna K CcocydaM rO/IOBHOFO MoO3ra B COOTBETCTBUM C
cneumpuyecKUM HasHauYeHMeM Kaxaoro yCTponcTsa.

MpoBogHMK ynpaB.Tsemblit AGILITY npeaHasHaveH ans obecnedeHnss cnocoba
[OCTyMa K BbIOpaHHbIM y4YacTKaM COCYAUCTOW CETU 1 NOAAEPXKaHWS 3TOro

[LocTyna AN BbINO/IHEHUSA AMArHOCTUYECKMX WM TepaneBTUYECKNX NPOoLeayp.
OnwncaHwue

MpoBogHukn ynpaensemble AGILITY ¢ rmgpoduabHbIM  NOKPbITUEM
COCTOAT U3 MPOBOJ/IOYHOr0 CepAeYHMKA U3 HepxXaBewLleh cTtanm u
PEHTFeHOKOHTPACTHON MAaTUHO-BOMIb()PAMOBOI CAUpan Ha AUCTa/IbHOM
HaKoHeYHuKe. ANvHa, juaMeTp U KOH(pUrypaumsa gUCTanbHOro HaKOHeYHNKa
yKa3aHbl Ha 3TUKeTKe wu3gennsa. B kommniekte ¢ nNpoBogHMKOM AGILITY
NnocTaB/ATCA YyCTPOICTBO yrnpas/ieHUs/BpaLleHuns NPOBOAHMKOM

Page 3 of 25
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1 AGILITY steerable guidevvire with torque device and introducer:

11 AGILITY 10, Outside diameter 0,025 cm. length 195 cm, length of taper
36 cm;

1.2. AGILITY 10. Outside diameter 0.025 cm, length 195 cm. length of taper

38 cm;

13. AGILITY 14, Outside diameter 0,036 cm, length 205 cm, length of taper
42 cm;

14. AGILITY 14, Outside diameter 0,036 cm, length 205 cm, length of taper
45 cm;

15. AGILITY 14, Outside diameter 0,036 cm, length 350 cm, length of taper
42 cm;

1.6. AGILITY 16. Outside diameter 0,040 cm, length 175 cm. length of taper
44 cm;

17. AGILITY 16, Outside diameter 0.040 cm, length 175 cm, length of taper
33 cm;

18. AGILITY 16, Outside diameter 0,040 cm, length 205 cm, length of taper
33 cm;

1.9. Instruction for use.

Intended use:

Devices for angiography and embolization are intended for providing access to
cerebral vasculature in accordance with specific intended use of every device.
The AGILITY steerable guidewire is intended to provide a method to access
selected locations in the vasculature and maintain that access to perform
diagnostic or therapeutic procedures.

Description

The hydrophilically coated AGILITY Steerable Guidew'ires consist of a
stainless steel wire core and a radiopaque piatinum/tungsten coil on the
distal tip. Guidewire length, diameter, and distal tip configuration are
indicated on the product label. A steering/torquing device and a guidewire
introducer are packaged with the AGILITY Guidewire.

32 93-i 3000



(MOBOPOTHOE YCTPOICTBO) U MHTPOALIOCEP NPOBOAHMKA.

ToKka3aHMAa K NPUMEHEHMUIO

YnpaBnsemble npoBogHuUkn AGILITY 6peHpga Cerenovus npegHasHa4deHbl
0N CeIeKTUBHOW YCTAHOBKW MWKPOKaTeTepoB W APYrUX YCTPOWCTB B
cocyabl LIMC n nepudepnyeckne cocypbl.

n poTmBonoKasaHMaAa
MpoBogHUKKN ynpasnsiemble AGILITY npoTuBonokasaHbl Npu XPOHWUYECKOA
MOJTHOWM OKKJ/H03UN NepugepnyecKnx cocynos.

Mpepaynpex pgeHns

He wncnonb3yiiTe ycTPOWCTBO MOBTOPHO. YTU/M3MPiIATE €ro Mnocse 04HOro

BMeLlaTenibCTBa. CTPYKTYpHast LE/oCTHOCTb UM (MNu) (QPYyHKUMSA MOryT

HapyLmMTbCA MOcne MOBTOPHOrO WCMO/Ib30BaHWUA WM OYUCTKU. Bce uactu

KpaliHe TPyAHO MOALAOTCHA OYMCTKE MOC/e KOHTaKTa ¢ 6M0N0rnmyecKuMmu

matepuanamm 1 npu NOBTOPHOM MCMNO/Ib30BaHUM MOryT BbE3BaTh y naumeHTa

noboyHble peakuuu. MNPOBOSHUKU — [efINKATHblE WHCTPYMEHTbI, U OHU

TpebyloT aKKypaTHOCTM MpU MaHuMnynauuax ¢ Humui. Bo  unsbexaHwue

noBpexaeHnii ocobaa OCTOPOXHOCTb HYXHa B Mpouecce npujaHusa Qopmbl

KOHLY MpoOBOAHWKA. [l0 MCMoMb30BaHUA M MO BO3MOXHOCTM B .XOAe

BMeLlaTe/NIbCTBA BHUMATE/IbHO OCMaTpmBalriTe NPOBOAHMK, YT0ObI y6eanTbCA

B TOM, YTO Cnupanb OTAefleHa, OTCYTCTBYIOT M3rnbbl munm nepernbbl. He

ncnonb3ylite MNPOBOAHMK, €CM MMEKTCA MPU3HAKM €ero MNOBPeXAeHUS.

MoBpexieHne nomewlaeT Bpawarb MNPOBOAHUK W  YNpasBfisaTb UM

COOTBETCTBYHOLLMM 06pa3omM.

MaHunynaumm ¢ npoBOAYMKOM W €ero BpalleHue crnefyeT Bcerga
BbIMOMHATb TO/bKO NOA KOHTPO/NEeM PeHTreHOCKOoMNuu.

e Hwn B KOEM cnyyae He npo,qsmraVlTe, He M3BNeKaTe W He BBOANTE
NPOBOAHMK BpawaTeSbHbIMA [ABUXKEHUAMM, TMOKa HE BbIACHUTE
NPUYNHY COMNPOTMUBAEHUSA C MOMOLLLI pPeHTreHockonuu. BpaleHue
NMPOBOAHUKaA MNMpU WNNYNmMm ConpoTmUBIEHNA MOXKET MPUBECTMU K €ro
MOBPeXKAeHNI0 W (An) Mepenomy, 4YTO MOXKET TMpPMBECTM K

Indications
The Cerenovus AGILITY Steerable Guidewires are intended for selective
placement of microcatheters and other devices in the neuro and peripheral
vasculature.

Contraindications
AGILITY Steerable Guidewires are contraindicated for use in chronic
total occlusions in the peripheral vasculature.

W arnings

Do not reuse. Discard after one procedure. Structural integrity and/or
function may be impaired through reuse or cleaning. Ail parts arc
e.xtremely difficult to clean after exposure to biological materials and may
cause adverse patient reactions if reused.

Guidewires are delicate instruments and should be handled carefully.
Special care should be taken when shaping the guidewire tip in order to
prevent damage. Prior to use and when possible during the procedure,
inspect the guidewire carefully for coil separation, bends, or kinks. Do not
use a guidewire that shows signs of damage. Damage will prevent the
guidewire from performing with accurate torque response and control.

. Guidewire manipulation/forquing should always he performed under
fluoroscopic guidance.

. Never advance, withdraw or auger the guidewire against resistance
without first determining the cause of resistance under fluoroscopy.
Torquing the guidewire against resistance may cause damage and/or
fracture which may result in separation o fthe distal tip.

. Should the guidewire tip become entrapped within the vasculature
(i.e., small side branch), DO NOT TORQUE THE GUIDEWIRE.
Advance the microcatheter distally, gently pull the guidewire back into
the microcatheter, and remove the microcatheter/guidewire system as a
unit.
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EQNA

OTeNeHNI0 AMCTanbHOrO KoHua.
B CNyyae 3acTpeBaHWA KOHLa MPOBOAHMKA B cocyge (Hanpumep,
Menkoir 6okosoil BeTsn) HE BPAWAWTE MNPOBOAHUK.
MpojBUHbTE NMPOBOLHUK B AUCTAaNbHOM HanpasNeHUU, OCTOPO.DKHO
BOITAHMTE ero B MWUKpPOKATETEep W  U3BNEKUTE CUCTEMY
MUKPOKATETEep-NPOBOAHNK €4UHbIM BIOKOM.

EeTw BpaleHWe NPOBOAHMKA He yAaeTCA WU KOHel He nojpaeTcs
ynpaeienuio, y6eamTecb B LUENOCTHOCTW KOHUA C NOMOULbIO
pedTredockonun. OTCYTCTBUE BPAWEHWA MOXET BblITb
OBYC/NNIOBNNIEHO MEPE/IOMOM CEPALEBWHbBI MPOBO/TOKMW.
Moj KOHTPONAEM PEHTTeHOCKONWM NPOABUHbTE MUKpOKaTeTep B
AMCTanbHOM HanpasleHUW MNPOBOLHUKA U WU3BNEKUTE CUCTEMY
MUKPOKaATEeTEep-NPpoOBOAHNK €ANHBIM 61OKOM.

YnpaBnsemblii NMPOBOLHUK HENb3s NPUMEHATHL B X04e npoueayp ¢
MCNONb30BAHWEM .MArHUTHO-PE30HAHCHON ToMorpadguu.

Mepbl NpPefoCTOPOXKHOCTU

He wucnonb3yiiTe ycTpoicTBO, ecCNM ynakoBKa OTKpbITa UK

nospexgje:Ta.
Mcnonb3yiiTe O UCTEYEHNS CpOKa TOLHOCTH.
He cTepunn3yinte B aBTOok/NaBe. Bos3geictBue TemnepaTtyp Bbiwe 54°C
MOXeT NOBPeAUTb NPOBOAHUK.
He noaBepraiiTe BO34eNCTBUIO OPraHMYeCcKUX pacTBOpUTeneil.
OBprxeHus MeTanamyeckoro

NMOBOPOTHOTO ycTpoiicTBa nnu

WHCTpyMeHTa ANs BBeAEeHWsa No MNOKPbITAUK MNPOBOAHWKA MOTYT

Hapywntb LeNOoCTHOCTb NOKPbITUA.

« Should torque control/tip response he compromised during use,
confirm tip integrity usingfluoroscopy. LOSS OF TORQUE CONTROL
MAY BE DUE TO CORE WIRE FRACTURE. Under fluoroscopic
guidance, advance the microcatheter to the distal end o f the guidewire
and remove the microcatheter/guidewire system as a unit.

« The steerable guidewire should not be used during magnetic
resonance procedures.

Precautions

« Do not use open or damaged packages.

« Use prior to the “Use By" date.

« Do not autoclave. Exposure to temperatures above 54°C (130°F) may
damage the guidewire.

« Do not expose to organic solvents.

« Movement of torque device or metal insertion tool on a guidewire's

coating may compromise the integrity ofthe coating.

Complications

Procedures requiring percutaneous guidewire introduction should not be
attempted by physicians unfamiliar with the possible complications.
Complications may occur at any time during or after the procedure.
Possible complications include:

» infection

« hemorrhage

s emboli

e vasospasm

*« perforation o fthe vessel wall

« ischemia and related neurological

He)xenaTtenbHble ABNEHUS dysfunction, stroke, and death

Mpoueaypbl, TpeGyo U ne UpeckoXEro BBeaeHUss NPoBOAHMKA, He JO0/KHbI  * dissection o fthe vessel wall

BblMONMHATb Bpauu, He 3HakKoMbl e Cc BO3MOXHbIMU OC/ZIOXHEeHNAMMN.
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OcnoXXHeHHs MOFYT chayuuThbes B mobGoil MOMEHT B X0ae WM noche
BMCILIATENILCTBA.

Bo3MoXHbIE OCTONKHEHHS BKIIOYALOT:

- Undexumio

- KpoBoTteuenue

- IMboubl

- Basocnaim

- lNepdopauuio cTenkn cocysa

- MinemMHio M COnyTCTBYIOILKUE HEBPOJIOrHYCCKHE HAPYLHEHUS, HHCYNLT M
CMEpTH

Pexomenayemas npouenypa Recommended Procedure

I. Hcnone3yitre ynpasiasemble NpOBOAHMKM COOTBETCTBYIOWero pasmepa ¢ | . Use appropriately sized steerable guidewires with the selected
Haanexalum  obpasom  nojoOpanHbiM  MHKpokateTepoMm  (ans | microcatheter (refer to the microcatheter for compatible guidewire size).

W",gom MEDOS INTERNATIONAL

onpeae/ieHuA COBMECTHMOTO pa3Mcpa MPOBOAHUKA CM. HHCTPYKLHIO 1O
MPHUMEHEHUIO MUKpOKaTeTepa).

AKKypaTHo. 0e3 CHClIKM BCKpOiiTe CrepuibHYIO ynakosky. Jls
akTHBauuH ruapoduiabHoro nokpbiTus nposoaHuka AGILITY, a rakke
Ans 00JICrYcHus ero U3BNEYEHHA U3 PacnpeaeIMTENbHOMN TPyOKH BaXHO
TIMATEALHO 1POMBITL pPAcnpeACIHTENbHYIO TPYOKY MNyTeM BIHBAHHS
¢uinonorudeckoro pacTeopa* uepes OTBEPCTHE Ha KOHLUE TPYOKH ¢
JIOIPOBCKHM Pa3beMOM JO0 BbITEKaHMA (PU3HONOrHYECKOro pacTBopa M3
OTBEPCTHS Ha apyrom KoHue Tpybku. Jlns npenotepaueHus
MOBPEAKACHHUA AMCTANIbLHOrO HAKOHEYHWKA TPOBOAHHMKA, a TaKKe €ro
OTCOCAMHEHHA W NONajaHMs B  HECTEPHIILHYIO 30HY OCTOPOXKHO
M3BJIEKUTE IPOBOAHMK M3 pacnpeennrenbHoi TpyOku. He aonyckaiite
BBICLIXGHHS M3C/IHA W HE BO3BPAWAiTEe HU3/ENHE B pacnpee/UTENIbHYIO
TpYOKY nocne ero ruaparauum.

2. Open the sterile package slowly. To activate the hydrophilic coating of
the AGILITY Guidewire, and to aid in its removal from the dispensing
tube, it is essential to thoroughly flush the dispensing tube by infusing
saline* into the Luer end of the dispensing tube until saline is flushed
through at the other end. To prevent damage to the distal tip of the
guidewire and to prevent the guidewire from springing onto a non-sterile
field. carefully remove the guidewire from the dispensing tube. Do not
allow product to dry and do not reinsert product into dispensing tube after
it is hydrated.

* - hereinafter in the text the concentration of saline 0,9%.

3. Insert the distal tip of the guidewire into the microcatheter hub (or
through the rotating hemostasis valve which is attached to the
microcatheter hub) and advance the guidewire until the tip exits the
microcatheter tip. The guidewire introducer may be used to aid

x _ . . ~ . . . . N . .
- 34CCh W JaJiee 110 TeKCTY KOHUCHTpauus pH3M010rHUECKOro pacTBOBpa introduction of the guidewire into the microcatheter hub.

Page 6 of 25
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0.9%.

BctaBbTe ,ql/lCTa}'Ibelﬁ HaKOHe4YHUK npoBOoOaAHUKa B xab MUKpoOKaTeTepa

(vnn BBeauTe ero uepes Bpawawwuiica remocTaTuyeckuit knana,

npukpensieHHbld K xaby MuUKpoka':eTepa), nocne 4ero npopaBurante

npoBOoOAHMK OO TeX noka ero HaKOHEe4YHUNK He BbIVI,D,eT n3

HaKOHe4YHWKa MuUKpokateTepa. [AnA obneryeHns BBeAEeHNAa nNpoBOoAHUWKaA B

nop,

xab MUKpokaTeTcpa MOXHO MCNONb30BaTb UHTPOAbLIOCEP MPOBOAHMKA.
MpepocTepexeHue: BBejeHue n NpoABUXEHUE NPOBOAHWMKA cnepyeT

oCywecTBNAThb Cc ni3bexaHune noepexmaneHua

OCTOPOXHOCTb  BO
ANCTanbHOTO HaKOHeYHMuKa.

MpumeuyaHne: Ona o6neryeHus HaBurauuum BHYTpW apTepuit, a Takxe
Bbl6GOpa apTepuit npegycMoTpeHa BO3MOXHOCTb NMPUAAHUSA MPOBOAHUKY
opmbl  nepeg Mpn Heob6xoguMoOCTH

hbopMy AucTanbHoMmy

Tpebyemoii MCNONb30BaHNEM.

TM6KOMY HaKOHEeYHWUKY MNpoBOAHMKA

npupaTb
MOXHO B COOTBETCTBMW CO CTaHAAPTHON MEeTOAWKON npu cobnpgeHnn

ana

ncnonb3oBaTb MHTPOABbKCEP NPOBOAHUKA (BXO,CI,VIT B KOMNZTEKT NOCTaBKN

Heo6X04MMbIX Mep MNpPefoCTOPOXHOCTH. 3TO Lenm MOXHO

ycTpoicTBa).
Ons  o6GneryeHws  Bpal,eHWs NPOBOAHWKA WAW ynpaBfieHUA UM
npukpenntTe MNOBOPOTHOE YCTPOWNCTBO K MNPOKCUMAaNbHOMY KOHUY

npoBOAHUKA.
MpepocTepexeHue:

ansa

3acTpeBaHUAa HaKOHe4YHWUKa npu

npepoTBpalleHnss NOBpPeXAeHWs cocyda UNun
NpoaBUXEHUN/BpPALLEHUN NPOBOAHMKA
cnepyeTt UCNosib30BaTb PEHTTEHOCKOMUYECKUIA KOHTPONb.

Ansa
0f06GpeHHbIE
NO3MUMOHMPOBAHNA MOXHO NPOAONXWUTL NpoLEeAYPY.
MpepoctepexeHune: NMpu BCTpeye OWYTMMOTO CONPOTUB/IEHUA BO Bpems

nosnunoHmpoBaHusA npoBogHUKa cnepyetr mncnonb3oBaThb

Mocne BblIMOTHEHNA

aHrnorpaduuyeckme MeTOAUKHU.

cnefyeT npekpaTuTb Npoueaypy M ONpesennTb NPUUYUHY
Ecnu onpepenexHue MPUYUHBI

MaHunynayumn,
BO3!lWKHOBEHNSA conpoTtuBneHuna.
BO3HUKHOBEHUA BO3MOXHbIM,

cneayeTt u3Bneub Bclo cuctemy. B chyyae 3acTpeBaHMA HAaKOHEYHNKaA B

conpotTuBneHunsa He npegcrtaBndaeTcsa
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Caution: Gently introduce and advance the guidewire to prevent
damaging the distal tip.
Note: To aid in the navigation within and selection of arteries, the

guidewire

may be pre-shapcd. If desired, gently shape the guidewire's distal, flexible
tip according to standard practices. The guidewire introducer (packaged
with the device) may be used for this purpose.

4. To aid in rotating or steering the guidewire, secure a torquing device to
the proximal end o fthe guidewire.

Caution: To prevent vessel injury or lip entrapment, use fluoroscopy
when advancing/torquing the guidewire.

5. Use accepted angiographic technique for guidewire positioning. Then
continue the procedure.

Caution: If strong resistance is met during manipulation, discontinue the
procedure and determine cause of resistance before proceeding. If the
cause of resistance cannot be determined, withdraw the entire system. |f
the tip becomesfixed within the vasculature, advance the microcatheter
as distally as possible, gently puU the guidewire hack into the
microcatheter and withdraw the microcaiheter/guidewire system as a
unit - NEVER TORQUE THE GUIDEWIRE IF THE TIP BECOMES
FIXED.

6. When desired procedure results are achieved, withdraw the guidewire
and microcatheter slowly.

Note: When the guidewire is in the microcatheler's inner lumen, pressure
measurement and contrast material injection through the inner lumen may
be impaired. the microcatheter’'s instructions for the

recommended procedure in these circumstances.

Consult

How Supplied

The AGILITY Steerable Guidewires are SINGLE USE
ONLY; DO NOT RESTERILIZE. Use aseptic technique in all phases of
not be responsible for any product that is

intended for
handling. Manufacturer wiill

-4' 32 924 saco



cocyancToOl ceTw cneayeT NPOABUHYTb MUKPOKATETEP KaK MOXKHO

janblwe B AUCTTbHLHOM HanpasfeHWW, OCTOPOXKHO BTHAHYTH
NMPOBOAHUK B MUKpOKaTeTep " n3Bneyb cucTemy
«KMUKpPOKaTeTep/NPoOBOLHUKY B cbope. BPAWEHWNE
MPOBOAHWMKA NPW 3ACTPEBAHWWN EFro0 HAKOHEUYHWKA
HEAONYCTUMO.

6. Mo AOCTUXEHUMN XenaemblXx pe3ynbTaToB Npoueaypsl cneayeT MeANleHHO
M3BnedYb NPOBOAHUK U MUKpOKaTeTep.
MpumeuyaHune: NMpn HaxOXAeHUN NPOBOAHUKA BO BHYTPEHHEM npocBeTe
MUKpOKaTeTepa M3MepeHne JaBfeHNsA M BNPbICK KOHTPACTHOTO BeuwlecTBa
yepes3 BHYTPEHHUI NpocBeT MukKkpokaTeTepa MOTYT GbiTb 3aTpyAHEHbl. B
3TOM cnyvae ans
npoueaypsl
MPMMEHEHUID MUKpOKaTeTepa.

nonyyeHus UHopmMmauuu B OTHOLWEHUMN

pekoMeHayeMoi cnefyet 06paTUTbCA K WMHCTPYKLMM nNo

Kak noctaBnsaertcs

YnpaBnsaemble NPOBOAHUKMN AGILITY npegHasHayeHbl
MCKANKUYNTENBHO 4NN OAHOPA3OBOIO MCNMNONMb3OBAHWA4A;
MOBTOPHAA CTEPUNUN3ALUUNA YCTPOWCTBA HE OJOMNYCKAETCA.
Ha Bcex aTanax o6paboTku crnefyeT UCNoNb30BaTb acenTuyeckme MeTOAbl.

Mpoussogntens He HeceT OTBETCTBEHHOCTMHU 3a nwoob6oe n3pnenwune,

noaBseprHyToe I'IOBTOpHOI7I crepunusaunn, M He NpuUHNMaeT B 3a4eT UTUN Ha

obmeH nwboe wn3genume, KOTOpoe ObIO BCKPbITO, Afaxe e€c/Mm OHO He

ncnonb3oBanocChb.
KOMMNOHEHTHI yCTpOVICTBa npownn BCe H806X0,EI,VIMI:IE MCcnbliTaHUA 1 6bIan
NpU3HaHbl anUPOreHHbIMN. 3a WUCKNK4YeHUem yCTpOVICTBa aAnda BpauweHusda,

KOTOpO€e He noaBeprasioCb McnblTaHNAM.

fapaHTUiiHbIe 06A3aTenbCcTBA
Mpon3BoAUTENb rapaHTUpPyeT, YTO JaHHOE MEeAULUHCKOe u3genve He nmeeTt

,D,e(beKTOB Kak B MaTepuasnax, TakK U B WU3roOTOB/AeHWU. HactoawuUmM Mbl

oTKas3blBaeMcs OT /1o 6blX OpYyIrnx ABHbIX UKW noapas3ymMmeBaeMblX FapaHTVIVI.
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resterilized, nor accept for credit or exchange any product that has been
opened but not used.

The device components have been tested and were determined to be
nonpyrogenic, except for the torquing device, which is not tested.

Warranty

Manufacturer warrants that this medical device is free from defects in
both materials and workmanship. Any other express or implied
warranties, including warranties of merchantability or fitness, are hereby
disclaimed. Suitability for use of this medical device for any particular
surgical procedure should be determined by the user in conformance with
the manufacturer's Instruction for use. There are no warranties that extend
beyond the description on the face hereof.
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BK/MlOYAA rapaHTUyM TOBApPHOW roAHOCTM ANS NPOAAXMW WUAU NPUTOAHOCTU ANA
npumeHeHusi. MpPUrogqHOCTb AHHOTO MEAULUHCKOTO ycTpoiicTBa A4S N 6o
KOHKpPEeTHO XWpPYypPrunyeckoii npouegypsl 4ONXHa onpepenaTbcs
nonb3oBaTesieM B COOTBETCTBUM C MHCTPYKUUAMMWU NO MNPUMEHEHUIO
npousBoanTensa. HeT HUKAKWX TrapaHTuii, BbIXOAAWMWX 3a paMKu nNpsmo

ONMWCaHHbLIX B AaHHOM OOKYMEHTE.

YTunnusayunda Disposal

N3penne He oka3blBaeT BPeJHOro BO3AECTBMA Ha OKpyxXatLWyw cpeay npu The product has no harmful effect on the environment to the conditions of
cob6nwaeHUn ycnoBuii akcnayataymum, TPAaHCNOPTUPOBKU, XPAHEHUSA 1 operation, transportation, storage and disposal.

ytnnunsauyunn. Used products, as well as packaging, must be disposed o f in accordance
Mcnonb3oBaHHbIe M3AENUA, a TaKXe ynakoBka, nognexaTt yTununsauum B with the standards provided for the disposal ofpotentially polluting
COOTBETCTBUM C HOpPMaMU, NPEeAYCMOTPEHHbLIMUW ANA yTuam3auum medical waste.

noTeHUMaNbHO 3arpA3HALWUNX MEANLUNHCKNUX OTXOL0B. In the Russian Federation, devices are to be disposed of at the end oftheir
B Poccuiickoit defepauunn nsgenna nognexart yTunausaynum no ncTevyeHuu service life in accordance with the requirements ofapplicable local

cpoKa cnyX6bl B COOTBETCTBUMN C MPUMEHU.MbIMU NOKaNbHbIMMU legislation.

3akoHoagaTeNbHbIMU akKTamu. The hazard class of medical waste for used device is based on the

Ana ncnonb3o0BaHHOrNO M3fennsa Kanacc onacHOCTUM MEeAULUHCKUX OTXO0A0B characteristics ofthe morphological composition: class B

MCcXoas U3 XxapakTepucTuku mop@osiormyeckoro cocrasa: knacc b (epidemiologically hazardous waste). Medical waste class o f unused
(anMpgemMmonornyeckn onacHbole oTxoAabl). Knacc MeguLMHCKANX OTXOL0B product- A.

Hencnonb30BaHHOTO M3genusa - A. In the case ofexpiration date or damage to the packaging, the products are

B cnyyae mcrteyeHns cpoka rogHOCTU UIN NOBPEXAEHUS ynakoBKWU U3genuns also subject to disposal. Uncontaminated packaging is recycled as
Takxe nognexart yTunusaumu. HesarpsisHeHHas ynakoBka yTunumaupyeTcs household waste.
KakK 6bITOBbIE oTXoAbl.

Ycnosus TPaHCNOPTUPOBKN U XpaneHusa Conditions of transportation and storage
HanmeHoBaHwMe JnanasoH Designation Range
TemnepaTypa oT +10°C go +30°C Temperature (+10°C)-(+30°C)
0, 0,
OTHOCUTEeNIbHAsA BJ/IAXHOCTb oT 30% po 95% Relative hum idity 30% - 95%
ATMmocg epHoe faBrieHne 700-1060 rMa .
Barometric pressure 700-1060 gPa
Page 9 of 25
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3Haye]lns CMMBONOB, KOTOPbIe MOTYT OGblTb YKa3aHbl Ha yrnakoBKe

CERENOVUS

Toprosasa mapka

CocTas:

! npoBoAHNK, 1 NOBOPOTHOE
YyCTpPOWCTBO. 1 uHTpPOAbIOCEP

YnpaBnsiemblii NpoBOAHNKE

TMAPOMUNBHBIM NOKPbLITUEM

Homep no katanory

Homep napTtun

Lata n3arotoBneHusa (FMFrr-Mm -

AL)

Mcnonb3oBaTtb go (FMMTr-MM -
an)
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Interpretation of symbols that may be used on the package

Trademark name
CERENOVUS

M  MBara» MNgerHBMAM T

icC A i

y
t flidoerki

g%mg daNaaWdG M, {}‘énﬁ"ém
e

Ihis m@%’&%w

Contents; 1guidewire, |
torquing device and 1
introducer

j

F@%&' meaﬁllm axeM

Steerable Guidewire with
8Ky drophilic Coating

Catalogue number

0 | Lot Number
ot

Date of Manufacture
(YYYY-MM-DD)

YYYY-MM-DD

Use by (YYYY-MM-DD)
2 yyYY-MM-DD

*4* 22 934 8000
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CTtepunusauunsa aTUNEeHOKCUL0oMm

3anpeT Ha NOBTOpPHOEe
npumeHeHue

He ctepununsosBatb NOBTOPHO

B cooTBeTCTBUYU C thegepanbHbIM
3akoHogaTtenbcteom (C LW A) aTo
n3genne Moxet O6blTb NPOA4AaHO
TO/IbKO Bpauy uau no
HaszHauyeHulo Bpava

BHumaHue! O6patutechb K
WHCTPYKUMN NO NPUMEHEHUN!

3penve annporeHHo

PeHTreHOKOHTPACTHbI

He aBToknasunposarthb

Page 11 0f2S

STBO1£ EO

5¢ Only

Iradiopaoue

DO NOT AUTOCLAVE |
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Sterilized by EO

Do not reuse

Do not re-sterilize

Federal Law (United States
of America) restricts this
Device to sale by, or on the
order ofa physician.

Caution! Consult
instructions for use

Apyrogenic

Radiopaque

Do not autoclave



Tun HaKoOHeYHNKa CTaHAapTHbIN Tip Flexibility Standard

QuiKanlre D« AvameTp npoBoAHMKa Guidewtfe Dia. Guidewire Diameter
ddhekTnBHAS gNnHA
Ierglh Usable Length
Uebe n$ebls tengdi
Konnyectso
QTYI Quantity

laty |
Made in Caenato & Made in Made in

O6paTmMTecb K MHCTPYKLWUYX MO
Consult instructions for use
NPUMEHEeHUo

MarotoButenb
Manufacturer

He ncnonb3oBatb npu ) )
Do not use if package is

® NOBPEeXAEHUN yNaKOBKU (§)
damaged
3HaK CoOTBETCTBUSA ) )
C € Tpe6oBaHNAM 3akoHOfaTeNbCTBA C € European Conformity Sign
2797 EC 2797
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OoNA

,ﬂ,OI‘IOI‘IHI/ITefIbHaﬂ I/IH(*)OpMaLI,I/IFI Ona NpUMeHeHNAa Ha TeEPPUTOPUN P® Additional information for Russian Federation
MoTcHUMa.1bHble NOTPebUTenn Potential consumers
N3penna npegHasHavyeHbl A1 UCNONb30BaHUA KBAIUMULUPOBAHHBIM The products are intended for use by a qualified specialist in the field of

cneunanmcTom B 06/1aCTU CepAeYHO-COCYANCTON Xxupyprun, o6yueHHslM AN cardiovascular surgeiy, trained to work with these products.
pa6oTbl C faHHbIMU U3AENUAMU

NHopmaums 0 nekapCTBEHHbIX npenapaTax v (1.4m) Information about medicines and (or) pharmaceutical substances
(hapmaLeBTUYECKUX CybCcTaHUMAX B cocTase MU included in MD

NekapcTBeHHble cpeacTBa B cocTaB lNpoBogHMKa ynpasnsemoro AGILITY Drugs are not included in Steerable guidewire AGILITY.

He BXO4AT.

MepeyeHb MaTepuUanoB XXMBOTHOIO 1 (MNK) YeN0BEYECKOTO List of materials of animal and (or) human origin
NPONCX0oXXAEHUA Materials ofanimal and human origin are not included in Steerable
MaTepuanb XMBOTHOTO M YE€/IOBEYECKOTO MPOUCXOXAEHNA B cOCTas guidewire AGILITY.

MposogHnka ynpasnaemoro AGILITY He BxoaAarT.

TpeboBaHUS K TEXHUYECKOMY 06C/TY>KMBaHWNIO U peMOHTY MIN Requirements for technical support and repair of MD
MpoBoaHukn ynpasnsemble AGILITY saBnsat0TCcaS MeAUUUHCKUMNY Steerable guidewires AGILITY are disposable medical products and are
n3fennsaMun OAHOKPATHOIO NPUMEHEeHNA U He NOANTeXUT TEXHNYEeCKOMY not subject to maintenance, including cleaning and disinfection.

06CNYXMBaAHNIO, BKAKYAA OYNCTKY U Ae3UHG eKLnto.

MEPEYEHb CTAHOAPTOB/ LIST OF STANDARDS
MpoBogHuK ynpasnsemblii AGILITY/ AGILITY steerable guidewire:

foa

Homep cTtaHgapTa HanmeHoBaHuMe cTaHgapTa
BblMyCKa
EN ISO 13485 2016 MepuuyunHckue nsgenus. Cuctembl ynpaBneHuss kayuecTsBoM. CUCTEMHble Tpe6oBaHUS AN Leneil perynnpoBaHuns
EN ISO 14971 2019 MepuuyuHckue n;3genus. NMpumeHeHne MeHEeAXMEHTa pucka K MeAULUHCKAM U3AeNuam
ISO 11135 2014 CTepunusaunsa MeguLNHCKUX U3gennin. TnneHokcu. TpebosaHusa Kk padpaboTke, Banngauunum n Tekywe.my KOHTPONto

npouecca cTepuansanuum MeguLNHCKUX U3Lenuni
ISO 11135:2014 N1 2019 CTepunusauns MeanLUHCKUX U3aenunin. dtuneHokcua. Tpe6oBaHus K pa3paboTke, Banugaunum m TeKyUu,emMmy KOHTPO/I0
npouecca cTepuamsanum MeanMHCKuX nsgenuii. Monpaska 1: MepecmoTp MNMpunoxeHusa E. BbINyCK pa3oBoii naptuu
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Brnonornyeckas oueHka meguumHckux nagenuii. Yacte 1. OueHka n TecTMpoBaHMe B paMkKax npouecca ynpaBieHus

[SO 10993-1 2018
puckamn. agaHue 5
ISO 10993-7 2019 Buonornyeckas oyeHka MeanLUHCKUX n3genuin. Yacte 7. OcTaTouyHoe cofepxaHue aTuneHokcmaga nocne
ctepunusayun. NMonpaska 1
EN ISO 11607-1 2020 YnakoBka MeAVWLUHCKNUX U3aenunii, cTepuan3yemMblX Ha 3aBeplialmuiein ctagum nponssogctea. Yacte 1. Tpeb6oBaHua K
maTtepuanam, 6apbepHbIM cMcTeMam A5 CTepUan3annn n ynakoBOYHbIM cucTemMam
ENISO 11607-2 2020 YnakoBka MegULUHCKUX U3aenunii, cTepunnusyemMbix Ha 3aBepliatllei ctagun nponssoacTea. YacTtb 2. Tpe6oBaHua K
Banujauun npoueccos hopMUpoBaHnsA, repmeTnsanmum n cb6opku
ISO 11737-1 2018 CTtepunusaumna meguunHCcKuX nsgennin. Mmkpobuonornyeckne metofbl. Hacte 1. OueHka nonynaunm
(IsO 11737-1/DAmd 1) MUWUKPOOPraHM3MOB Ha U3gennsax
ISO 14644-5 2004 UncTble NOMELLEHNSA W CBA:?aHHbIE C HUMUW KOHTpPO/IMpyeMble cpeabl. YacTb 5. kcnayatayuns
ISO 14644-4 2001 Ynctble NOMeLW,eHNs N CBA3aHHbIE C HUMW KOHTpoupyemble cpepbl. YacTb 4. NMpoekTupoBaHue, CTPOUTENILCTBO U BBOS
B aKcnayartaymnio
ISO 14644-3 2019 UncTble NOMELW,EHUS U CBA3AHHbIE C HUMW KOHTpOJiMpyeMble cpeabl. YacTb 3. MeToabl McnbiTaHWA
ISO 14644-2 2015 YncTble NOMeEL,eHNS U CBA3AHHbIE C HUMUW KOHTpo/iupyemMble cpegbl. HacTb 2. MOHUTOPUHT ANA obecneyeHusn
foka3zaTtenbcTB ahPEKTUBHOCTM YMCTbIX NOMEL,eHWUI, CBA3AHHbI C YNCTOTOW BO3AVXa MO KOHLEHTpaLuy vyactuy,
ISO 14644-1 2015 YncTble NOMeLLeHUs U CBA3aHHbIe C HUMUW KOHTponupyeMmble cpedbl. HacTe 1. Knaccudmnkaumsa 4nctoTbl Bo3gyxa no
KOHLEeHTpaumnum vyactuy,
ISO 15223-1 2016 MegvumnHckue VI3,D.VEI'IVIH. CvMBOMbI, UCNONb3yeMble NPU MapkMpoBaHWN Ha MEANLWHCKUX U3Lennsax, aTuKeTkax u B
conpoBoAMTENbHON foKymMeHTauun. Yacte 1. O6wune TpebosBaHus
EN 1041;2008+A1 2013 MWHpopmaynusa, nogrotaBnimBaemMas U3roToBUTeIeEM MeAULUHCKUX n3genuia
ISO 14155 2020 KnnHuyeckne nccnepgosaHnsa. Hagnexauwas KamHuyeckasa npaktumka
Standard Revision Title
ISO 13483 2016 Medical Devices: Quality Management Systems Requirements for regulatory purposes
EN ISO 14971 2019 Medical Devices: Application of Risk Management to Medical Devices
ISO 10993-1 2018 Biological evaluation ofmedical devices —Part 1. Evaluation and testing within arisk management process - Edition 5
ISO 10993-7 2019 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals AMENDMENT 1
ISO 11135 2014 Sterilization o f health-care products - Ethylene oxide - Requirements for the development, validation and routine control ofa
sterilization process for medical devices
ISO 11135:2014 Al 2019 Sterilization o f health-care products - Ethylene oxide - Requirements for the development, validation and routine control of a
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sterilization process for medical devices - Amendment 1: Revision of Annex E, Single batch release
c ISO 14644-5 2004 Cleanrooms and associated controlled environments - Part 5: Operations
i ISO 14644-4 2001 Cleanrooms and associated controlled environments - Part 4; Design, construction and start-up
zo ISO 14644-3 2019 Cleanrooms and associated controlled environments - Part 3: Test methods
0 ISO 14644-2 2015 Cleanrooms and associated controlled environments - Part 2: .Monitoring to provide evidence ofcleanroom performance rela ed

to air cleanliness by particle concentration

ISO 14644-1 2015 Cleanrooms and associated controlled environments —Part 1: Classification ofair cleanliness by particle concentration
EN ISO 15223-1 2016 Medical devices. Symbols to be used with medical device labels, labelling and information to be supplied. General requirem nts
EN 1041:2008+A1 2013 Information .supplied by the manufacturer of medical devices
ISO 11737-1 2018 Sterilization of health care products. Microbiological methods - Part 1. Determination ofa population ofmicroorganisms on
(ISO 11737-1/IDAmd 1) products
ENISO 11607-1 2020 Packaging for terminally sterilized medical devices — Pail |: Requirements for materials, sterile barrier systems and packag
systems
EN ISO 11607-2 2020 Packaging for terminally sterilized medical devices — Part 2; Validation requirements for forming, sealing and assembly
processes
ISO 14155 2020 Clinical Investigation of Medical Devices for human subjects - Good Clinical Practice
OnuncaHne meTopa ctepuaunsauynn. Description ofsterilization method
YcTpoiicTBa ANA aHrnorpaduu u am6onmsaunm cTepuansyioT okcnaom Devices for angiography and embolization are sterilized by ethylene
3aTuneHa. oxide.
CpoK rogHocTH Shelflife
CPOK rogHocTu 2 roga. Shelflife is 2 years
FapaHTURHBIA CPOK XpaHeHWs wusgenus cocTaBnsieT 2 roja npu ycnosuu The guaranteed shelflife ofthe productis 2 years, if the storage
CO6MAEHNA YCNOBUI XpaHeHUS. conditions were met.
dopma nocTtaBKHu How supplied
MposoaHuk ynpasnsembli  AGILITY ¢ nNOBOPOTHbLIM  YCTPOACTBO.M U AGILITY steerable giiidewire with torque device and introducer - | pc.;
MHTpOoAblOCeEpO.M - 1 wWwT,; Instruction for use - 1pc.

MHCTpPYKUMA NOo NpUMeHeHuto - 1 wT.
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BO3MOXHOCTb Il METOALI NWHTETPALMUN CAPYTUMU MEANUNHCKAMM The possibility and ways ofintegrating with other medical devices

nspennamn Use appropriately sized steerable guidewires with the selected
McnonbsyiiTe ynpasnsiemble NPOBOAHUKM COOTBETCTBYlO LW EI0 pasmepa ¢ microcatheter o fany manufacturer (refer to the microcatheter for
Hafjnexawum o6pa3oM NoAOGPaHHBIM MUKpokaTeTepom N 60ro compatible guidewire size).

npousBoanTensa (4N onpefeneHWs COBMeCTUMOro pa3mMepa NPpoOBOAHUKA CM.
MHCTPYKLUIO MO NMPUMEHEHUID MUKpoKkaTeTepa).

3asaBneHne otHocutTenbHo MPT M R | statement
Ynpasnaembli npoBoAHNK AGILITY Henb3a NpuMeHATbL B Xof4e NpoueAyp ¢ AGILITY steerable guidewire cannot be used during procedures using
MCNONb30BaHMEM .MArHWTHOPE30HAHCHbIX MEeTO/0B. magnetic resonance methods.

MpoBopgHuk ynpasnsaemblii AGILITY/AGILITY steerable guidewire:
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PucyHok | npoBogHuk ynpasnsieMbli AGILITY c NOBOPOTHbIM YCTPOWCTBOM U uHTpoAabtocepom / Picture TAGILITY steerable guidewire with torque
device and introducer
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ROUNDED PROXIMAL END

_HYDROPHILIC COATING
TO AID LUBRICITY

FLATTENED CORE PT/W_RADIOPAQUE
GLUE JOINT FOR TIP SHAPING MARKER

(3 PLACES?

=) 05 NTEGQNAT ONA

NN ENN NN NN

nunn\nmvuuu\.\ﬁ? ¢isg

W SHHEH

G [anpe = I

- ATRAUMATIC TIP

GRIND LENGTH

OVERALL LENGTH

PucyHok 2 MpoBoagHuk ynpaBnsaemblin AGILITY/ Picture 2 AGILITY steerable guidevvire

3aKpYr/eHHbI1 MPOKCMMasnbHbIA KOHeL, Rounded proximal end
fmapounnbHoe NOKpbITUE ONA YAYYLWIEHUSA CKONMbXEH: 15 Hydrophilic coating to aid lubricity
KneeBble coeanHeHus (3 mecrta) Glue joint (3 places)
CnnoWweHHbIR cepaeyvyHnk A1 GOpPMMPOBaHMA HAKOHeYHMKa Flattened core for tip shaping
PanvnokoHTpacTHbIA Mmapkep 3 Pt/W Pt/W radiopaque marker
ATpaBMaTMyeCcKnii HaKOHEUYHUK Atraumatic tip
OnuHa oTwnudgoBaHHOR YyacTu Grind length
Ob6wasn gnuHa Overall length
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BHeLHWiA fuameTp
[AMCTA.YbHLL'O KOHYMKO"

BHeLHWiA gnameTp

npoKcumansHoit yactu/ [LvHa KOHUYecKu

SEGVAT ONA

KatanoxHblii Outside diameter at ~ Outside diameter at proximal O6was gnmHa/ Cy>uBatoLLerics 1lapyxHoe
Homep/ OnucaHne/ distal tip (gtolimbl/ end (gtombl/ inches/ cm/ cm)  Total length yactu/ Grind length  Macca/ Weight ~ Tun HakoHeuHwukal/ Tip nokpbITHe/
Code Dcscrintion inches/ cm/ cm) (cm/ecm) (cm/ cm) (r_g) . shape Coating
m Agiiitj- 10
O CraHpapt/ F'rom/oT 0.0085/ 0,022 to/go >1.66£10% Mpamoii/ ®opmupyembiit/  ragpodmnbHoc/
614178 <0.0105/ 0.027 195t 5 362
8 Standard 0.011/0,028 Straight/ Pre-shapeable Hydrophilic
Msarkunii/ From/oT 0.0085/ 0.022 to/go >1.66+10% Mpavoii/ ®opmupyemblii/  TK.npodunbHoe/
614179 . + +
Soft <0.0105/0,027 0.011/0,028 1955 38+2 Straight/ Prc-shapeable Hydrophilic
Agility 14
C/TaHaapT/ Prot/010.0127/0.032 to/go >1,66+10% Mpsmoii/ ®opmupyemblit/  lwpodmnbHoc/
614481 <0.0135/ 0,034 205+5 42+2 . .
Standard 0,0142/ 0.036 Straight/ Prc-shapeable Hydrophilic
MsaArkuia/ From/oT 0.0127/ 0,032 to/go >1.66x£10% Mps~toid/ dopmupyemblit/  TuapodunsHoe/
614482 . . 205 5 452 . -
Soft <0.0135/0.034 0.0142/ 0,036 Straight/ Pre-shapeable Hydrophilic
XL cTtaHpapt/ From/OT0.0127/0.032 to/go >1.66+10% Mpsamoii/* ®opmupyemblit/  n.apodunbik)c/
614491 <0.0135/0.034 3505 42 £2 . -
Standard XL 0,0142/0.036 Straight/ Pre-shapcablc Hydrophilic
Agility 16
C / <0.0164/0.042 >1.66x10% Mpawmoit/ ®opmrdyembliin./  TmgpodunbHoe/
614541 TEHAAPT <0.0155/ 0.039 175 +5 33+2 0 p_ . purdy ApoQ -
Standard Siraiglil/ Pre-shapeable Hydrophilic
i <0.0164/ 0,042 .66£109 n i ® w /
614542 Markni/ <0.0155/ 0,039 17545 4452 >1.66£10%  TpaMOoW ©opmupyemuii/ T uapopunbHoe
Sort Straight/ Pre-.shapeabic Hydrophilic
CraHpapt/ <0.0164/ 0.042 >1.66+10% Mpamoii/ ®opmupyemblii/  TugpodunbHoe/
<0.0155/0.039 + i .
614581 Standard 205£5 832 Straight/ Pre-shapeable Hydrophilic
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MoBopoTHoe ycTporicTeo/ Torque device:
Bce kKoH(urypauum npoBoAHMKOB Agility komnnekTywTca NoBOpPOTHbIM ycTpoiictBom/ AH configurations of Agility guidewires are equipped with a
torque device.

fl i

PucyHok 3 MoBopoTHOe ycTpolictBo / Picture 3 Torque device
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PucyHok 4 MoBopoTHOe ycTpoicTtBo / Picture 4 Torque device
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MokasaTtenb / Parameter

O6waa AAuMHa MNOBOPOTHOTo yctpoWcTtBa B cbope, mm/ Total length of torque device
assemblv. mm

Konnauvok/ Cap

Nnwua. mm/ Lencth. mm

NuameTn wwunokoli yactu, mm/ Wide part diameter, mm

TTuameTn yskou yactu, mm/ Marrow part diameter, mm

NlvameTn OoTBENCTUA Byskou YacTu konmayvka, mm/ Cap narrow part hole diameter, mm
Kopnyc/ Body

O6uwaa anuHa, mm/ Total length, mm

NunameTp kKopnyca, mm/ Body diameter, mm

BHyTpeHHUi guameTtp, MM/ Inside diameter, mm

NunameTp ytonweHnnsa, mm/ Wide part diameter

OnuHa pe3bbbl, mm/ Thread length, mm

NinnHa KoH4YMKa go pe3bbbl, MM/ Thread tip length, mm

BcTtaBka meTannnueckasn (3axummHasa BTynka)/ Metal insert (collet)

3HavyeHue/ Value (£ 10%)
38

13
10

- N © M O

NnnHa. mm/ Length, mm

NuameTp Tpy6KKM, Mmm/ Tube diameter, mm

NnamveTp ytonwenunsa, mm/ Thickening diameter, mm

Macca noBOpOTHOTO ycTpoilicTBa B cbope, r/ Torque devise mass, g
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MHTpopgblocep/introducer:

; Bce KoHurypauumm nposogHukoB Agility komnnekTywTca uHtpogbtocepom/ Al configurations of Agility guidewires are equipped with an introducer.
c

O6was gnunHal Total length

OnvHa 3awmTHOro kopnyca/
Guard length

BHewHWit guameTp BHyTpeHHWIT gnameTp

kaHtonu/ Cannula OD kaHtonu/ Cannula ID

BHyTpeHHWI
anameTp
3aWnTHOM
060104Ku/
Guard ID

OnnHa kaHwnu/

Cannula length

PuncyHok 6 WHTpopablocep / Picture 6 introducer
Ta6bnuuya 7/ Table 7
MokasaTtens / Parameter 3HavyeHune (x 10% ecnun He ykasaHo uHoe)/ Value (+ 10%

otherw ise indicated)

Ob6wasa gnuHa, mm/ Total length, mm 132

BHewHu guameTp kaHwonu (Tpy6kmu), mm/ Cannula outside diameter, mm OT1 0,902 no 0,914
BHyTpeHHUI gnameTp kaHonu, mm/ Cannula inside diameter, mm Ot 0,58 po 0,62
BHewHNU’ anamMeTp 3auMTHOW 060104k, MM/ Protective sheath outside diameter, mm 4,57 £0,25
BHYTpPEeHHUN gnameTp 3aWuTHoll o6onoukn, mm/ Protective sheath inside diameter, mm 3,56 £0,25
[nvna kaHwnn, mm/ Cannula length, mm 101,6+ 1,27
JnvHa 3aWnTHOTO Kopnyca, MM/ Protective sheath length, mm 5,06 £5,08
Macca MHTpoablocepa, r/ Introducer mass, g 0,59
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O NA

MepeyveHb H onucaHue maTtepuanoB MW/ List and description of MD materials
MpoBogHukn ynpasnsemble AGILITY c rugpodubHbIM MOKPbITUEM COCTOAT M3 NPOBO/IOYHOTO CepAeYHMUKA M3 HepXaBewwWwen cTanm n

EGNA

PEHTIeHOKOHTPACTHOW NNaTWuHO-BONbMPamMoOBOl cnupanun Ha AUCTaNIbHOM HaKOHEYHUuKe.

MonHbI NepeyeHb MaTepuManoB AOCTYMNeH Mo 3anpocy./

The hydrophilically coated AGILITY Steerable Guidewires consist of a stainless steel wire core and a radiopaque platinum/tungsten coil on the distal tip.
Full list of materials is available upon request.

YcnoBua NnpuMCcHCHUA/akennyataunm MU Use/operation conditions of MD

YcnoBusa okpyxatoweii cpeabl Environmental conditions

BnaxHocTb oT 60% o 70% Humidity from 60% to 70%

TemnepaTypa ot +22°C po +207C Temperature from +22°C to +30°C

NaBneHue 700-1060 rMa Pressure 700-1060 gPa

YcnoBusa akcnayatauuu Operation conditions

TemnepaTtypa +32°C po +42°C (BHYTpwW Tena yenoseka) Temperature +32°C to +42°C (patient’s body temperature)
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Megoc NHTepHewHn CAPN

cornacoeaHoO

«Mepoc WHTepHewHn CNAPJ»

OpraHusauna

WemeH-BnaH 38. le loknb, CH-2400, WBeiyapus

A;ipec

OvpekTop oTAeNna HOPMAaTUBHO-NPaBOBOIO PEryInpoBaHus
J0mKHOCTb

Pemo Amxeppg

damun.ma. numa

30.01.2023

Oata: AA.MMANTIT

<nognucio=>

Moanucs

MeHepxep oTaena HOPMaTUBHO-NPABOBOTO peryampoBaHus
[onmKHoOCTb

OaHunanbe Maiiep

damunusa, uva

30.01.2023

Jata: A0.MM.ITTE

<nopnucaHo>

Moanuce

FrpaHnHa | <25

LlemeH-bnan 38, nouToBbIN AWMK, CH-24UU fle /loknb  Ten +41 32 934 8000



NETrANN3ALNA

HuxenopgnucaBwuiica, bepHap Jlam6one, HoTapuyc kaHToHa HeBwaTtenb (W Beliyapusa),
MMewLwWwmnini HoTapuanbHyl KOHTOpy B . Jla Wo-ge-®oH. ygocTtoBepsAeT, 4YTO MNOAMNUCHK,
nocTtaB/leHHble Ha HacToAweM gOokymeHTe «CornacoBaHo», SBNAKTCA BEPHbIMU W MOAMUHHBIMMK
nognucamu r-na PanmyHga (nnn Pemo) AMXEPAA, poguBweroca B r. Hatep (W Belinuapusa),
npoxusawuero B r. Jfluctans (Weeliyapua), u r-ua [fanusana Mapkyca MAWEPA,
pogvBweroca BT. FlebeHcTtopd (W Beliuapusa), npoxmBatwuwero B r. inucrtrans (lWeeliuapma).---—-—--
r. 1la Wo-gpe-®oH. BTOpOe eBpansd nBe TbicAYM ABajuUaTb TpeTbero roga (2 despana 2023

Homep B HoTapuanbHoM peectpe 79 Ne 72

<Kpyrnas rep6osast neyatb: BEPHAP TAMBONE,
t HOTAPWYC *r./1a Wo-pge-®oH >

<nognucaHo>
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[MepeBof JaHHOrO TEKCTA BbIMOJHEH NMepeBoAUMKOM [axTyHOBbIM AnekceeM BnagymMmpoBuyem

MoANNCh

Poccuiickaa degepayns
Nopoa MockBa
CeabMoro gespans ABe TbiCAYN ABajLaTb TPeTbero roga

#, Bepemun HOnua WropeBHa, BPEMEHHO MCMOMHAOWAA 0643aHHOCTM HOTapuyca ropoga MOoCKBbI
Kopcnk Mapun AnekcaHpOBHbI, CBMAETENbCTBYHO MOAMHHOCTL MOANMCKU nepesBogumka [laxTyHoBa
Anekcea BnagMmuposumya.

Mognuce caenaHa B MOEM MPUCYTCTBUM.

JINYHOCTbL NoAnucaBLLero JOKYMEHT YCTaHOB/IEHA.

3aperuncTpupoBaHo B peectpe: Ne 77/2139-H/77-2023- &

YnnayeHo 3a coBepLLeHne HoTapuanibHoro aeinctans: 400 py6. 00 kon.

noAanmcb lepboBas neyaTb Mep6oBasa nedyaTb
HoTapuyca r. MockBbl HoTapwuyca r. MockBbl
Kopcnk M.A. Kopcuk M.A.
HO.. Bepemuii

Bcero npoLuHypoBaHo, NPOHYMePOBaHO
N CKpensieHo neyatbro 28 nnucT(-a,-0B).

BPWO HoTapuyca: | noanncb
Poccuiickas degepauus

Mopoa MockBa
CegbMmoro/geBpansa ABe TbiCAYN ABafLaTb TPETbero roga

A, Bepemunin KOnua WropeBHa, BPeMEHHO MWCMOMHAOLWAA 00653aHHOCTU ropoga Moci
Kopcrk Mapumn AnekcaHaB1A1»CcB1|MTenbCTBYHO BEPHOCTL Konun ¢ npHABH H "% *”~e gokyme!

3aperncTpmpoBaHo B 77/2137°77-2023- i>

YnnayeHo 3a cose borct ferctems: 2900 p

*MPOLLHYPOBAHO, MPOHYM
i1 CKpe T/IEHO neyaTbto 28 nnc

BPWO HoTtapuyca:
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CornacosaHo/APPROVAL
Megoc MHTepHewHn CAPJ1 / Medos International SARL

OpraHusankg/Organizatioa
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LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton of Neuchatel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this Letter of Declaration
are the true and genuine signatures of Mr. Raimund called “Remo” AMHERD, from
Naters, Switzerland, in Liestal, Switzerland and of Mr, Daniel Markus MEYER, from
Gebenstorf, Switzerland in Liestal, SWItZerland........ccoocivveins o
La Chaux-de-Fonds, this second day of February two thousand twenty-three (Februai7, 2,
2023).
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MHCTPYKLMA NO NPUMEHEHUIO

YcTpoiicTBa gnga aHrnorpadum n amoéonumsaynn:
Nupednatop TRUFILL DSC .

(ana npumeHeHunsa B Poccuiickoii degepaymnmn)

iJ
«Menoc HTepHewHn CAPJT»
LLlemeH-bnaH 38
Ne-Noknb. CH-2400, L Beiiyapus

O 41329338300

YNoMHOMOYEHHbI NpeacTaBnTens B Poccuiickoil degepaumm
00O «/[J)KOHCOH & [XXOHCOH»

Poccua. 121614, r. Mocksa, yn. Kpbinatckas, g. 17 kopn. 2
TenedoH; 8 (495) 580 77 77, dakc; 8 (495) 580 78 78

BAXHAA NH®POPMALUA
O3HaKOMbTeCb Neped MPUMEHEHUEM

HavmeHoBaHue MU, mogdenn nnmn sapmaHTbl UCNosiHeHNA MU
YcTpoiicTBa Aasist aHrmorpadonm H amMoom3aumm:
MHupgepnatop TRUFILL DSC I;

Wnpuy ¢ MaHOMeTpoM, pe3b6OBbLIM MNOpWHeM B c60Ope C  3amopHbIM

MeXaHWU3MOM C (bVIKcaTOPOM.

Ha3HaueHUe

YcTpoictBa Ana  adHruorpagum  m ambonmMsaumm  npegHasHaueHbl
OCyLecTB/IeHUs JOCTyna K cocygaM T[O/IOBHOTO MoO3ra B COOTBETCTBHU C

CI'IeLlVI(*)VILIeCKVIM Ha3Ha4YeHnemM KaxXpaoro yCTpOVICTBa.

Mecos h'e-rtational Sa?l « Chemn- Blaf:;

Instruction for use

Devices for angiography and embolization;
TRUFILL DSC Syringe 11

(for use in the Russian Federation)

m |

Medos International SARL

Chemin-Blanc 38. 2400

Lc Lode, Switzerland
t*41 32933 8300

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER NMRUSSIA;
Johnson & Johnson LLC,

121614, Moscow. Krylatskaya sir., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

IMPORTANT INFORMATION

Please Read Before Use

Medical Device name, models or variations of MD

Devices for angiography and embolization:

TRUFILL DSC Syringe lI;

Syringe barrel with a pressure gauge, a threaded plunger assembly with a latch
mechanism.

Intended use

Devices for angiography and embolization are intended for providing access lo
cerebral vasculature in accordance with specific intended use of every device.

The TRUFILL DCS Syringe 1l is intended to generate controllable pressure for

Page 2 of 21
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MHpednarop TRUFILL DCS I co3paHua

KOHTPONMPYEMOTO AaBfeHus AN NOATOTOBKU M OTCOefuWHEHWs cnupaneit ans

npefHa:?HaueH ans
amb6onm3aynn.

OnncaHne

WHupgepnarop TRUFILL DCS Il (katanoxHbli  Homep 635002)
NCMonb3yeTca 414 CO34aHUSA Perynnpyemoro AasfieHUs A4fd NogroToBKK
N OTCOEAMHEHMS CeMeicTBa oThensemblx crnvpaneid 6peHga Cerenovus.
WHoednarop TRUFILL DCS 1! cocTouMT M3 npo3pavyHoro uuamHapa
WwnpmMya € MaHoOMeTpoM, pe3bb60BOro  M/yHXepa, OCHALLEHHOro
3aMKOBbIM MeXaHW3MOM, W TMOKON YAMHUTENIbHOW TPYOKM BbICOKOrO
fasneHus. Llkana wMaHOMmeTpa OTKanmMbpoBaHa [ COBMECTHOrO
MCMONb30BaHMS C  CEMECTBO.M  OTAENsieMblX  Chvpaneii  6peHaa
Cerenovus. CM. MHCTPYKLMW MO MPU.MEHEHMWIO. BXOAALIME B KOMMNEKT
MOCTaBKM CeMeicTBa OTAeNsieMbIX cnupaneil 6peHga Cerenovus.
YnakoBKa

WNupepnatop TRUFILL DCS Il ynakoBbiBaeTcsi B repMETUYHbIN
MNaCcTUKOBbLIA NOTOK. WHAehNATOp CTEpWeH, €cau  repMeTUYHBbIN
MNacTUKOBbIA NIOTOK He BCKPbIT UM MOBPEX/EH. YNakoBaHHOe u3penue
CneflyeT XpaHUTb B MPOXnafHOM, TEMHOM, CYXOM MecCTe.

MokaszaHUsA K NpUMeHeHuo

preparation and embolization coils detachment.

Description

The TRUFILL DCS Syringe W (catalog number 635002) is used to
generate a controlled pressure for preparation and detachment of the
Cerenovus family of Detachable Coils. The TRUFILL DCS Syringe Il
consists of a transparent syringe barrel with a pressure gauge, a threaded
plunger assembly with a latch mechanism, and a llexible high-pressure
extension tube. The gauge faceplate is calibrated for use with the
Cerenovus family of Detachable Coils. Please refer to the Instructions for
Use included with your Cerenovus Detachable Coils.

Packaging

The TRUFILL DCS Syringe 1l is packaged in a sealed plastic tray. The
syringe will remain sterile unless the sealed plastic tray is opened or
damaged. The packaged product should be stored in a cool. dark, dry place.

Indications

WHpoecdnatop TRUFILL DCS |l npepgHasHayeH pAans wucnonb3oBaHuns ¢ The TRUFILL DCS Syringe Il is indicated for use with the Cerenovus family of
cemeicTBOM CbeMHbIX cnupanei Cerenovus ans smb6onusauun Detachable Coils and indicated for embolizing intracranial aneurysms and other
BHYTPUYEPENHBIX aHEBPU3M W APYINUX COCYAMCTbIX Manbdopmaumnii, Takmx kak vascular malformations such as arteriovenous malformations and arteriovenous
apTepUOBEHO3HbIE ManbgopmMmaumu n apTepuoBEHO3HbIE ductynel flstulae of the neurovasculature and for arterial and venous embolization in the
HelipoBacCKynsipHbIX COCYyAOB, a Takxe [Ana apTtepuanbHOil u BeHO3HON peripheral vasculature also.
amb6onunsaunn nepudepryecknx cocyos.
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[NpoTMBONOKasaHNA

NHpednatop TRUFILL DSC Il nognexut Mcnonb30BaHUI0 C CEMENCTBOM
oTAenseMblx cnupaneH Cerenovus v MMeeT Te Xe NpoTUBONOKasaHusa K
NPUMEHEHN, a UMEHHO,

* HEBO3MOXHOCTb CynepcenekTUBHON YCTaAHOBKN:

e inameTp apTepumn, KPOBOCHa6Xal WX NopaxeHHbI y4acToK, HeJ0CTaTo4YHOo
Be/INK,TNA BBeAeHsa aMb60oNnyeckoro marepmana;

* UMEKTCA OTKPbITble 3KCTpaAMHTpaKpaHuanbHble aHacTOMO3bl;

* KOHEYHble apTepun MayT HEeNOCPeACTBEHHO K YepernHbiM HepBam,

* apTepuVOBEHO3HbIW WYHT 60MblWe N0 pa3Mmepy, YeM cnupanb;

* BblpaXXeHHble aTepomaTo3Hble 3ab60neBaHuns;

* Ha/iMune UM yrposa HacTyn/eHusa sasocnasma.

I'Ipe,qynpe>|<,c|,eH na
. He
KNIWHNYEeCKOro BMewatenbCcTBa.

MCcnonb3yiiTe NOBTOPHO. YHWUTOXbTE MNOCAEe OA[HOTO

. Mcnonb3ynte P U3NONOTNYECKUM

PacTBOpbl KOHTPACTHbIX BEWeCTB WAU Apyrue pacTBopbl C

TONbKO co CTEepPUAbHbIM
pacTBOopom*.
aTUm VII/I,qubJ'IﬂTOpOM NMPUMEHATb HEeNb3A.

OOMNONHUTENTbHOA MHpopMaLyum o]

. ansa nonyyeHuns

npeagynpexpgeHnax o6paTturtechb K MHCTPYKLUN no NPUMEHEHWUIO,
BXO,T,AlWEel B KOMNAEKT NOCTaBkM Bawwnx otgpensaemMblx cnupanein 6peHpa
Cerenovus.

e - 34ecb 1 ganee No TEKCTYp KOHLUeHTpauusa pnusnonormyeckoro pacrtesopa

0.9%.

Mepbl NpefoCTOPOXKHOCTH
XpaHUTb B NpoxsajHOM, TEMHOM W CYXOM MecCTe.

He I/ICI'IOﬂb3yVITe, ecnmn repMeTnyHo 3anevyaTaHHbI nnacTMaccoBblii

NIOTOK OTKPbLIT MW MOBPEXAeH.
Mcnonb3yiiTe Ao gatbl UCTEUYEHUSA CPpOKA TOAHOCTH.
cemeiicTBa 6peHaa

ncnonb3oBaHUM cnwpaneﬁ

Mpwn
Cerenovus crnefyeT BHMMATENIbHO CNeAuTb 3a JaB/ieHUeM.

oTAeNnsemMbl X
NWHpoed natop
npegcTtaBnsier co60i ycTpoOMCTBO 60NbWOT0 06bema, ManopacTAXUMbBIN.

Contraindication.s

The TRUFILL DCS Syringe Il should only be used with the Cerenovus family of
Detachable Coils and has same contraindications, namely:

e superselective placement is not possible

e the arteries supplying the lesion are not large enough to accept embolic material
* patent extra-lo-intracranial anastomoses are present

« end arteries lead directly to cranial nerves

« the A-V shunt is bigger than the size ofthe coil

« there is severe atheromatous disease

« in the presence or likely onset of vasospasm

W arnings

Do not reuse. Di.scard after a single clinical procedure.

* Only use with sterile saline* solution. Contrast solutions or other
solutions should not be used with this syringe.

« Refer to the Instnictions for Use included with your Cerenovus
Detachable Coils for additional warnings.

* - hereinafter in the text the concentration of saline 0.9%.

Precautions

» Store in a cool. dark, dry place.

* Do not use if sealed plastic tray is opened or damaged.

« Use prior to the “Use By” date.

* Pressures should be closely monitored when using the Detachable Coils.
The syringe is a high volume, low compliance device capable of generating
high pressures with relative ease.

» Exceeding zone #3 (green zone) could cause syringe damage. If zone #3
is exceeded, the syringe should not be re-used for additional coil
detachments.

e The TRUFILL DCS Syringe Il can be safely used up to 5 coil
detachments, or attempted coil detachments during a single clinical
procedure.

« Refer to the Instructions for Use included with your Cerenovus
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crnocobeH OTHOCUTE/IbHO NIErKO CO3/aBaTb BbICOKOE JaB/eHue.

Bbixog 3a npefenbl 30Hbl Ne 3 (3eneHas 30Ha) MOXET MPUBECTM K
noBpexxaeHuo nHaemnatopa. MNpu Bbixoge 3a 30HY Ne 3 nHAednATop He
cfefyet WCNoOMb30BaTb MOBTOPHO AN OTAENeHUA AOMONHUTENbHbIX
cnvpanei.

*MHpednaTop TRUFILL DSC Il moxHo 6e3onacHO MCMonb3oBaTb A1
HECKO/IbKMX (J0 5) oTAeneHnin cnupanein unm NonbITOK OTAENEHNUS B XOfe
OfIHOr0 BMeLlaTeNbCTBa.

ana MonyyeHUss  AOMNOJHUTENBbHOM MH(opMauum 0 Mepax
MPefoCTOPOXKHOCTK  00paTUTECh K WMHCTPYKUWUM N0  MPUMEHEHMIO,
B.XOfALLE/ B KOMIM/IEKT MOCTaBKW Bawmnx otgensemblx cnuvpaneit 6peHza
Cerenovus.

HexenaTenbHble ABEHUSN
,ﬂ,ﬂf-l nony4vyeHmna ,U,OI'IOI'IHVITEJ'IbHOI?i VIH(*)OpM&lLI,VIVI 0 BO3MOX>XHbIX

HeXenaTe/lbHbIX ABMEHNAX 006paTUTECh K UHCTPYKLUMM NO NPUMEHEHNIO,
BXO/sLLEN KOMMNMEKT NOCTaBKM Balumx oTaensiemMbix cnupaneii bpeHaa
Cerenovus.

O6uiee oriHcaiiiie @ yHkunoHanbHbl X anementos MU
MHpednatop TRUFILL DSC 11

Mupednatop TRUFILL DSC Il (Homep no katanory 635002) ncnonb3syeTtca gns
co34aHna peryimpyemoro gaBfieH:: 8 N8 NOATOTOBKN U OTCOeANHEHUSA
cemelicTBa oTaensaembix cnupanei 6penga Cerenovus. NWHgednatop TRUFILL
DSC Il cocTOUT U3 NpO3payvYHoOro yuanHapa o6bLe.Mom 14 cM” C MaHOMETPOM,
pe3b60BOr0 NAYHXepa, OCHALLEHTOIT0 3aMKOBbIM MeXaHU3MOM, U TMBKO A
YONUHUTENbHON TPY6GKN BbICOKOTO gaBneHus. Wkana maHomeTpa
oTKkannbposaHa 4191 COBMECTHOIO MCNO/Ib30BaHNA C CEMENCTBOM OTAeNseMblX
cnupanein 6peHga Cerenovus. CM. MUHCTPYKLMUKM NO NPUMEHEHWIO, BXOAALU ME B
KOMMIEeKT NoCTaBkn oTAeNnsAeMbliXx cnupaneli cemelictea 6peHga Cerenovus,

Detachable Coils for additional precautions.

Adverse Events
Refer to the Instructions for Use included with your Cerenovus Detachable
Coils for potential adverse events.

General description of functional elements of MD

TRUFILL DSC Syringe II;

The TRUFILL DCS Syringe Il (catalog number 635-002) is used to generate a
controlled pressure for preparation and detachment o fthe Cerenovus family of
Detachable Coils. The TRUFILL DCS Syringe |l consists of a transparent syringe
barrel with a pressure gauge, a threaded plunger assembly with a latch mechanism,
and a flexible high-pressure extension tube. The gauge faceplate is calibrated for
use with the Cerenovus family of Detachable Coils. Please refer to the Instructions
for Use included with your Cerenovus Detachable Coils.
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Tabnmua 1

NTnuyeBas naHenb H yKkas3aHue 30H

Onpe,qeneHme 30H

CuHunii yBeT; 30Ha
npoayBKu

OpaHxeBblii UBeT: 30Ha
pasMelleHnsa cnupasnm

3eneHblli uBeT: 30Ha
OTCOEefUHEHUNA cnupann

KpacHblli UBeT;
AnbTepHaTUBHAas 30Ha
0TCOeAMHEHUA cnupanu
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TnyeBasa naHenb

Table 1

TRUFILL DCS Syringe Il Faceplate and Zone Definitions

Zone Definitions

Blue; Purge Zone

Orange: Coil Placement
Zone

Green; Coil Detachment
Zone

Red; Alternative
Detachment
Zone

Page 6 of 21
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Pressure Gauge Male Luer Lock

Braided Tubing

PucyHok 2 upgednatop TRUFILL DSC 1/ Picture 2 TRUFILL DSC
MHeBMoOfaTymnK Pressure Gauge
KOHYCHBbI NO3pOBCKUA HakoHeYHUK Male Luer Lock
OnneTteHHasa Tpybka Braided Tubing
Pe3b60BOI nopweHb Threaded Plunger
MexaHnsm 6/10KUPOBKHU Locking Mechanism
MoHomeTp Pressure Gauge

Page 7 of 21

Threaded
Plunger

Locking
Mechanism

Syringe |l
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TexHnuyeckmne xapakTtepuctukm MW [/ Technical characteristics of MD
Mupgednarop TRIfFILL DSC 11/ Trufill DSC Il Syringe:

EBN  OVA

PucyHok. MHpgepnatop TRUFILL DSC Il / Picture. Trufill DSC il Syringe

Page 8 of 21
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O6uwas gnmHa/ Total length

e

PucyHok. MHpgepnatop TRUFILL DSC M/ Picture. Trufill DSC Il Syringe

Ta6nuuya 2/ Table 2.

Moka3zaTens / Parameter

O6waa gnuHa, mm/ Total length, mm

O6wasa wupuHa, mm/ Total width, mm

OvameTp wnpuya, mm/ Syringe diameter, mm
OnunHa Tpybkun, mm/ Tube length, mm

Ouametp Tpybku, mm/ Tube diameter, mm
Ownavetrp uyuntepbnata mmaHomeTpa, MM/ Manometer
clock face diameter, mm

W npnHa maHomeTpa, MM/ Manometer width, mm
OnunHa pe3b6bbl, MM/ Thread length, mm

Macca wnpuuya, r/ Syringe mass, g

BpaweHne nnyHxepal/ Plunger torque

O6bem wnpuya, cmV Syringe volume, cm”

3HauyeHune (x 10% ecnm He ykaszaHo umHoe)/ Value (x 10%
if not otherwise indicated)

205

90

20

350

4

40

24

95

165,2

He BO/KHO nNpeBblwaTh 19.3 golimMm-pyHTa (2.18 HBIOTOH-
MeTpa) B KOHUe KpPacHOW aNbTepHaTMBHOMN  30HbI
oTcoeamHeHunsal/ up to the end of Alternative detachment
zone < 19.3 inch-ib

>14
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PekomeHpgyeman npoyepgypa

PekomeHayeMble ONOMHUTENIbHbLIE MaTepuanbl U KOMNOHEHTHI

. CTepuNbHbIA GUINONOTNYECKNA pacTBOP

. Wrna 21 G, T’ (25,4 mm)

MoaroToBka mnpgepnatopa

1. MN3BneknTe MHAENATOP U3 KAPTOHHOW KOPOGKKM U NnoTKa.

2. OcmoTpuTe MHAeNATOP Ha NpegMeT OTCYTCTBUA NOBPEXEHUN.
Mpwn Hanumunm 10 6 bl X NoBpeXfeHuni nHaednaTop nognexwut
yTununsaynu.

3. Y6eanTecb, UTO CTpenka MaHoOMeTpa MHAethnATopa HaxXoOAWUTCHA B

nonoXeHun «O». Ecnn cTpenka MaHoMeTpa WHAe(PNATOpa He HaxoguTCs
B NONOXEHUN «O», UHAEHNATOP NOANEXUT YTUAN3ALNU.

4. Mopknwunte nHgepnatop K MCTOYHUKY CrepunbHOro
hM3M0N0rMyecKkoro pactBopa nyTe.M BbIMOAHEHUA OAHOW U3 [ABYX
cnefywlwunx npouesyp:

1. Mpucoegnuute wurny 21 G, 1" (25,4 MM) K KOHHeEKTopy

WHaepnatTopa ¢ JIlOIPOBCKMM 3aMKOM W MNPOTKHWTE OTBepcTUe ANf

BblMyCKa pacTBOpa B MeWKe CO CTepUbHbBIM (QU3NONOTUYECKUM
pacTBOpOM.

2. MopcoegnHnTe NoapoBCcKNit KOHHEeKTOp nHpegpnatopa K
OTAENbHON NUHWW, BbILENEHHOW ANA NPOMbIBKM (U3NONOTUYECKUM
pacTBOPOM.

MpepocTepexeHue: CTepunbHbINR hun3nonornyeckuni pacTtBOp,
MCNonb3yembll ANS HanonHeHWA wWHAepnsTopa, QAOMKEeH MocTynaTthb

MelwkKa co
cneumanbHOW

DMU3NONOTUYHECKUM
ana

HemocpeACTBEHHO U3
pacTtBOpoOM nnm no
hU3MONOrMYecKUM pacTBopom. [Ana npeaoTBpalleHUs nonagaHna Kakux-
3arpsa3HeHnin B nogsofdw e Tpyob6KM, He cnepyert
nogayy CTepunbHOro (U3MONOrNMYecKOro pacTBopa Wu3

CTEPUNbHBIM
ANHNWN NPOMbIBKN
nnéo npoceeT
OCYLW ecTBNATH
CTEKNAHHOTO
nabopaTopHOro 6yanyT
npensTcTBOBAaTb HOPMAaJbHOMY (GYHKULWOHMPOBaHWIO cnupaneih GpeHAa

Cerenovus.

OT,D.eI'IbHOVI CMeCUTEeNbHOA EMKOCTH. Hanpumep.

CTaKaHa. 3arpAsHaowme BewecTtBa

Recommended Procedure

Recommended Additional Items

e Sterile saline solution

«21 G, 1” (25.4 mm) needle

Preparation of Syringe

1. Remove the syringe from the carton and tray.

2. Inspect the syringe for damage. If damaged, the syringe should be
discarded.

3. Confirm that the syringe pressure gauge indicator is aligned within the 0-
pressure position. Ifthe syringe gauge indicator is not aligned within the 0-
pressure position, the syringe should be discarded.

4. Conned the syringe to a sterile saline source by either of the following
two procedures:

a. Attach a 21 G. \" (25.4 mm) needle to the syringe Luer lock connector
and pierce the access port of a sterile saline bag.

b. Connect the syringe Luer lock connector to a dedicated saline Hush line.
Caution: The sterile saline solution used to fill the syringe should be
obtained directly from the sterile saline bag or a dedicated saline flush line.
To prevent any contaminants from being introduced into the lumen of the
delivery' tube, the sterile saline solution must not be aspirated from a
separate mixing container; e.g., glass beaker. Contaminants will prevent the
Detachable Coils from functioning properly.

5. Confirm the syringe plunger is fully engaged in the syringe barrel,

6. To engage the plunger threads rotate the latch mechanism clockwise
until it stops.

7. With the gauge port of the syringe facing down, aspirate the sterile saline
solution into the bairel of the syringe by rotating the syringe knob
counterclockwise until the syringe is full of saline.

8. If a bag of sterile saline solution is used, disconnect the needle from the
bag and detach the needle from the syringe Luer lock connector. Properly
discard the needle. Ifa saline flush line is used, disconnect the syringe from
the saline flush line.

9. With the syringe in

the upright position, purge the syringe barrel.

Page 11 0f21

Me-tiDS Inte'rannnal Sari « Chen;n- Bla"c 3S case postaie. CH-240C Le Lode « [ *41 32 934 BOCO



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

5. Ybepntecb, 4YTO pe3b60BOW MNAYHXEP MNONHOCTbK BOWeEN B
LUAWHAP MHAedaTOpa.
6. Ons 3auenneHns pe3bbbl MNAYyHXepa MNOBEPHUTe 3aMKOBbIWA

MEeXaHW3M [0 ynopa Mo 4acoBOl cTpenke.

7. Pacnonoxwus uHgepnatop Takum obpasom,
npucoeLNuHeEHNA MaHomMeTpa mHagednAaTopa OblN obpaleH sews n Bpaw an
pPyuYKy wuHpethnatTopa MNPOTMB YacOBOMN CTPeNKW, HanNnoONHANTe UUAWHAP
nHaepnatTopa GU3MONOrMYEeCKNUM pacTBOPOM BMNAOTb [0 €ro MOAHOTO
3anoflHeHUS.

8. B MCNONb30BaHMUSA
hM3NONOTMYECKUM pPacTBOPOM
KOHHeKTOpa MHpethnatopa ¢ JIO3POBCKUM 3aMKOM. Y TUNN3NpYihRTe nray
B YyCTaHOBNEHHOM nopAaake. B cnyyae Mcnonb3oBaHWUA NUHUWN NMPO.MbIBKN

4yT06bl pasbem AN

Melll Ka co
urny ot

cnydae CTepUNbHbLIM

oTcoegnHNTeE MewkKa wu OT

M3N0NOTNYECKUM PacTBOPOM OTCOEAUHUTE UHAEHNATOP OT NUHUMK,

9. Mpw nHae@naTopa B BEPTUKaNbHOM TMONOXEHUM,
Bpalas pydyky WHAednsTOpa Mo 4acoBOW CTpenKe, MPOU3BEANTe MONHOE
WHaepnaTopa. pasbema AnNA

HaxXxoXaeHuu

ynaneHue Bo3gyxa M3 UuAMHApa

npucoefuHeHNA MaHoMeTpa " YANWHNTENbHOW TPpyobKM.
MpepocTepexeHune: Ecnm B npoyecce NOATOTOBKU UHAednaTopa U3 HEro
He 6ypeT ypa.leH BeCcb BO34YX, 9TO MOXeET MPUBECTU K BO3HUKHOBEHWIO

BO34YWHON 3M6ONNM NPN OTAENEHNMN IMOBONNYE3INPYIO LW UX CAMpaNeid.

10. Ecnu B cucTeMe ocTancs BO3fAyX, CheayeT BpalaTb pPyukKy
WHAe(hNATOpa MO 4YacoBON cTpenke [0 BbITECHEHWA W3 MHAedNaTopa
LOCTAaTOYHOTO KonmuecTBa (hM3M0N0TMYECKOTO pacTBopa,

COMpoOBOXAalo UL erocs yganeHnem 3axBayeHHOro Bo3fyxa. Mpogonxure

NOATrOTOBKY MHAedNATOpa, KaK yKas3aHo B NyHKTax ¢ 4 no 9.

11. MonHoe ypaneHue BO3jyxa W3 WHAednATOpa O3HAyaeT, UYTO ero
NoAroToBka nNpoussefieHa Hagnexawumm obpa3om, U OH TOTOB K
MCNONb30BaHUI COBMECTHO C OTAenfAeMbiMu cnupansmu 6GpeHpga

CerenovlLis.

pressure gauge port, and extension tubing of any air by rotating the syringe
knob clockwise until all air is removed. Caution: The introduction of air
emboli may occur during embolic coil detachment if all air is not removed
from the syringe during syringe preparation.

10. In the event that air remains in the system, thread the syringe knob
clockwise until sufficient saline is expelled thus removing any trapped air.
Continue syringe preparation as indicated in steps 4 through 9.

11. Once the syringe is completely purged of air it is properly prepared and
ready for use with the Detachable Coils.

Directions for Use
Please refer to the
Detachable Coils.

Instructions for Use included with your Cerenovus

How Supplied

The TRUFILL DCS Syringe Il is intended for SINGLE USE ONLY; DO
NOT RESTERILIZE. Use aseptic technique in all phases of handling.
Cerenovus will not be responsible for any product that is resterilized, nor
accept for credit or exchange any product that has been opened but not
used.

As long as the inner unit is not opened or damaged, the product is sterile
with a nonpyrogenic fluid pathway.

Warraiit},

THERE ISNO EXPRESS OR IMPLIED WARRANTY, INCLUDING
WITHOUT LIMITATION ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FH-NESS FOR A PARTICULAR PURPOSE.
ON THE MANUFACTURER'S PRODUCT(S) DESCRIBED IN THIS
PUBLICATION. UNDER NO CIRCUMSTANCES SHALL
MANUFACTURER BE LIABLE FOR ANY DIRECT, INCIDENTAL.
OR CONSEQUENTIAL DAMAGES OTHER THAN AS EXPRESSLY
PROVIDED BY SPECIFIC LAW.NO PERSON HAS THE AUTHORITY
TO BIND CERENOVUS TO ANY REPRESENTATION OR
WARRANTY EXCEPT AS SPECIFICALLY SET FORTH HEREIN.
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Cnocob6 NnpumMeHeHUS

O6paTuTech K WMHCTPYKLUU BXOASAWEW B KOMMAEKT

nocTaBku Bawwux oTgensemMblx cnupaneit 6peHga Cerenovus.

no NPpUMEHEHNIO,

Kak noctaBnaeTtcs

MHpedbnatop TRUFILL DSC Il npegHasHadeH NWCKNKWYUNTENbHO
angd OAHOPA3OBOTIO MCNONb3OBAHNA; MOBTOPHAA
CTEPUNN3ALNA HE OONYCKAETCAHA. Ha Bcex 3aTanax obpauweHuns
acentuyeckue MeTofbl. KomnaHus
nwob6oe wmsgenue,

cnepyeTt MCNONb30BaTh
NPON3BOANTENL  HC OTBETCTBEHHOCTU 3a
NMoABEpPrHyTOe MOBTOPHOW CTepWAM3aLUM, U He MPUHUMAET B 3a4eT UK

Ha o6bMeH ntboe ninenne, KOTopoe 6bin0 BCKPbITO, AaXe eCc/1n OHO He

HecCceT

MCNONb30BANOCH.
[0 BCKpbITUS UM/MNM NOBPEeXLEHUS
u3nenve 0CTaeTcs CTEPUNbHBLIM C ANHPOTEHHbLIM KaHanoMm ANS ABUXEHMUA

BHYTPEHHEWH CeKuMU YyMnakoBKMW

XNAKOCTH.

FapaHTHWNbB e 06d93aTenNbC rBa

CERENOVUS,
Kakue 6bl
rapaHtuu, B ynucne
rapaHTum ans
AN WCNONb30BaHMA Mo

OnNMWCcaHHYl B [JaHHOW
6bl N0

6peHpa

pacnpocTpaHfat TCA

nogpasymMeBaeMble
nogpasymeBaeMbl e

Ha npopgykuyuto

nyénumkauymm, He ABHO

TO HMU

BblpaXeHHble UK TOM
BKNOYaw Wwmne nwbble
npogaxw WAW rapaHTum
HaszHayeHM. Hu npn Kaknux o6CcTOATENbCTBAX KOMMAaHUA-NPON3BOANTEND
He HeceT OTBETCTBEHHOCTM 3a Kakue 6bl TO HW 6bIN0 NpAMble, CAyYalHble
MNN KOCBEHHble Y6bITKW, KPOME TeX, KOTOpble NPA.MO MPefyCMOTPEHbl B
COOTBETCTBYOLULeM 3aKOHOAATeNbCTBEe. HMKakme nmua He YNOJHOMOYEH bl
KaKyt-nn6o

ocob6o0

roAHOCTY
NMPUTOLHOCTM

npesocTaBnaTb OT UMEHM
MHpopMaLyuio

OrFr0OBOPEHHbBIX B JAHHOM OOKYMEHTE.

KoMnaHum-nponssoanTensa

WAW  rapaHTUKM, 3a WUCKAKWYEeHUEM Ccay4aes,
npuBoAMMbIEe B
LaHHOW

npepoctaBneHmMsa

TeEXHU4YecKne XapakKTepucTtuknu,

OnuncaHmna nnn
TO.M

ans

ny6ankaymax uncne B

nyé6nmkayum,

KoOMnaHunun-npownssoamntTena, B
npegHasHa4deHbl NCKNIOYUTENBHO

Descriptions or specifications in Manufacturer's printed matter, including
this publication, are meant .solely to generally describe the product at the
time of manufacture and do not constitute any express warranties.
Manufacturer will not be responsible for any direct, incidental, or
consequential damages resulting from reuse of the product.
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o6bu el MHQopMayMM O NPOAYKLMU HAa MOMEHT ee MPOM3BOACTBA U HU B
KOEM Clyuyae He ABNAKTCA M3N0XEHUEM TapaHTUAHbLIX 0643aTeNbCTB.

KoOMnaHUs-NpoM3BOAUTENb He HECeT OTBETCTBEHHOCTM 3a Kakue-nu6o
npsaMble, CAyYyaliHble UAW KOCBEHHbIE YObITKM, MPUUYNHEHHbIE BCNELCTBUE

NOBTOPHOIo nMcnonb3oBaHuUAa ee npoaykKuyunn.

YTununszaumna
MN3penne He oka3biBaeT BPeAHOro BO3AEWCTBMSA Ha OKpyXalwllyl cpegy
npu cobno feHMn ycnoBuil akcnayatayuu, TPAHCMOPTUPOBKUN, XPaHEHUSA
nyTunnsaynm.

Mcnonb3oBaHHbIE M3fennsa, a TakXxe ynakoska, nognexar ytuaumsayuum B
COOTBETCTBUM C NPesjycCMOTPEHHbBIMU  ANA  yTUAM3auum
NOTEHLUMANbHO 3arpA3HA W UX MEAULUHCKNX OTXOA0B.
defepaumun  un3genma  nopgnexart

CNyX6bl B

HopMamu,
B Poccuiickoit yTunumsaumm  no

COOTBETCTBUMN C NMPUMEHUMBIMN

NncTevyeHun
NOKanbHbIMW 3aKOHOAATENIbHbI.MU aKTaMWK.
Ona ncnonb3oBaHHOINO M34eNNd KnacCc OMnacHOCTU MeAUMLUUHCKUX OTXO0[L0B

MOPHONOTrNYEeCKOro knacc B

cpoka

mncxonAa N3 XapakKTepUCTUKU coCTaBa:

(3NMAEMMONOTMYECKN OMacHble O0TXO0fAbl). Knacc MeAMLMUHCKUX OTXOAOB
HeMcnonb3oBaHHOro usgenus - J.
unm ynakoBKu

ynakKoBKa

ncrteyeHunsa noBpexpaeHunsa

B cnyuvae
n3fenna Takxe
yTUAnM3npyetca Kak 6bITOBbI€ OTXO/AbI.

CpoOKa ToAgHoOCTHK

nognexat yTunusauumu. HesarpssHeHHas

YcnoBusa TPaHCMOPTUPOBKK ii XpaHeHUs
HavnmeHoBaHMUE AvanasoH
0T+10°C go +30°C
0T 30% po 95%

700-1060 rlMa

TemnepaTypa
OTHOCKUTeNbHasa BNaXHOCTb
ATmocthepHOe gaBneHue

Disposal

The product has no harmful effect on the environment to the conditions of
operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in accordance
with the standards provided for the disposal of potentially polluting medical
waste.

In the Russian Federation, devices are to be disposed of at the end of their
service life in accordance with the requirements of applicable local
legislation.

The hazard class of medical waste for used device
characteristics of the morphological composition: class B
(cpidemiologically hazardous waste). Medical waste class of unused
product - A.

In the case of expiration date or damage to the packaging, the products are
also subject to disposal. Unconlaminaied packaging is recycled as
household waste.

is based on the

Conditions of transportation and storage
Designation Range

Temperature (+10°C)-{+30°C)

Relative humidity 30% - 95%

Barometric pressure 700-1060 gPa
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CERENOVUS
r' r Y mwesLLh |ofongw-"ol>xigrHmoryo»

3HayeHNA CUMBOJIOB, KOTOpPble MOTYT 6bITb YKa3aHbl Ha yNnaKOBKE.

ToproBas mapka

Homep no katanory

Homep naptunu

Ll,aTa N3roToB/ieHUA
(FFrr-MM-4)

Mcnonb3osatb [0
[FTTT-MM-44)

Crtepunusauyma
3TU/IEHOKCN0M

3anpeT Ha NOBTOpPHOE
apuMeHeHue

He cTtepunnusoBaTb
NoOBTOPHO

3 COOTBETCTBUU C
thepepanbHbIM
3aK0HOAaTeNbCTBOM
;C111/1) aTo nsgenue
MOXEeT 6bITb NPOAaHO
TONbKO Bpayvy uau no

Interpretation of symbols that may be used on the package

(C W CERENOVUS

AV C>COMTSALL

jir Y mwormy,

REF
T

YYYY-MM-DD

2 YYYY-MM-DD

ISTBRILE EO

5(0nly
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Trademark name

Catalogue number

Lot Number

Date of Manufacture
tYYYY-MM-DD)

Use by (YYYY-MM-
DD)

Sterilized by EO

Do not reuse

Do not re-slerilize

Federal Law (United
States of America)
restricts this Device to
sale by. or on the order
of a physician.
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HasHa4eHW0 Bpaya

BHumaHwe!
ObpaTtutech K
WHCTPYKLUN NO
npPUMeHeHuno!

M3penve annuporeHHo

KonunuectBo

Konnyectso; 1 wrT.

CpenaHo B

O6paTunTech K
WHCTPYKLUUM Mo
NPUMEHEHNIO

3roToBUTENb

Ye ncnonb3osatb npu
NoBpeXaeHUn
YyNakoBKu

Page 16 of 21

laty|

tu

M ade in

@

'Hedas 1TB"na;t0 al Sa'l « Cnemn- bl?-.. -io i.a--? pcstale ub-MCt.) Le Lode « T -td' 32 500G

Caution! Consult
instructions for use

Apyrogenic

Quantity

Quantity; 1 pc.

Made in

Consult instructions for
use

Manufacturer

Do not use if package
is damaged

European Confomiity
sign



AR 3HaK COOTBETCTBUA

NN rrpe6oBaHuAM
2797 3akoHopgaTenbctBa EC

LononHUTeNbHAas MHPOPMALMWA AN NMPUMEHEHUS Ha TeppuTopum

PO

Additional information for Russian Federation

MoTeHUManbHbLle NOoTpeb6uTENMU Potential consumers

N3penns npeAHasHauyeHbl ANf UCNONb30BaHMsA KBanumduumpoBaHHbiM The products are intended for use by a qualified specialist in the Held of
cneynanmctom B 061acTu CepAaevYHO-COCYAMCTONW XUpyprum, obydyeHHblM cardiovascular surgery, trained to work with these products.

ona paboTbl C JaHHBIMU U3AENUAMU

MHhbopmauywua (6] NneKapcTBEeHHDBb X npenapaTax n (nnwn) Information about medicines and (or) pharmaceutical substances
hapMaLeBTMUYECKUX cybcTaHumMax B cocTaBe MW included in M D

NlekapcTBeHHble cpeacTBa B coctaB MHaehnatopa TRUFILL DSC Il He Drugs are notincluded in TRUFILL DCS Syringe 11

BXOAAT.

MepeuveHs MaTepuanos XMUBOTHOTO " (nnwn) yenoseuvyeckoro Listofmaterials ofanimal and (or) human origin

NPOMCXOXAEHNS M aterials of animal and human origin are not included in TRUFILL DCS

MaTepuanbl >XUWUBOTHOFO U YeJ0BeYECKOro MNpPOUCXOXAeHWs B cocTaB Syringe 11
MHpedpnatopa TRUFILL DSC Il He BXOAAT.

Tpe6oBaHUSA K TEXHUMYECKOMY o6GCNnyX UBaHUIO U pemMoTy MU Requirements for technical support and repair ofMD
MHpehnstop TRUFILL DSC 1 ssnsetcs MeguuuHckum wusgenmem TRUFILL DCS Syringe 11 is a disposable medical products and is not
OAHOKpaTHOTO NPUMEHEHMUSA n He NOLNEXWUT TexHunyeckomy subjectto maintenance, including cleaning and disinfection.

06CNYXMNBAHWNIO, BKAOYAN OYNCTKY U 1e3UHDEKLUIO.

NMEPEYEHbBL CTAHOAPTOB/LIST OF STANDARDS
Mupedbnatop TRUFILL DSC II/Trufill DSC Syringe 11:
Homep cTaHpAgapTa W roj Bbelnycka HavmeHOBaHMWe cTaHfjapTa
Cnctema ynpaBneHMs KayecTBOM
Cuctema ynpaB/ieHMa Ka4yecTBOM - MeamyunHckoe obopyfoBaHme - CuctemMHble TpeboBaHuMa gns
ISO 13485:2003*
perynnpoBaHuns

ISO 14971:2012 MeguunHckue nsgenns - MpuMmeHeHe NPUHLMWNA YNPaBNeHNA PUCKAaMW K MEAULMNHCKUM YyCrpoiicTBam
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OvpekTnea EBponeiickoro CoBeTa
93/42 | EEC o1 14 nioHa 1993 r. ¢ OvpekTuBa Ha MeAULUHCKNE YCTPOMNCTBA
n3meHeHuamu 2007 r.
KnunHnyeckune faHHble
MEDDEV 2.7.1 nioHb 2016 T. OueHKa KNMHUYECKNX faHHbIX: PYKOBOACTBO NS MPOU3BOAUTENENA N HOTUPMULUPOBAHHBIX OPraHoB
MEDDEV 2.12-2 auBapb 2012 r. pyKoBOACTBa NO NMOCT.MAPKETUHTOBbIM KAMHUYECKUM HabNoLeHNAM
BesonacHoCTb / NPOU3BOANTENBHOCTb U3ENNA
EN 62366:2008 MegnuunHckue n3genns - NpuMeHeHne OLEHKN NPUTOLHOCTM K 3KCNAyaTauum MeLULUHCKUX N34ennii
EN 20594-1: 1987 (R 2001) (R 2007) KoHn4yeckne GUTUHIN C KOHYCHOCTbLIO 6% (J1103p) ANA WNPULEB, UTA N APYTUX MEAULUHCKUX U3genunin - Yactob
1: O6uwumne TpeboBaHMA
ManokannbepHble COEJUHUTENN ANA XNAKOCTel M ra3os B 34paBooxpaHeHun - Yactb 7: CoeguHuTEeNmn Ans
1SO 80369-7:2016 BHYTPUCOCYAUCTOIO UMW NOAKOXHOTO NpuMeHeHunsa (3ameHeHbl 1SO 594-2 n ISO 594-1)
Y nakoBKa
Y nakoBKa TEPMWHaNbHO CTEPUNIM3YEMbIX MEAULUMHCKUX YyCTPOWCTB - YacTb 1 TpeboBaHus kK maTtepnanam,
BS EN ISO 11607-1:2009
cuctemMam 3auUTbl CTEPUNBLHOCTU M YNAaKOBOYHLIM CUCTEMAM
Ctepunnsauyuns
CTepunusauna MeANLUHCKON NpoayKuun. 3tnuneHokeng: Yactb 1 TpebosaHusa K pazpaboTke, Banugayuu u

TeKylW eMy KOHTPONIO mpouecca CTepuan3almm MegULUHCKUX U3aennit

BS EN ISO 11135-1:2007

Brnonormyeckas oueHkKa MeAULUHCKUX M3fennin: OcTaTOYHble KOHLUEHTpaLuu aTUNeHoKcHuaa npu
BS EN ISO 10993-7:2008

ctepununsayum - Yacto 7

bnocoemectumMocCTb

BS EN ISO 10993-1: 2009 Buonornuyeckas oueHkKka MeAULMHCKNX n3gennin: OueHka n ucnoitaHme - Yacto 1

Bnonornueckas oueHka MegMLMHCKUX n3genmit Hactb 3: MMcNbiTaHUA Ha TEHOTOKCUYHOCTb. KAHLEPOTEHHOCTb
ISO 10993-3 2014

MW PpenpoaAyKTUBHYIO TOKCMYHOCTb
ISO 10993-4:2010 Buonornueckas oueHkKka MeaguLUHCKUX n3gennih Yactb 4: Mopbop TecTa AN OLEHKN B3aUMOLEWCTBUSA C KPOBbIO
1ISO 10993-5:2009 Brnonornueckas oueHKa MeEAULMHCKUX n3genunint Yactb 5: McnbiTaHMa Ha LMTOTOKCUYHOCTD
Bunonormyeckas oueHka MegMUMUHCKMUX nagenunit Yactb 10: WcnbiTaHMe Ha pa3fpaxeHne U ceHcnbuamsaymtio
ISO 10993-10: 2014

KOX "
ISO 10993-1 1: 2009 Brnonornueckas oueHka MeAULUHCKUX n3gennin Yactb 11: NcnbiTaHUA HAa CUCTEMHYI TOKCUYHOCTb

Buonornueckas oueHka MEAULUHCKUX n3gennit Yactb 19: ® U3NKO-XU.MUYECKUE, MOPPONOTrNnYecCKne n
ISO 10993-19:2006

TMnorpa@Cckue xapakTepucTuKu martepuana

M apkupoBKa
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MeavuuHcKue nagenns - CUMBO/bI, KOTOPble YyKa3blBalo TCA Ha 3TUKETKA.4, 3TUKETUpPOBaHUE U

BS EN ISO 15223-1: 2012
npegocTaBnsemas MHpopmMaunms Ha MeAULUHCKUE W3feNns

BS EN 1041:2008 MHpopmauus, npegoctaBnsemMas Nponu3BoguTeneM MEAULUHCKUX U3Lennit

Standard/Guidancc/Directive

ISO 13485:2003*

ISO 14971:2012

European Council Directive
93/42/EECofl4~"" of June 1993
Amended 2007

MEDDEV 2.7.1 June 2016
MEDDEV 2.12-2 January 2012

EN 62366: 2008
EN 20594-1: 1987 (R 2001)(R

2007)
ISO 80369-7:2016

BS EN ISO 11607-1:2009

BSEN ISO 11135-1:2007

BS EN ISO 10993-7: 2008

BS EN ISO 10993-1: 2009
ISO 10993-3:2014

ISO 10993-4:2010

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

Description
Qualitv' Managemenf Svstein
Ouality Management System —Medical devices - system requirements for regulatory purposes.
Medical devices - Application of risk management to medical devices

Medical Device Directive

Clinical
Evaluation of Clinical Data: A Guide for Manufacturers and Notified Bodies
Guidelines on Post Market Clinical Follow-up
Product Safetv/Performance

Medical device - Application of usability engineering to medical devices
Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical
equipment - Part 1: General requirements
Small-bore connectors for liquids and gases in healthcare applications —part 7: Connectors for
intravascular or hypodermic applications (superseded 1S(9 594-2 and ISO 594-1)

Packaging
Packaging for terminally sterilized medical devices - Part 1 Requirements for materials, sterile
barrier systems, and packaging systems

Sterilization
Sterilization of healthcare products, Ethylene Oxide: Part 1 Requirements for development,
validation and routine control of a sterilization process for medical device
Biological evaluation of medical devices: Ethylene oxide sterilization residuals - Part 7

Biocompatibiiity

Biological evaluation of medical devices: Evaluation and testing —Pail 1
Biological evaluation of medical devices Pail 3: Tests for genotoxicity, carcinogenicity, and
reproductive toxicity
Biological evaluation of medical devices Part 4: Selection oftest for interaction with blood
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ISO 10993-5:2009

[SO 10993-10:2014
ISO 10993-11:2009
ISO 10993-19: 2006

Biological evaluation of medical devices Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices Part 10: Test for irritation and skin sensitization
Biological evaluation of medical devices Part 11: Tests for systemic toxicity

Biological evaluation of medical device Part 19: Physico-chemical, morphological and

typographical characterization of material

Labeling

BSEN ISO 15223-1:2012

BSEN 1041:2008

OnncaHune MeToha cTepun.ws3aynum.
YcTpoiicTBa NS aHrMorpapuu v am6o1mM3aynm CTEPUIN3YIOT OKCULOM
aTUNeHa.

CpoK rogHocTu

Cpok rogHocTun 2 rofja.

FapaHTU/AHbBIA CPOK XpaHEHWA M3Lennsa cocTaBnfeT 2 roga NpuM ycnosuu
cobno AeHNs yCNOBUA XpPaHEHMUA.

dopma nocTaBKM

NHpgednatop TRUFILL DSC Il:
Lnpuy € MaHOMeTpPOM, pe3b60BbIM
MeXaHMU3MOM C pukcaTopom —1 wr.
WNHCTPYKUMA NO NpUMeHeHUto - 1 WwT.

nopwHemMm B Coope C 3alopHbIM

BO3MOXHOCTb U METOAbl MHTETrpauyuum ¢c APYrMMunm MEAULUHCKUMMN

nspgennammun

MHpedpnaTtop TRUFILL DSC 1 COBMECTHOTO
mcnonbsoBal{ma ¢ cemelcTBOM OTAeNSAEMbIX 6peHfAa
CepeHoByCc, PY @®©C3 2010/07084 YcTpoincTBa LNA aHTMONNACTUKMN WU
CTEHTUPOBAHUA C NPUHAANEXHOCTAMMN.

nokKasaH ana

MUKpocnupanem

Medical device - Symbols to be used with medical device labels, labeling and information to be

Infonnation supplied by the manufacturer with medical device

Description of sterilization method
Devices for angiography and embolization are sterilized by ethylene oxide.

Shelf life

Shelf life is 2 years

The guaranteed shelf life ofthe product is 2 years, if the storage conditions
were met.

How supplied
TRUFILL DSC Il Syringe:
syringe barrel with a pressuregauge, a threaded plunger assembly with a latch

mechanism —I1 pc.
Instruction for use - 1 pc.

The possibility and ways ofintegrating with other medical devices
The TRUFILL DCS Syringe Il is indicated for use with the Cerenovus
family of Detachable Coils. RC FSZ 2010/07084 Angioplasty and stenting
devices with accessories.
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MepeyeHb W onncaHme maTepunanos 1Y1IU/ Listand description of MD materials

Mupgepnatop TRUFILL DSC Il BINONHEH U3 HellNoHa, CTEKNOBONOKHA, MT® 3. nonnamunga, JlekcaHa, Hepxasetow e ctanm 302 n gpyrux

SNMZOVA

MaTepuanos.
MonHb W NepevyeHb MaTepunanos JOCTYNEeH HO 3anpocy.

Trufill DSC Syringe Il is made of nylon, fiberglass, PTFR. polyamide, lexane. stainless steel 302 and otlier materials.

Full list of materials isavailable upon request.
Ycnosua npumeHeHuna/akennyatayuuum MU Use/operation conditions of M D
Ta6bnuuya 3 Table 3
YCNnoBUSA OKpYyXato e cpeabl Environmental conditions
BnaxHocTb 0T 60% go 70% Humidity from 60% to 70%
TemnepaTtypa 0T +22°C po +30°C ‘femperature from +22°C to +30"C
OasneHune 700-1060 rMa Pressure 700-1060 gPa
Ycnosusa akcnayatayuumm Operation conditions
TemnepaTypa +327C pgo +42°C Temperature +32°C to +42"C
(BHYTpM Tena yenoseka) (patient's body temperature)
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CornacoBaHo

«Mepoc HTepHew HNn CNAP/»

Opi aHn' anmH

LW emen-bnan 38. e loknb, CH-2400. W Beliyapus

N-ypec

OvpekTop oTAena HOPMaTUBHO-NPAaBOBOr0 PEryanMpoBaHus
JomkHoe ro

Pemo Amxeppa

Damunusg, nva

30.01.2023

Jata: ga.MM.nm

<noArLucano=

1[ognwnck

MeHeaXxep oTAena HOPMATUBHO-NMPAaBOBOTO pPeryanpoBaHna
JIo/DKHOC1b

OaHuanb Maiiep

damunng, ums

30.01.2023

fata: 4OMM.ITTTT

<nognucaHo>

1lognucs

CIpsHUHA 1H<2L

Menoc WHTepHewHn CAPN  LWcmcH-bsaan 38, noutoBbli awmk. CH-24U0 leloMb  Ten +41 .32 9.348000



JNNETAJTTIM3ALINA

Hun<enognucaswwuiicsa, BepHap Jlambone, HoTapuyc KaHTOHa HeBwaTens (LLBeiuapus),
MMEKLWMn  HOoTapuasibHyt0 KOHTOopy B TI. Jla Llo-ge-®PoH, ypocToBepsieT, 4TO MOAMMUCH,
MOCTaB/IEHHbIE Ha HACTOALLEM JOKYMeHTe «CornacoBaHo», ABAKOTCA BEPHLIMU W MOLJ/VHHBIMU
noagnucsmMmn r-Ha ParimyHga (unm Pemo) AMXEPAA, poamsuierocs B r. Hatep (LUBeiiuapus),
npoxusaowero B r. Jiuctans (LLseiinapus), n r-Ha [MaHuans Mapkyca MAWEPA.
poamsLuerocs B r. FebeHcTopd (LLBeliLapms), npoxmeatoLlero B r. Jiuctans (LUBeliyapus).........
r. Jla Wo-ge-®oH. BTOpoe (peBpans fABe ThicAYM ABagLaTb TpeTbero roga (2 tespand 2023

Homep B HOoTapuansHom peectpe 79 Ne 73

<Kpyrnas repbosas nevatb: BEPHAP JTAMBOJIE,
HOTAPNYC *r. Jla LLo-ge-®PoH >
<nognucaHo>
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BbINOJIHEH NepeBoAYMKOM [Tax*oBblM Anekceem Bnagumumposuuem

noagnwuceob

Poccuinckans ®efepayun

CeabmMoro heBpana gBe ToiclhyllrgprnAnn TpeTbero roga

Kopcuk Mapun A nekc” "TolublcTwupgaten”TAH 06A3aHHOCTM HOTapuyca ropoga MoCKBbI
OnvHHOCTL nopgnucu nepesojuymka MNaxTyHoBa

Anekced Bnagumuposuya. n
Mognuch caenaHa B MOeM MPUCYTCTBUM

NIMyHOCTL MOANUCABLWI Er0 AOKYMEHT YyCTAaHOB/EHA.

3apernctpmpoBaHo B peecTpe; Ne 77/2139-u/77-2023-

YnnayeHo 3a COBEpLW EeHMe HOTapuanbHoro gencrtema: 400 py6, 00 kon.

noanunce Ffepb6oBasa nevyarTsb
Fep6oBas nevyaTsb
HoTapuyca r. M ocKBbl
HoTapuyca r. M oCKB bl
Kopcuk M.A.
Kopcuk M.A.

KO .N. Bepemuii

Bcero NpowWHYpOBaHO, MPOHYMEPOBAHO
M ckpenneHo nevyatbio 24 nuct<-a,-oB).

BPWNO HoTapuyca: [~~10 AT1NCb~]

Poccuiickaa ®egepayms
N / Mopog MockBa
Ceabmoro , lespand fiBe Tbleaun ABajLaTb TPeTbEro roga

] Bepemuin HOnua Nr~
Kopcuk Mapum A [eMCHHo ucnonHsaowas 06a3aHHAT*Pii L
\"NbCTBY 0 BEPHOCTH
3aperucTpupoBsa
[H/77-2023-
YnnayeHo 3a cole(To H
bTTrO "icteua: 2500 py” (|) KoW.-
on *
LI *
I 101 B

| (pOWHYpOBaHO, NPOHY)X 0OBaHO
NneHo neyvatbto 24 nu(~E,-oB).

HOTapuyca;
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CornacoBaHo/APPROVAL
Mepoc NHTepHewHn CAPJ1 / Medos International SARL

OpraHHsauiuc/Organization

LLlemeH-BnaH 38. Jle JToknb. CH-2400. LUsenuapus / Chemin Blanc 38. Le Lode, CH-2400. Switzerland
Anpec/Address

SNA SNA

Dir~tor Regulatory Affairs

[omkHocTb/Occupation

Remo Ambherd
damunnums. Nefa/ Surname. Name

[Jatafl.MM.MTI/Oale DD MM.YYYY

rioiumchb/Signature

Regulatory Affairs Manager
[omkHock/OcenpaTion

Daniel Meyer

Dammnma. Mims/ Surname. Name
mr-0 X .'UbJ3:.

Oata 44.MM.MT/Date DD.MM.YYYY

Mopnmck/SigaBture
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LEGALIZATION

The undersigned, Bernard Laraboley, notary public of the Canton of Neuchatel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this Approval are the
true and genuine signatures of Mr, Raiinund called “Remo” AMHERD, from Naters,
Switzerland, in Liestal, Switzerland and of Mr. Daniel Markus MEYER, from Gebenstorf,
Switzerland in Liestal, SWItZEIIANG. ........cviiiiiiii e
La Chaux-de-Fonds, this second day of February two thousand twenty-three (February, 2,

RGV 79 No 71
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MHCTPYKLUS NO NPUMEHEHU IO

YcTpolicTBa AnA aHruorpaguu n ambonusaynm:
Munkpokatetep PROWLER ¢ pgopmupyrownm
MaHLPEHOM;

Munkpokatetep PROWLER SELECT c popMupytoumm
MaHLpPeHOM

(ans npumeHeHnsa B Poccuiickoin degepauynn)

«Mepoc WNHTepHewHn CAP/»

W emen-bnaH 38

Ne-Noknb, CH-2400. W BeiLapua
n 41 32 933 83 00

YNonHOMOYEHHbI# NpeacTaBuTenb B Poccuiickoit ®egepauunnu
OO0 «[OHCOH & [AXOHCOH»

Poccua, 121614. r. MockBa, yn. Kpeinatckas, . 17 kopn. 2
TenetoH: 8 (495) 580 77 77, ®akc; 8 (495) 580 78 78

BAXHAA MHOOPMALINA
O3HakoMbTeChb Nepes NPYMeHeHNeM

Instruction for use

Devices for angiography and embolization:
PROWLER microcatheter with shape mandrel;
PROWLER SELECT microcatheter with shape mandrel

(for use in the Russian Federation)

id
111d llcilloiml

Chemin”~Blanc 38. 2400

Q 41 32933 83 00

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:

121614. Moscow. Kr\'latskaya str.. 17/2.
Tel. +7 (495) 580-7777. Fax: +7 (495) 580-7878

IMPORTANT INFORMATION
Please Read Before Use
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ERNOyY O NA

HanmenoBaHue MWW, mogenn mnum BapmaHTbl MCNONHeHUa MU
YcTpoiicTBa ANA aurHor pa(*)l/ll/l " 3M60ﬂ|/|3aLl|V|l/|

BapVIaHTbI MCNONHEHNS:

3. MukpokaTeTep PROWLER ¢ doopmMupyowmm MaHapeHOM:

3.1. PROWLER 10. agdekTmBHaa pgavHa 150 cM.  MUHMMasbHbI
BHYTpeHHNH gnameTp 0,038 cm. hopma n3rnba NpssMon, KoM4ecTBO PEHTIEHO-
KOHTPAacTHbIX MapKepoB, - 1wT., gnAnHa rubkoin vyactm 50 cwm:

3.2. PROWLER 10, astdektuBHaa pgnmHa 150 cM, MUHUMaNbHbIN
BHYTpeHHUI guameTp 0,038 cm. hopma m3rmba nNpsAMOA, KOIMYECTBO PEHTIEHO-
KOHTPACTHbIX MapKepoB —2 LWIT.. A/IMHA FMOKOM YyacTun 50 cMm;

3.3. PROWLER 10. agpekTnBHas gnuHa 150 cMm. BHYTPEHHWIA guameTp
0,038 cm. dopma wusrnba 45 (MP), KONUYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB —2 LWIT., 4AMHA TMO6Ko YacTu 50 cm:

3.4. PROWLER 10, atdekTuBHaa gnuvHa 150 cm, BHYTPEHHWIA AnameTp
0.038 cm, dopma wmsrnmba 90 (MAX), KOINYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 2 WT., 4/InHa rnbkon yactm 50 cwm;

3.5. PROWLER 10. adhekTuBHas gnuHa 150 cM. BHYTPEHHWUI AnameTp
0,038 cm, opma wusrmba .1-o6pasHbiil, KOMMYECTBO PEHTFEHO-KOHTPACTHbIX
MapKepoB - 2 WT., A/INHa rmbkKoi vactn 50 cm:

3.6. PROWLER 14. atbdpekTuBHas pnuHa 150 cM, BHYTPeHHWI fuameTp
0.038 cm, opma nsrmba nNpPsSMONA, KONAMYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 1 WT,, AMHA rMbkoi yactu 50 cwm;

3.7. PROWLER 14, addekTuBHas pgnuHa 150 cM, BHYTPeHHWI [uameTp
0.042 cM. dopma nsrmba npsAMON, KOMMYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB —2 WT., AIMHA rM6Koi vacTtn 50 cm:

3.8. PROWLER 14. atbdpekTrBHaa pnuHa 150 cM, BHYTPeHHWI fuameTp
0,042 cm. dopma wusrmba 45 (MP). KOANYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 2 WT., A/AnHa rnmbkoi vacty 50 cm:

3.9. PROWLER 14. ahtekTuBHas anvHa 150 cM, BHYTPeHHW puameTp
0.042 cm, dopma umsrmba 90 (MAX), KONMYECTBO PEHTrEHO-KOHTPACTHbIX
MapKepoB - 2 WT., A/AnHa rnMbKoi yactu 50 cwm;

3.10. PROWLER 14. athdekTuBHas gnuHa 150 cM. BHYTPeHHWIT gnameTp
0,042 cm, cdopma wusruba J-o6pasHbiii, KOMMYECTBO PEHTIEHO-KOHTPACTHbIX
MapKepoB - 2 WT.. AIMHa rnbKoli vactn 50 cMm:

Medical Device name, models or variations of M D

Devices for angiography and embolization

Variations:

3. PROWLER microcatheter with shape mandrel:

3.1. PROWLER 10, Effective length 150 cm. minimum inside diameter
0,038 cm, shape - straight, radiopaque markers quantity, - 1 pc., flexible
length 50 cm:

3.2. PROWLER 10, Effective length 150 cm, minimum inside diameter
0,038 cm, shape —straight, radiopague markers quantity - 2 pcs., flexible
length 50 cm;

3.3. PROWLER 10, Effective length 150 cm, inside diameter 0,038 cm,
shape - 45 (MP). radiopaque markers quantity - 2 pcs., fle.xible length 50 cm;
3.4. PROWLER 10, Effective length 150 cm. inside diameter 0.038 cm.
shape —90 (M AX), radiopaque markers quantity - 2 pcs., flexible length 50
cm;

3.5. PROWLER 10, Effective length 150 cm, inside diameter 0,038 cm,
shape - J, radiopaque markers quantity - 2 pcs., flexible length 50 cm;

3.6. PROWLER 14, Effective length 150 cm, inside diameter 0.038 cm.
shape - straight, radiopaque markers quantity - 1 pc., flexible length 50 cm;
3.7. PROWLER 14. Effective length 150 era. inside diameter 0.042 cm.
shape - straight, radiopaque markers quantity - 2 pcs., flexible length 50 cm;
3.8. PROWLER 14, Effective length 150 cm, inside diameter 0,042 cm,
shape - 45 (MP), radiopaque markers quantity - 2 pcs., flexible length 50 cm;
3.9. PROWLER 14, Effective length 150 cm, inside diameter 0.042 cm,
shape - 90 (MAX), radiopague markers quantity - 2 pcs., flexible length 50
cm;

3.10. PROWLER 14. Effective length 150 c¢cm, inside diameter 0.042 cm.
shape - J, radiopaque markers quantity - 2 pcs., flexible length 50 cm;

3.11. PROWLER 14, Effective length 170 cm, inside diameter 0,042 cm,
shape - straight, radiopaque markers quantity - 1pc., flexible length 50 cm;
3.12. PROWLER Plus, Effective length 150 cm, inside diameter 0,053 cm,
shape - straight, radiopaque markers quantity - 2 pcs., flexible length 20 cm;
3.13. PROWLER Plus. Effective length 150 cm, inside diameter 0,053 cm.
shape - 45 (MP), radiopaque markers quantity —2 pcs., flexible length 20 cm;
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3.11. PROWLER 14. sththekTBHass gnmHa 170 cMm, BHYTPEHHUI anameTtp
0,042 cm, opma wm3rmba nNpsMoi, KOMMYECTBO PEHTIEeHO-KOHTPACTHbIX
MapkepoB —1 WT.. AnnHa rMbKon yactm 50 cwm;

3.12. PROWLER Plus, athtekTuBHaa gnmHa 150 cM, BHYTPeHHWIT gnameTp
0.053 cm, chopma m3rmba nMpPsSIMOA, KOIMYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 2 WT., ANInHa rnb6kon vyactun 20 cm:

3.13. PROWLER Plus, athbtekTnBHass gnmHa 150 cM, BHYTPEHHUI guameTp
0,053 cm, dopma wusrmba 45 (MP), KOMMYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB —2 WT.. 4/INHA TMbKoi yactm 20 cMm;

3.14. PROWLER Plus, atekTnBHasa gnuHa 150 cm, BHYTPEHHWI AnameTp
0.053 cm, cdopma um3rmba 90 (MAX), KOAMYECTBO PEHTIEHO-KOHTPACTHbIX
MapKepoB - 2 WT., 4/IMHa rnbkoi yactm 20 cm;

3.15. PROWLER Plus, athtekTuBHasa gnnHa 150 cm, BHYTPeHHWUI guameTp
0,053 cm, ¢opma um3rmba J-o6pasHbiii. KOMMYECTBO PEHTIEHO-KOHTPACTHbIX
MapKepoB —2 LWWT., AAnHa rMbkon yactu 20 cm:

3.16. PROWLER Plus, apekTuBHaa gnnHa 150 cM. BHYTpPeHHWUI gnameTtp
0,053 c¢m, dopma wu3rmba nNpsSAMON, KOMNYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 2 WT., AnHa rnbkoi yactn 45 cwm;

3.17. PROWLER Plus, athekTnBHas gavHa 150 cm, BHYTpPEHHUI gnameTp
0.0530 cm. copma wusruba 45 (MP), KOANYECTBO PEHTreHO-KOHTPACTHbIX
MapKepoB - 2 WT., AANHA TMOKON YacTu 45 cm;

3.18. PROWLER Plus, athpekTnBHas gnvHa 135 cM, BHYTPeHHWUIT gnameTp
0.0530 cm, dopma u3rmba MPSAMONA, KOMMYECTBO PEHTIEHO-KOHTPACTHbIX
MapKepoB - 1 WT., AANHa rnbKoi yactm 20 cMm:

3.19. PROWLER Plus, athtekTnBHass gnmHa 150 cM, BHYTPEHHUI guameTp
0.0530 cMm, opma wusrmba nNpPAMONA, KOINYECTBO PEHTIEHO-KOHTPACTHbIX
MapKepoB - 1 WT., AnnHa rmokoi vactn 20 cwm;

3.20. IHCTpYKLUMA NO NMPUMEHEHUIO.

4. MukpokaTteTep PROWLER SELECT c opMupyoLLUM MaHLPEHOM:
4.1. PROWLER SELECT LP ES. atpdektnBHaa gnuHa 150 cm. gnvHa
rmbkoi 4yactm 5 cm, BHYTpeHHWUi gunameTtp 0,042 cm, opma msrmba npsmoii,
KO/INYECTBO PEHTIeHO-KOHTPACTHbIX MapKepos - 2 LWT.;

4.2 PROWLER SELECT LP ES. stpdektuBHasa pgnumHa 150 cm, gnuvHa
rmékoii yactm 5 cM, BHYTpeHHuUi A gmametrp 0.042 cm. dopma un3ruba 45,
KO/INYECTBO PEHTIEeHO-KOHTPACTHbIX MapKepoB - 2 LWUT.:

3.14. PROWLER Plus, Effective length 150 cm, inside diameter 0,053 cm,
shape —90 (M AX), radiopaque markers quantity - 2 pcs., flexible length 20
cm;

3.15. PROWLER Plus. Effective length 150 cm, inside diameter 0.053 cm,
shape - J, radiopaque markers quantity - 2 pcs., flexible length 20 cm:

3.16. PROWLER Plus, Effective length 150 c¢cm, inside diameter 0.053 cm,
shape - straight, radiopaque markers quantity - 2 pcs., flexible length 45 cm;
3.17. PROWLER Plus, Effective length 150 cm, inside diameter 0,053 cm,
shape-45 (MP), radiopaque markers quantity - 2 pcs., flexible length 45 cm;
3.18. PROWLER Plus, Effective length 135 cm, inside diameter 0,053 cm,
shape —straight, radiopaque markers quantity - 1pc., flexible length 20 cm;
3.19. PROWLER Plus, Effective length 150 cm. inside diameter 0.053 cm.
shape - straight, radiopaque markers quantity - 1 pc., flexible length 20 cm:
3.20. In.struclions for use.

4. PROWLER SELECT microcatheter with shape mandrel;

4.1. PROWLER SELECT LP ES, Effective length 150 cm, flexible length
5 cm, inside diameter 0.042 cm. shape - straight, radiopaque markers quantity

-2 pcs.;

4.2. PROWLER SELECT LP ES, Effective length 150 cm, flexible length
5 cm, inside diameter 0,042 cm, shape - 45, radiopaque markers quantity - 2
pcs.;

4.3. PROWLER SELECT LP ES, Effective length 150 cm. flexible length
5 cm. inside diameter 0,042 cm, shape —90. radiopaque markers quantity - 2
pcs.:

4.4, PROWLER SELECT LP ES, Effective length 150 cm, flexible length
5 cm. inside diameter 0,042 cm, shape - J. radiopague markers quantity - 2
pcs.:

4.5, PROWLER SELECT Plus, Effective length 150 cm. flexible length 5
cm, inside diameter 0.053 cm, shape - straight, radiopaque markers quantity -
2 pcs.;

4.6. PROWLER SELECT Plus, Effective length 150 cm, flexible length 5
cm, inside diameter 0,053 cm, shape - 45, radiopaque markers quantity - 2
pcs.:

4.7. PROWLER SELECT Plus, Effective length 150 cm. flexible length 5

cm, inside diameter 0,053 cm, shape —90, radiopaque markers quaittity - 2
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4.3. PROWLER SELECT LP ES, atdektuBHasa gnumHa 150 cm, AnuvHa
rmbkolii 4vactm 5 cMm. BHyTpeHHuli pgunameTtp 0,042 cm, cdopma wusruba 90,
KO/IMYECTBO PEHTIreHO-KOHTPaCTHbIX MapKepoB - 2 LWUT.;

4.4. PROWLER SELECT LP ES, athgekTnBHaa pgnmHa 150 cm, AnuHa
rmbkon yactm 5 cm, BHyTpeHHuWn puameTrp 0,042 cm, dopma wusruba I
06pasHblii, KOIMYECTBO PEHTIEHO-KOHTPACTHbI.Y MapKepoB —2 LWT.;

4.5, PROWLER SELECT Plus, athbdekTBHasa gnumHa 150 cm, gnanHa rnbkoi
yactm 5 cMm, BHyTpeHHuin amametp 0,053 cm, dopma u3rmba npsMoii,
KOJ/INYECTBO PEHTreHO-KOHTPacTHLE. Y Mapkepos -2 wWrT,;

4.6. PROWLER SELECT Plus, aghpekTBHas ganHa 150 cm, ganHa rubkoii
yactm 5 cM, BHYTpeHHWin gunameTtp 0,053 cm, chopma um3rmba 45, KOIMYeCTBO
PEHTreHOo-KOHTPACTHbIX MapKepos - 2 LWT.;

4.7. PROWLER SELECT Plus, atdekTnBHaa gnnHa 150 cm. gnnHa rubkon
yactm 5 cM, BHYTpeHHWin gmameTtp 0,053 cm. copma usrmba 90, KonM4yecTBO
PEHTreHo-KOH TPaCTHbIX MapKepoB - 2 LWT;

4.8. PROWLER SELECT Pius, atbdhekTuBHaa gnumHa 150 cm, gnnHa rnbkoii
yactm 5 cm, BHyTpeHHTri auameTtp 0,053 cm, ¢opma wusrmba J-o6pasHbiii,
KO/INYECTBO PEHTIEHO-KOHTPACTHbI.Y MapKepoB —2 LWUT.;

4.9. PROWLER SELECT Plus, sypekTBHasa gnuHa 150 cMm. AnnHa rmbkoi
yactm 15 cM. BHyTpeHHuii pauametp 0,053 cm. dopma un3rmba npsmoi,
KOJINYECTBO PEHTIEHO-KOHTPACTHbLIX .MapKepoB —2 LU3.;

4.10. PROWLER SELECT Plus, .athtekTuBHas gnvHa 150 cm. gnvMHa rmbkoii
yactu 15 cM, BHyTpeHHUIA gmnameTp 0,053 cm. hopma usrnba 45. KoM4ecTBO
peirTTeEHO-KOHTPACTHbLIX MapKepos - 2 LT.;

4.11. PROWLER SELECT Pius, athchekTuBHas gavHa 150 cm. gnvHa rnbkoi
yactm 15 cM. BHyTpeHHuii pmametp 0.053 cM. dopma wusruba npsAMoin,
KOJINYECTBO PEHTreHO-KOHTPAaCcTHbIX MapKepos —1 wWT.;

4.12. VNIHCTPYKUUSA MO NPUMEHEHUIO.

HasHauyeHue

YcTpoilicTBa AN aHruorpaum n ambonmsaymu  npegHasHadeHbl  Ans
OCYLLLeCTB/IEHNA AOCTyna K cocyfaM rOfIOBHOroO Mo3ra B COOTBETCTBUU C
cneumprnyecKMM HasHayYeHMEM KaXK[oro ycTpolicTBa.

MHKpokaTeTepbl PROWLER / PROWLER SELECT: npegHasHa4deHbl gns
NCNOMb30BaHNUA B KayeCTBe YCTpPOWCTBA A1 MHGY3MA  pasInNYHbIX

pcs.;
4.8. PROWLER SELECT Plus. Effective length 150 cm, flexible length 5
cm, inside diameter 0,053 cm. shape - 1, radiopaque ntarkers quantity - 2 pcs.;

4.9. PROWLER SELECT Plus, Effective length 150 cm. flexible length 15
cm, inside diameter 0,053 cm, shape - straight, radiopaque markers quantity -
2 pcs.;

4.10. PROW'LER SELECT Plus, Effective length 150 cm, flexible length 15
cm, inside diameter 0,053 cm. shape - 45, radiopaque markers quantity - 2
pcs.;

4.11. PROWLER SELECT Plus, Effective length 150 cm. flexible length 15

cm, inside diameter 0,053 cm, shape - straight, radiopaque markers quantity -
1pc.;
4.12. Instructions for use.

Intended use

Devices for angiography and embolization are intended for providing access to
cerebral vasculature in accordance with specific intended use of every device.
The Infusion Catheters PROWLER/ PROWLER SELECT: are intended
to be used as a mechanism for the infusion of various diagnostic, embolic, and
therapeutic agents into the vascular systems and for superselective
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LVNAarHOCTUYECKNX, 3MOOJM3UPYHOLWMNX W TepaneBTUYECKUX
COCYANCTYI0 CUCTEMY, a TakXe ANs MPOBefeHUS aHTUorpauu CBepXBblCOKOI
CEeNeKTUBHOCTU ANS NMepUepnyeckoin U BeHEUYHOW COCYAMCTON CUCTEMBI.

OnwncaHwne
M unkpokaTeTepbl
npefcrasniaoT

PROWLER / PROWLER SELECT 6peHpga Cerenoviis
coboii OLHOMPOCBETHbIE KaTeTephbl nepeMeHHON
XEeCTKOCTWU ANna MenkKmx WU3BUTbIX COCYynoOB. KaTETepr BblnycKaTCa C
pa3sfiM4HbIMUN BHEWHUMMN U BHYTPEHHUMU AnameTpamun. Kaxgblii KkaTetep
MMeeT TUMAPOPUNbHOE NOKPbITUE, 06ecneynBato Ll ee Nerkoe CKONbXeHue
npu nepemMel,eHMM no cocypam. BHyTpeHHAA KaHana
nokKpbiTa rnagkum NTe 3, KOTOPbI
NPOBOAHWKOB M APYTUX yCTPONCTB. A ucTanbHblii y4acToK Tena kKaTeTepa
PEHIFeHOKOHTpPAaCcTeH. 4To o6nervyaetT BM3yaNbHbI (;rlOOPOCKONUYECKUNIA

KOHTPO/b, @ €r0 AMCTaNbHbIl KOHYNK NErko Buayanusnpyetcs 6narogaps

NOBEPXHOCTb

obneryvaert nepemelieHne

DEHTFEHOKOHTpaCTHOVI OTMETKE.

MokasaHuna K npumMmeHeHNIO
MwnkpokarteTepbl 6peH,qa Cerenovus nokasaHbl Af8 UCMNONb30BaHUSA B Ka4yecTBe

yCTpoiicTBa ANA MHGY3UIA PasAMYHbIX LUATHOCTUYECKUX, 3IMOGONUIUPYOWUX U

TepaneBTUYECKUX Ben™ecTB B COCYAMUCTYH CUCTeMy, Kak onucaHo B Tabnuuye 3.
a TakXe [ANA nNpoBefeHUs aHrmorpauum CBEPXBbICOKOW CeNeKTUBHOCTWU ANAa

BEL,ECTB B

angiography ofthe peripheral and coronary vasculatures.

Description

The Cerenovus PROWLER/ PROWLER SELECT microcatheters are
variable sliflness, single lumen catheters designed to access small,
tortuous vasculature. They are available in a variety of outer and inner
diameters. Each configuration has a hydrophilic coating to provide
lubricity for navigation of vessels. The
lubricious PTFE to facilitate movement of guidewires and other devices.
The distal of the catheter radiopaque to aid
visualization fluoroscopy, and tips are clearly

inner lumen is lined with
bodies are

the distal

sections
under
distinguished by a radiopaque marker.

Indications
The
mechanism

Catheters used as a

Infusion

Infusion intended to be
the diagnostic, embolic,
therapeutic agents into the vascular systems outlined in Table 3 and for

Cerenovus are

for of various and

superselective angiography of the peripheral and coronary vasculatures.
All agents must be used in accordance with manufacturer's instructions
for use.

TABLE 3: Vasculature Indications

Infusion Neuro Peripheral Coronary Guidewire

Catheter Exchange/
Support

PROWLER vy y y y

PLUS
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PROWLER y y y y
SELECT PLUS

PROWLER 14 Y y y y
PROWLER N y y y
SELECT LP

PROWLER y y y

SELECT LP-ES

PROWLER 10 y y y y

PekoMeHAyeTCca  WUCMONb30BaHWe MWUKpOKaTeTepoB 6peHga Cerenovus C
NPOBOAHWKOBbIM ~ KaTeTepoM, COBMECTUMbIM WHTPOALIOCEPOM. a TaKxXe
ynpaBfsieMbIM MPOBOAHUKOM {noapo6Hee cM. pasgen Bo3MOXHOCTb U METOAbI
WHTErpauum ¢ Apyru.Mu MefuLMHCKUMU U3AeNNAMMN).

n poTMmBONOKAas3aH A
M3BeC3Hble MPOTUBOMNOKA3aHUA OTCYTCTBYIHOT.

MpepgynpexpgeHuns

3TO N3OENWNE NMPEAOHA3HAUYEHO
OOHOPA30OBOIo NPMMEHEHNA.
YTunusnpyinte MUKpoKaTeTep nocie 0oAHOMN npoueaypbE. CTpykTypHas

TONNbKO ONn4A

LenoCTHOCTb M
HapyweHbl npwu
ypes3BblYaMHO

(MnNn) MYHKUWOHANBLHOCTL 6bIThb
MOBTOPHOM

CNIOXHO o4uunwaTthb

n3genna MOryT
KaTteTepbl

6GMONOrNUYecKmnx

ncnonb3oBaHUM NN OYUCTKE.

nocne BOSAGI?ICTBVIFI

mMmaTepuanoB, ¥ OHW MOryT BbE3BaTb HexenaTenbHble peakuuu y

PROWLER vy y y y
SELECT
PLUS

PROWLER vy y y y
14

PROWLER vy y y y
SELECT LP

PROWLER y y y y
SELECT
LP-ES

PROWLER vy y y y
10

guiding catheter, a compatible catheter sheath introducer, and a steerable
guidewire (see section The possibility and ways of integrating with other
medical devices for details).

Contraindications

None known.

W arnings

THIS DEVICE IS INTENDED FOR ONE USE ONLY. Discard the
infusion catheter after one procedure. Structural integrity aEtd/or
function may be impaired through reuse or cleaning. Catheters are
exti'emeiy difficult to clean after exposure to biological ETsaterials and
may cause adverse patient reactions if reused.

Never advance or withdraw an intraluminal device against resistance
until the cause of resistance is dcterETiined by lluoroscopy. If the cause
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EQOS N @QOATONA

nayneHTOB B CAy4Yyae NOBTOPHOTO UCNONb30BaHMA. 3anpew,aetcqd BBOAUTDb
B NpPOCBEeT KaTeTepa WAW coCyda yCcTpolicTBa, mpunaras Hecopa3MepHble
yCuUnua, 4O BbIACHEHUA NOJ (DO OPOCKOMUYECKUM KOHTPOJIEM MPUYUHBI
Ecnn NPUUYNHY He
KateTep Heo6XxoguMo
BHYTPUCOCYAUCTOW XUpyprum npwu
K NOBpeXAeHWK cocypaa.

MOBbI LI EHHOTO BbISCHUTb
npeactaBnseTcs BO3MOXHbIM,
MepemelueHne ycTpoiicte Aans

60nbWOM CONPOTUBNEHNN MOXET NPUBECTMU

conpoTmBneHnA.
N3BneYb.

MHDY3MOHHOE faBfieHWe He [JONXKHO MpeBbliWaTb MakKCUMaNbHOTO
paBNeHWs ANS  KaXAoro Tuna KaTeTepa, YKasaHHoro B Ta6nuuyax
cKkopocTu MHOY3UN. LasneHne, BbIXOAAU ee 3a npegens

peKOMeHJO0BaHHOTO fMama3oHa, MOXeT MPWBECTW K pa3pbiBy KaTeTepa
WNW OT[AENEeHNI0 ero HaKOHeYHMKa.

M epbl NMpefoOCTOPOXHOCTU
*He ucnonb3oBaTtb, €CNM YNaKOBKa OTKPbITa UM NOBPEXAEHA.
*Ncnonb3oBaTb 0 UCTEYEHUSA CPOKA FTOLHOCTH.

no NMPUMEHEHWI BCEX NpemnapaToB w

e O3HakKOMbTeCb C YyKa3aHuammu
KOHTpPaCTHbLIX BelW,ecTB, BBOANMbBIX 4Yepes VIHbeSVIOHHbIe KaTeTepbl.

OCnoXHeHUs

Mpouegypbl, TpebywuUiMe UYPECKOXXHOro BBeLeHWS KaTeTepa He [OJIXKHbI
npou3BOAMTLCS BpPayoM, HE 3HAKOMbIM C BO3MOXHbIMW OCNOXHEHUSAMMU.
KOTOpPble MOTYT BO3HUKHYTb MPU NPOBEAEHUN UK MOCAe NPOLEeaYypbl.
B03MOXHble OCNOXXHEHWNS BKAKOYAKT clegytoLee;

- ambonusa

- o6pa3oBaHMe remaToMbl B MecTe nMpokona

- UH(UUMpoBaHue

- paccnoeHune CTEHKU cocypa

- nepgopaumsa CTeHKN cocypga

- AuctanbHasa amb6onusayua

cannot be withdraw the catheter. Movement

determined, against
resistance may result in damage to the vessel.

The infusion pressure should not exceed the maximum listed pressure
for each catheter, as indicated in the flowrate charts. Pressure in excess
of the range may catheter rupture or tip

severance.

recommended result in

Precautions

Do not use if package is open or damaged.

Use prior to the "Use By** date.

Read and follow the Instructions for Use of all agents or contrast
media used with the infusion catheters.

Complications

Procedures requiring percutaneous catheter introduction should not be
attempted by physicians unfamiliar with the possible complications.
which may occur during or after the procedure.

Possible complications include the following;

eembolism

ehematoma at the punctured site

einfection

edissection

eperforation of vessel w'all

edistal embolization
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PekoMeHayemas npoueaypa

1. Mukpokatetepbl PROWLER / PROWLER SELECT Cerenovus mMoryT
ObITb YMakoBaHbl B 3aLUTHbIA CAMpPanbHbIA AUCNEHCEP, CHAOXEHHbIN
MPOMbIBHbIM /IIO3POBCKUM KOHHEKTOPOM, WM >KE B NOTOK.

KarteTepbl WMMEOT ruapouabHOe MOKPbITUE: MNepes W3BNeYeHUeM U3
CNMpanbHOro AucrieHcepa W MNepej  WCMONb30BaHWEM  KaTeTepsbl
Heo6X0ANMO CMOYNTL.

* lMepep 3BNeYeHNeM KateTepa M3 CNMpPanbHOro AWCMeHcepa NpomMonTe
JAMCneHcep renapyHU3NPOBaHHbIM (U3NONOTUYECKMM* pacTBOPOM Yepes
COeVHUTENbHYIO  YaCTb  JIO3POBCKOrNO  KOHHEKTOpa  Ha  KOHUe
CNUpanbHOro AucreHcepa.

* - 30ecb W fJanee MO TeKCTYy KOHUEHTpauus (r3nonIornyeckoro
pacteoBpa 0.9%.

MpumeyaHue. MNepes NCMONb30BAHNEM KaTeTep MOXHO CMOYUTbL MPSAMO
B J/IOTKe.

* 13BNeKnTE KateTep U y6efMTecb B TOM, UTO OH He MOBPEX/EH.
MpumeyaHue. 3anpewjaeTcsd WUCMONb30BaTb  MMWKpOKaTeTepbl  6e3
npeABapuUTeNnbHON NPOMBIBKM AN CMavyMBaHUSt MOKPbITUA. B MpoOTMBHOM
clyyae MOXeT ObITb HapylleHa LenoCTHOCTb MOKPb TUA U yXyALeHo
CKOJIbXXeHWe KaTeTepa.

MpegynpexaeHne. 3anpeliaeTcs WCNONb30BaTb KaTeTep, WMEHOLLMIA
Kakme-nnbo nospexpaeHus. Bo Bpems onepauuMm MOXET MPOU30NTU
paspbiB MOBPeXEHHOr0 KaTeTepa, UTO NpuBedeT K MOBPEeXAeHUIo
COCyfia WIN OTLENIEHNIO HAKOHEYHMKA.

2. B ynakoBke C MWKPOKaTETEPOM MOXET HaxXOAUTbCH (POPMUPYHOLLNIA
MaHApeH AN NpuaaHus HY>KHOW (hopMbl HAKOHEUYHUKY KaTeTepa. B xoge
npuaaHns KaTeTepy HYXXHOW (OPMbl HaCTOATENIbHO PEKOMeHAyeTcs
cobnogatb cnefyowme ykasaHus, 4ToObl 06ecneynTb LENOCTHOCTb
KaTeTepa 1 COXpaHeHWe ero nepBoHavyasIbHbIX pa3mepos.

* M3BnekuTe MaHApeH M3 (PMKCMPYHOLLEA YNaKOBKM W BCTaBbTe €ro B
[ANCTaNbHbIN
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Recommended Procedure

1 The Cerenovus Infusion Cadieters may be packaged in a protective

*

2

32 ca$e pos:ale

coil dispenser fitted with a flushing Luer connector or in a tray. The
catheters have a hydrophilic coating and require hydration prior to
removal from the coil dispenser and prior to use.
» Before removing the catheter from the coil dispenser, flush the
dispenser with heparinized saline* through the Luer connector
fitting on the end of the coil dispenser.
hereinafter in the text the concentration of saline 0,9%.
Note: The catheter may be hydrated in the tray prior to use.
» Remove catheter and inspect to verify that it is undamaged.
Note: Do not attempt to use infusion catheters without Hushing first
to hydrate the coating. Failure to do so may compromise the coaling
and lubricity of the catheter.
Warning: Do not use a catheter that has been damaged in any way.
Damaged catheters may rupture causing vessel damage or lip
detachment during the procedure.
Infusion catheters may be packaged with a shaping mandrel. In
order to maintain catheter burst integrity and dimensional stability,
it is strongly recommended that the user follow these instructions
when shaping a catheter.
* Remove shaping mandrel from mounting card and insert into
distal lip of catheter.
* Bend catheter tip and shaping mandrel into desired shape. Over
exaggeration of the desired shape is recommended to accommodate
for slight catheter relaxation.
» Hold shaping mandrel/cathcter assembly directly over the steam
source for approximately 30 seconds to set shape.
* Remove shaped catheter assembly from heat source and allow to
cool in either air or liquid prior to removing the mandrel.
mRemove shaping mandrel from catheter and discard.

Ls Lode *r 32 934 aOOD



KOHeL, KaTeTepa.
» CorHuTe KoHeL, KaTeTepa BMeCTe C MaHAPEHOM. Nnpuaasas emy HyXHyto
(hopmy. PekomeHayeTcs crubatb KaTeTep C BCTaB/IEHHbIM MaHApPEeHOM
YUyTb CWbHee, 4YeM TpebyeTcs, 4TOObl KOMMEHCUPOBATb HEKOTOPOE
pacnpsMneHne KaTetepa rnocne U3BeYEeHNs MaHApeHa.

* [MogepxuTe COrHyTbIi KaTeTep C BCTaB/IEHHbIM MaHLPEHOM Haf
NCTOYHMKOM TrOpAYero BOAAHOrO napa B TeyeHue npumepHo 30 CeKyHA
ANa (hmkcauum NpuaaHHol KateTepy PopMbl.

* Mocne dukcaumm ¢op.mMbl ybepuTe KaTeTep C BCTaB/IEHHbIM MaHLPEeHOM
OT WCTOYHWKA Ternna; OCTYAWUTE ero XWAKOCTbIO WU [ailTe OCTbITb Ha
BO3AyXe, Npexpe 4Yem BbIHUMaTb MaHApPeH.

* /3BneknTe MaHApeH 13 KaTeTepa W YTUIU3NPYIATE ero.
MpcaynpcacreHune. 3anpeLwaeTcs UCnonb3oBaTb MaHAPEH in vivo.

3. Mepen MCMoMb30BaHMEM  MPOMOiTe KaHan KaTeTepa
renapuHU3MpPoBaHHbIM  (U3NOOTMYECKMM PACTBOPOM, MOACOEAMHUB K
afjantepy  KateTepa  LUMPWL, 3ano/IHEHHBIA  (PM3NOMOTMYECKUM
pacTBopoM.

4. 3BneknTe COOTBETCTBYHOLLUIA YNpPaBiseMblil NMPOBOAHUK U3 YNaKOBKM
¥ NPOBePbTE ero Ha NpeLMeT OTCYTCTBUA MOBPEXAEHUA.

5. OCTOpOXHO BBeAWTe MPOBOAHWK B CYXalOLMIACA ajanTep KaTteTepa,
3aTeM nposejuTe MPOBOAHVK AasblUe B KaHa/ KaTeTepa.

6. YcTaHOBMTe COOTBETCTBYHOLLMIA MPOBOAHWKOBBIN KaTeTep, MCMosb3ys
npeanoYMTaemMyto METOAUKY YPEeCKOXHOro BBeAeHus. [loacoeanHuTe
reMocTaTMyeckmin agantep (c 6GOKOBbIM OTBOZOM) K afantepy
MPOBOLHMKOBOIO KarteTepa W o6ecneybTe HeNpepbiBHOE MPOMbIBaHUE
renapuHn3npoBaXXEbIM rU3N0NOrMYECKM PaCcTBOPOM.

MpumeyvaHne. MukpokateTepbl HeO6XOAMMO MOCTOAHHO MPOMbIBATL B
TeyeHune BCeli onepauum, YTobbl X MOKPbLITUE OCTABaNOCh CKOMb3KUM.

7. Yepe3 remocTaTMyeckuin agantep ¢ 60KOBbIM OTBOLOM BBeAWUTe B
npocBeT NPOBOLHWMKOBOr0O KateTepa NPOBOAHWK M MUKPOKaTeTEP BMECTE,
Kak efuHoe uUenoe. [MposefuTe NPOBOAHMK BMeCTe C KaTeTepom K
AMCTafIbHOMY HaKOHEeYHWKY MPOBOAHVMKOBOIO KarteTepa.

Page 10 of 30

Mefios Interi‘aiirgfnl Sai « Cbertun-

& 000 LMPMH @ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3

Warning: Do not use shaping mandrel in-vivo.
Prior to use, flush the catheter lumen with heparinized saline
solution by attaching a saline filled syringe to the catheter hub.
Remove the appropriate steerable guidewire from its package and
inspect for damage.
Carefully insert guidewire into the funneled hub of the catheter and
advance into the catheter lumen.
Place the appropriate guiding catheter using a percutaneous entry
technique of choice. Connect a hemostatic sidearm adapter to the
guiding catheter hub and maintain a continuous heparinized saline
flush.
Introduce the guidewire and infusion catheter as a unit through the
hemostatic sideann adapter into the lumen of the guiding catheter.
Advance guidevvire/catheter assembly to the distal tip of the guiding
catheter.
Alternatively advance the guidewire and infusion catheter until the
desired site has been accessed.
Note: To facilitate catheter handling, the proximal portion of the
infusion catheters are uncoaled to ensure a non-slip grip.
Caution: If strong resistance is met during manipulation, discontinue
the procedure and determine the cause of resistance before
proceeding. If the cause of resistance cannot be determined,
withdraw the catheter and guidewire as a system.
When ready to infuse, withdraw the guidewire completely from the
catheter. Connect a syringe containing infusate to the infusion
catheter hub and infuse according to the manufacturer’s instructions
and precautions.

Warning: If flow through the catheter becomes restricted, do not
attempt to clear the catheter lumen by infusion. Determine and
remedy the cause of blockage or replace the blocked catheter with a
new catheter before resuming infusion.
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8. MOXHO TaKXe NpOBeCT MNPOBOAHUK BMeCTe C MMUKpPOKAaTeTepoMm
Briepes TONMbKO 0 AOCTUXEHUS TPeBYeMOoro yyacTka.
MpumeyaHue. [ns o6neryeHvs YyAepXaHus KateTepa B PyKe W BO

n3bexxaHne  MpocKasib3blBaHUA Ha NPOKCUMaNbHY'0 4acTb
MWKPOKaTETEPOB MOKPLITUE HE HAHOCAT.
BHumaHne! Ecnn  npy MaHUnynauuMax — owyulaeTcs  CUIbHOe

CONpPOTMB/IEHNE, HEOOXOAMMO MPUOCTAHOBUTL BbIMOIHEHWE MPOLEAYPbI
W, Npexge 4YeM MNPOAO/KUTL, ONpefennTb MPUYMHY COMPOTUBIIEHUS.
Ecnu BbIACHUTL NPUUMHY He NPefCcTaBiseTcs BO3MOXHbIM, Heo6xo4MmOo
13BMeYL KaTeTep 1 NMPOBOAHWNK BMECTE, KaK efnHOe Lienoe.

9. Tpu TrOTOBHOCTM K Hayanly WHQY3UM MNOMHOCTLIO
MPOBOAHMK U3 KaTeTepa.

MofcoeAnHUTE LWINPUL, C WHGY3aTOM K ajanTepy MUKpoKaTeTepa U
BbINOIHANTE WHMY3UIO B COOTBETCTBUM C YKasaHMAMWM U Mepa.mu
NpefoCTOPOXHOCTU, PEKOMEH0BaHHbLIMN N3rOTOBUTENEM.
MpegynpexaeHve. ECin NOTOK XXMAKOCTU Yepes3 KateTep 3amepnsisercs,
He MblTalTeCb NPOYMCTUTL KaTeTep MyTemM WHGy3un. Onpegenute
MPUUYMHY 3aKyrnopvBaHWA KaHana KaTeTepa W YycTpaHuTe ee, 160
3aMeHNTe 3aKyMNOPEeHHbIV KaTeTep HOBbIM 1 MPOAO/HKaNTe NHPY3NIO.
Mpumevanune.  [aBneHne  WHQY3UM  He  JONN<HO  MpeBblWaTb
.MaKCMMaIbHO 0MYCTUMbIX 3HAYEHMWIA.

10. Mo OKOHYaHMK MpoLesypbl U3BNEKUTE KaTeTep U YTUAN3UPYIATE ero.

N3BIEKNTE

FapaHTUHHbIE 0643aTeNbCTBA

Ha npogykumto 6peHga CERENOVUS, onucaHHywo B [aHHOM
nyonnkKaumMm, He PpacrnpocTpaHATCA Kakme Obl TO HUM OblIO0 SBHO
BbIp@KEHHbIE WM NOApa3yMeBaeMble rapaHtuu, B TOM  YuUCne
BK/KOYalOWMe Nobble nofpasymeBaemMble rapaHTUW TrogHOCTU  ANA
NpojaxXu WAM  rapaHTUM MPUrogHOCTM AN UCMNOMb30BaHWA  NO
Ha3HayeHuto. Hu npu kakmx 06CTOATeIbCTBAX KOMMaHUA-NMPOU3BOAUTE b
He HeceT OTBETCTBEHHOCTM 3a Kakue 6Gbl TO HK 6bifI0 NpsMble, Cly4aliHble
NN KOCBEHHbIE YObITKW, KPOMe TeX, KOTOpble NMPSMO NpefyCMOTPEHbI B

Note: Infusion pressure should not exceed the maximum pressure
rating.
10. After completing the procedure, withdraw the catheter and discard.

Note: Infusion catheters require a continuous flush during the procedure
in order to maintain the lubricity of the coating.

W arranty

THERE IS NO EXPRESS OR IMPLIED WARRANTY. INCLUDING
WITHOUT LIMITATION ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE, ON THE CERENOVUS BRAND PRODUCT(S)
DESCRIBED IN  THIS PUBLICATION. UNDER NO
CIRCUMSTANCES SHALL MANUFACTURER BE LIABLE FOR
ANY DIRECT. INCIDENTAL. OR CONSEQUENTIAL DAMAGES
OTHER THAN AS EXPRESSLY PROVIDED BY SPECIFIC LAW.
NO PERSON HAS THE AUTHORITY TO BIND MANUFACTURER
TO ANY REPRESENTATION OR WARRANTY EXCEPT AS
SPECIFICALLY SET FORTH HEREIN.

Descriptions or specifications in Manufacturer's printed matter,
including this publication, are meant solely to generally describe the
product at the time of manufacture and do not constitute any express
warranties.

Manufacturer will not be responsible for any direct, incidental, or
consequential damages resulting from reuse of the product.
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EQO NFERNA7 O

COOTBETCTBYIOLLIEM 3aKOHOATENbCTBE. HMKaKMe NnLa He YNOSHOMOYEHbI
npefocTaBnsTb  OT  MMEHW KOMMAHUW-NPOU3BOAWTENS  KaKyt-116o
MHDOPMALIMIO  WAM  TapaHTUK, 33 WCKIIOUYEHWEM ClydyaeB, 0CO60
OrOBOPEHHbIX B JAHHOM [JOKYMEHTE.

OnucaHus  WAM  TEXHWYECKMEe  XapaKTepUCTUKWM, NPUBOAMMbIE B
ny6nvKaumax KorunaHWU-npousBoauTens, B TOM YuUCNe B  [AaHHOM
ny6nuKaummn, npegHa3HayeHbl WCKMOUUTENbHO A1 NpeoCcTaBNeHus
06LLeil MH(opmaLMM O NPOAYKLMN Ha MOMEHT ee MPOU3BOACTBA U HU B
KOEM CNy4ae He SBNATCS U3N0XKEHWEM rapaHTWIHbIX 06513aTeNbCTB.
KoMnaHus-npon3BOAMTENIb HC HECeT OTBETCTBEHHOCTM 3a Kakue-1m6o
npsMble, CNyYaiiHble WX KOCBEHHbIE YObITKM, MPUUMHEHHbIE BCNEACTBUE
MOBTOPHOIO WCMO/b30BaHNS ee NPOAYKLMWM.

YT1ununsaums

W3penne Hc okasbiBaeT BPe4HOro BO3AENCTBMS Ha OKPYXXKAKOLWYH cpegy
npu co6/0AeHNN YCNIOBUIA 3KCMyaTaLmn, TPaHCNOPTUPOBKM, XpaHeHus
N YyTUIn3aLmm.

Kcnonb3oBaHHble M34enuns, a TakKe ynakoBKa, MOA/exar yTuimsauum B
COOTBETCTBMM C HOPMamMu, Npefyc.MOTPEHHbIMX AN YyTUAU3ALMK
MOTEHLMANbHO 3aA3HAKOLWMNX MESULMHCKMX OTXOA0B.

B Poccuiickoi  degepaumn  m3gennss  NoOAnexar yTuamsauum - no
NCTEUEHWN CpoKa CNyx6bl B COOTBETCTBMM C  MPUMEHUMbIMU
NOKaNIbHbIMW 3aKOHOAATENbHBIMU aKTaMu.

[ns Mcnonb30BaHHOTO M3AENMs Knacc ONacHOCTY MeAULMHCKMX OTXOLOB
NCXOAA W3 XapakTepucTUKM MOpgOMOrnyeckoro cocrasa: knacc b
(anmpemuonornyeckn onacHble oTxoAbl). Knacc MefuUMHCKUX OTXOL0B
Hencrnosib30BaHHOro nsgenus - A

B cnyyae wncTeueHMs cpoka TFOLHOCTU WM MOBPEXAEHWUS YMNaKOBKU
n3genua Takke MOANeXar yTuamsaumu. HesarpssHeHHasi YynakoBKa
YTUN3NPYETCA KaK GbITOBbIE OTXO[bI.

Disposal

The product has no harmful effect on the environment to the conditions
of operation, transportation, storage and disposal.

Used products, as well as packaging, must be disposed of in accordance
with the standards provided for the disposal of potentially polluting
medical waste.

In the Russian Federation, devices are to be disposed of at the end of
their service life in accordance with the requirements of applicable local
legislation.

The hazard class of medical waste for used device is based on the
characteristics of the morphological composition: class B
(epidemiologically hazardous waste). Medical waste class of unused
product - J1.

In the case of expiration date or damage to the packaging, the products
are also subject to disposal. Uncontaminated packaging is recycled as
household waste.
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Ycnosna TPaHCNOPTUPOBKN H XpaHeHNSA
HavmeHoBaHue
TemnepaTypa
OTHOCUTENbHAsA BAXXHOCTb
ATMOC(*)epHOE fAaBneHne

SNATONA

Awnanas3oH
oT+HO'~C po +30°C
oT 30% f0 95%
700-1060 rlMa

3Ha4yeHns CUMBOJIOB, KOTOpPbIE MOTYT ObITb YKa3aHbl Ha yrnakoBkKe

CERENOVUS
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LU T

AtAJOf>»«nnc

Toprosasa mapka

CocTas: 1
NH(PY3NOHHbIN
KaTetep un 1
hopMuUpyto L KniA
MaHfpeH

MUHUManbHbI
BHYTPEHHWIA
anameTp
NPOBOLHWKOBOTO
KaTeTepa

VHGDY3NOHHbI
KateTep

Homep no katanory

Conditions o

Designation

Temperature

Relative humidity
Barometric pressure

jewww w >4

el il

ftransportation and storage
Range
(+10°C)-(+30°C)
30% - 95%
700-1060 gPa
Interpretation of symbols used on the package

CERENOVUS

«pror WS
K 1 Contents: 1 Infusion
M, Q. riii pitra Catheter and 1Shape
Iﬂﬁa}ﬁﬁs Mandrel

me a% msnuue a nu »arrom
m i 1 risioiiratiew
C<reuafci «am» *»m M * eYdnrouioaern»

1nihB fl"%erwWI |m& rﬂl

T

D . >NA<«rk10«4 caw Hr A arv*»*

Infusk»n Catheter

Minimum Guiding
Catheter I.D.

me
(3 e%smmﬁ%awin"durrmrld*ldylm

Infusion Catheter

CASMMrei Wlﬁ C%m*-pmmﬂWTdrinlinMn
[@ﬂqn%
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Homep naptum

[ata n3srotosneHuns
Frrr-Mm-44)

Mcnonb3oBaTh ao
(Frrr-MmMm-aa)

Ctepunusaums
3TUNEHOKCN0M

3anpeT Ha
NoOBTOPHOE
npumMeHeHune

He ctepunnsosartb
NOBTOPHO

B cooTBeTcTBUN C
thegepanbHbIM
3aKOHOAAaTeNbCTBOM
(CWA) ato
nu3genvme Moxer
6bITb NPOJaHO
TONbKO Bpayvy mau
Nno HasHaYeHUo
Bpaya

BHumaHue!
Ob6paTutech K
WHCTPYKLMUK NO
npumeHeHuio!
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2 YYYY-MM-DD

ISTHRLE EO

5¢ Only

X

m«able Length

Mectos I'ttemancrai Sg'l » Cheri'O- Blaise 33 case pos:ale CH-24C? Le Loefe " -T 329?74 3000

Date of Manufacture
[YYYY-MM-DD)

Use by (YYYY-MM-
DD)

Sterilized by EO

Do not reuse

Do not re-slerilize

Federal Law (United
States of America)
restricts this Device to
sale by, or on the order
ofa physician.

Caution! Consult
instructions for use

Apyrogenic

Usable Length
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N3genue
anuporeHHo

A dekTnBHaA
L/THHA

LinnNa guctansHoro
KOHYMKa

KonnuecTtso

ObpaTtuTech K
WHCTPYKLMK MO
NPUMEHEHWUIO

MN3roToBUTEND

He ucnonb3oBatb
npu NoBpexzaeHnn
YNaKoBKK

3HaK COOTBETCTBMUA
Tpe6oBaHUAM
3aKoHOAaTenbLCcTBa
EC

YNONHOMOYEHHbIN
npeacTaBuTeNb
npou3BOANTENS B
EC
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IDISTAL LENGTH

[QTy ]

CC

279?

EC REP

TIP MNARKERS
TIPSHAPE

STERILE

Medos l:'te'C3tic.ral S-o'l « Chemin- Bla-: 33 case pcs'ale CH-24C3 Le lofites | -4' 32 934 80CD

Distal Tip Length

Quantity

Consult Instructions for
use

Manufacturer

Do not use if package is
damaged

European Conformity
sign

EC Representative

Tip markers

Tip Shape

Sterile



Mapkepbl Keep di-y

TIP MARKERS HaKOHEeUHKa/
KOHYMKa f
dopma
c " sunlicht
TEPUIbHO
1 STERILE 1 P
Bepeyb OT Bnaru Keep away from light
f n
Nonpyrogenic
Bepeub oT
COJ/THEYHBIX NyyYel
[ ]
Bepeuyb OT cBeTa
1l
AnuporeHHo
onosHUTebHasa nHopmMauus gnsa NpUMEHEHUS Ha TeEPPUTOPUN
A topmad, p'qqa P PP P Additional information for Russian Federation
MoTeHunanbHble NOTPedbuTen Potential consumers

Nspenna npefHasHadeHbl A1 WUCMO/Mb30BaHMA  KBannduuupoBaHHbIM  The products are intended for use by a qualified specialist in the field of
cneyuanncToMm B 061acTU Cepfile4HO-COCYAUCTON XMpyprum, obyyeHHbIM cardiovascular surgeiy, trained to work with these products.

onsa pa6OTbI C JaHHbIMWN N3eNNAMnN
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NHpopmauns 0 NeKapCTBEeHHbIX npenapatax H (vnn)
hapMaLeBTUYECKUX cybCcTaHLMAX B cocTaBe MU

JlekapcTBeHHble cpefAcTBa B coctaB Mukpokatetepes PROWLER /
PROWLER SELECT He BX0ogAarT.

MepeyeHb .MaTepuasnoB >XWUBOTHOT0O W  (UAM)  YeN0BeEYECKOro
NPOUCXOXAEHUSA

Martepuanbl >XWUBOTHOrO W YeNI0OBEYECKOro MNPOMCXOXAEHUSA B COCTaB

MwukpokaTeTepoB PROWLER / PROWLER SELECT He BX0AAT.

TpeboBaHMA K TeEXHNYECKOMY 06CNYXUBaHUIO N peMOHTY MU
MukpokaTteTepbl PROWLER / PROWLER SELECT saBnstoTtca
MEANLMNHCKUMWN N30eNNAMU OAHOKPATHOTO MPUMEHEHUA U HEe MOLMEXUT
TeEXHUYECKOMY 06CY>KMBaHWIO, BK/IHOYAA OUMCTKY U Ae3nH(eKLUMIo.

MEPEYEHb CTAHOAPTOB/ LIST OF STANDARDS

Information about medicines and (or) pharmaceutical substances
Included ill MD
Drugs are not
microcatheters.

included in PROWLER/ PROWLER SELECT

List of materials of animal and (or) human origin
Materials of animal and human origin are not included in PROWLER/
PROWLER SELECT microcatheters.

Requirements for technical support and repair of MD

PROWLER/ PROWLER SELECT microcatheters are disposable
medical products and are not subject to maintenance, including cleaning
and disinfection.

MwnkpokaTtcTepbl PROWLER / PROWLER SELECT/PROWLER / PROWLER SELECT microcatheters

Homep cTaHgapTa v roj Bbinycka

OnwucaHune

Cuctema obecrnedyeHns Ka4yecTBa

WN3penus meauumHckune. CUCTEMbl MeHeMKMeHTa KadecTBa. CUCTEMHbIe TpeGoBaHUsS Ans Lenel

EN1SO 13485:2016 perynnpoBaHus

EN I1SO 14971:2012

[OvpekTnea CoBeTa EBponenckoro
CoobuiectBa 93/42/EEC oT 14 utoHsa 1993
roga c nonpaskamun 2007 roga.
MpunoxeHne Il

MepgnuMHCKUe U34eNnna - NpUMeEHEHMe CUCTeMbIl YNpaB/ieHNA puckaMmu anisa MeguLnHCKUX |/|3p,en|/1|7|

Oupektnea EC «O MeANUNHCKUX U3LENUAX»
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OLEeHKa K/IMHNYECKUX [JlaHHbIX: PYKOBOACTBO ANs1 NPOU3BOAMTENEN U YMONHOMOYEHHbIX OpraHoB
MEDDEV2.7.l.peA .4
Be3onacHOCTb NPOAYKLUUN [ XapaKTePUCTUKN MPU NCMOJSIb30BaHNN

CTepunbHble, 0HOPA30Bble BHYTPUCOCYANCTbIE KaTeTepbl. YacTb 1—o6uiMe Tpe6oBaHus;
CTepubHbIe

BSEN 10555-1:2013 /A1:2017

LeTanu coeguHNTENbHbIE C KOHYCHOCTbIO 6 % (J1t03pa) A4N1a WNpULEB, UM U APYTOro MeguLLMHCKOTO
obopypoBaHusa. Yactb 1. O6wune TpeboBaHUA

EN 20594-1:1993

KoHuyeckune UTUHIM C KOHYCHOCTbI0 6 % (J1i03pa) 4Ns WNpuLEB, Urn 1 Apyroro MeauLMHCKOro
obopypoBaHuA. YHacTb 2. JTIO3POBCKUE >LIKOHEYHUKU

EN 1707:1996

W3genns MeguumHckme. YacTb 2. PyKOBOACTBO MO NPUMEHEHNIO MPOEKTUPOBAHMS C YYETOM
3KCM/yaTalUMOHHOW NPUTOAHOCTU K MEAULIMHCKUM U3eNNSM

1EC/TR 62366-2:2016

BnocoBMeCTUMOCTb

N3penua megnumHcKme. OueHKa 6M010TMYecKoro AeMcTBmusa MeguLmMHCKNX nsagennin. Yacts 1. OUeHKe
BSEN 1SO 10993-1:2018 A Avt 4 A AuL, A L

N nuccnegoBaHms
YnakoBKa
YnakoBKa MefULNHCKNX U3AENNIA. CTEPUNH:1yEMbIX Ha 3aBepluatoLler cTagum nponssogcTea. Hactb

1 Tpe6oBaHuA K MaTepuanam, 6apbepHbIM CUCTEMaM CTEPUIN3ALMN U CUCTEMAM YMaKOBKM
EN ISO 11607-1:2017

YnakoBKa A1 MeAULUHCKUX N3fenunii, Noanexawmx QUHULLIHON cTepunusaumn. Yactb 2.
BSEN ISO 11607-2:2006 + A1:2014 TpeboBaHMA K Banujaunmn npoueccoB GopMUPOBAHNSA, FepMeTur3aLnn n c6opku

Crtepunusaung
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CTepunumsauma MeAULIMHCKON npoayKuum
EN ISO 11135:2014/prAl;2018 ATuneHokeng. Tpe6oBaHUs K pa3paboTke, Bannaalumm 1 TeKyLLeMy KOHTPO/IO npouecca
cTepuUnNu3aLmMm MeAULUHCKUX U3aennii

MapkupoBka

MN3genma meguunHCKMe. CnmBonsbl, NpMMeHAEMbIE NMPU MapKUpoBaHN Ha MEANLMHCKUX N3OENTUAX,

EN ISO 15223-1:2016 o
3TUKEeTKaX N B CONPOBOANTENbHON AOKYMEHTaL UK

EN 1041: 2008+A 1:2013 MHdopmauns, npeactaBneHHas 3aBOA0OM-M3roTOBUTENEM MELULMHCKUX U3LeNnnii

Standard and revision Title

Quiality System
EN I1SO 13485: 2016 Quality Management Systems - Medical devices - System requirements for regulatory purposes

EN ISO 14971:2012 Medical Devices - Application of risk management to medical devices
European Council Directive 93/42/EEC of Medical Device Directive
14th of June 1993 Amended 2007. Annex I

MEDDEV2.7.1 Rev 4 Evaluation of Clinical Data: A Guide for Manufacturers and Notified Bodies

Product Safety/Perfornianee
BS EN 10555-1: 2013/Al1:2017 Intravascular catheters. Sterile and single-use catheters. General requirements

EN 20594-1:1993 Conical fitting with a 6% (Luer) taper for syringes, needles and
certain other medical equipment: Part 1- General Requirements

EN 1707:1996 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical equipment:
Part 2 - Local fittings

Page 19 of 30
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IEC/TR 62366-2:2016 Medical devices —Part 2: Guidance on the application of usability engineering to medical devices

Bioconipatihility

BS EN ISO 10993-1:2018 Biological evaluation of medical devices Part 1: Evaluation and
testing within a risk management process
Packaging
EN ISO 11607-1:2017 Packaging for Terminally Sterilized Medical Devices —Part 1. Requirements for Materials, Sterile
Barrier Systems and Packaging Systems
BS EN ISO 11607-2:2006 + A1:2014 Packaging for Terminally Sterilized Medical Devices - Part 2:

Validation Requirements for Forming, Sealing and Assembly Processes

Sterilization
EN ISO 11135:2014/prA1:2018 Sterilization of Healthcare products Ethylene Oxide: Part ! Requirements for development,
validation and routine control of a sterilization process for medical devices

Labelling
EN I1SO 15223-1:2016 Medical Device - Symbols to be used with medical device labels, labeling and information to be
supplied

EN 1041: 2008+A 1:2013 Information supplied by the manufacturer with medical devices
OnuncaHve meToga cTepunmnsaymmn. Description of sterilization method
YcTpoiicTBa gns aHrmorpaum n amoonmsaumnm cTepuamsyroT OKCULOM Devices for angiography and embolization are sterilized by ethylene
aTuneHa. oxide.
Cpok rogHocTH Shelf life
Cpok rogHocTu 3 roga Shelf life is 3 years.
FapaHTWIHbIA CPOK XpaHeHWs M3genus cocTasnseT 3 roga npu ycnosum The guaranteed shelf life of the product is 3 years, if the storage
cobno4eHNsA YyCNOBUIA XpPaHEHNS. conditions were met.
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dopMa iincTaBK tf

Mukpokartetepbl PROWLER / PROWLER SELECT c¢ opmupyrowmm
MaHgpeHoM- | w.:

VIHCTPYKUMA NO MPUMEHEHWIO - LLIT.

BO3MOXXHOCTb 1 MeToAbl
n3genmsamm

PeKOMeHAYeTCS WCMO/Ib30BaHWE WH(Y3MOHHbIX KaTeTepoB Cerenovus ¢
HanpaBNSOLWUM KaTETEPOM, COBMECTUMbIM WMHTPOALbIOCEPOM, a TaKXe C
KOPOHAPHbLIM MHTEPBEHLUOHHbLIM MPOBOAHMKOM /11060r0 MPOM3BOANTENS,
OCHOBbIBasiCb Ha [aHHbIX 0 BHYTPEHHEM W/WAN BHELUHEM JMamMeTpe
MeULMHCKOTO W3LeNNs, YKasaHHbIX B WMHCTPYKUMM MO NPUMEHEHWUIO

HHTEerpauHH C gpyrnmMmm mMegnumnHCKNMN

How supplied
PROWLER/ PROWLER SELECT microcatheters with shape mandrel
Instriicton for use - | pc.

Ipc.

The possibility and ways of integrating with other medical devices

It is recommended that the Cerenovus Infusion Catheters be used with a
guiding catheter, a compatible catheter sheath introducer, and a
steerable guidewire of any manufacturer, based on the data on the
internal and/or external diameter of the medical device specified in the
instructions for use of the manufacturer of this product. Microcatheters
are compatible with the Cerenovus family of Detachable Coils. RC FSZ

npon3BoANTENA [AaHHOTro wu3fenuns. MUKpoKaTeTepbl CcoBMeCTUMblI € 2010/07084 Devices for angioplasty and stenting with accessories, RC
ceMelicTBOM  oTfensieMblx Mukpocnupaneii CepeHoByc. PY ®C3 RZN 2019/8854 Endovascular microspiral on the delivery system for
2010/07084 YcTpolicTBa A1 aHrMonaacTUKM W CTeHTMpoBaHMA € embolization of intracranial and peripheral vessels.
NPUHaANEXXHOCTAMMU, PY P3H 2019/8854 Mukpocnupanb
9HAOBACKy/ipHas  Ha  cucTemMe  [OCTaBKU  Ansa  ambonusauun
BHYTPUUEpPENHbIX N NepudepruyeckKnx cocyos.
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TexHuueckune xapaktepuctukn MW / Technical characteristics of MD
MHkKpokaTeTepbl PROWLER / PROWLER SELECT/ PROWLER / PROWLER SELECT microcatheters

npamoi/

STRAIGHT 45 90 J

PucyHoK 1 ®opMbl n3rnba KoHunka mmkpokatetepos PROWLER / PROWLER SELECT / Picture 1 Microcalheter PROWLER Tip Shape
(see Table 9 below/ cm. Tabn. 9 HYXe)
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PucyHok 2 Mukpokatetep PROWLER / PROWLER SELECT/ Picture 2 PROWLER / PROWLER SELECT miciocatheter

Page 23 of 30
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Obiyan anMxa/
Total length

I..._

Sdppexmuanas (paboas) Anunal
Usable Length

——

fpo—

LInuHa ruBKROro XOHWMKS/
Flexibie tip length

PucyHok 3 Mukpokatetep PROWLER / PROWLER SELECT/ Picture 3 PROWLER / PROWLER SELECT microcatheter
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Shaft Size OD/

BHewHNT gnameTp

wadgTa

Shaft Size ID/
BHYTpeHHNIA guameTp
wadgra

PucyHok 4 Mukpokatetep PROWLER / PROWLER SELECT - koHuuk/ Picture 4 PROWLER / PROWLER SELECT microcalLheter - tip

34ecb 11 fanee Mo TEKCTY NOrPeLHOCTb M3MEPEHNIA COCTaBNSET (ECNM He YKa3aHO SIBHO) 10%/ hereinafter in the text, the tolerance is (unless

clearly othen”ise stated) 10%

Microcatheter/ PROWLER IO

Characteristic

Mukpo kateTep/

XapaKTepucTuka

Reinforced SST braid

construction/ Platinum Coil

KoHcTpyKums MneTeHbIn
cepaevHuK
Hep>KaBetoLLel
cTanm
lNnatnHoBas

& 000 LMPMH @_ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

/

n3

PROWLER 4 PROWLER LP ES
SST braid SST braid

Platinum Coil /  Platinum Coil /
MneTeHbln cepaedHnK TMneTeHbld cephevyHUK
7K HepXxaBelowlen U3 Hep>kaBetoLLel
cTanm cTanu

MnatnHoBasa cnunpanb

5ai ¢ C'namin-Bte

MnaTtnHoBas cnupans
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38 case poaali? CH-24C'h- i :17-m i

PROWLER PLUS

SST braid
Platinum
MneTeHbIiA
cepAeyvHmnK n3
HepXXaBeroLLel

cTanm

lNnatnHoBas

Coil /

*4i n2 93418000

PROWLER SELECT
PLUS

SST braid

Platinum Coil /
MneTeHblA  CepaeyvHUK
7K HepXXaBetoLLel
cTanm

lMnaTtuHoBas cnupanb



cnupans cnupans

Shaft Size OD [MpoKcuManbHbIin/ MpokcumanbHblin/ MpoKcumanbHblii/ MpoKcuManbHblii/ MpokcuManbHbIii/

(Prox/Dist) inch/cm/  Proximal: 2.3F Proximal: 2.3F Proximal: 2.3F Proximal: 2.8F Proximal: 2.8F

BHewHuit  guametp (<0.032/0.077) {<0.032/ 0.081) (<0.032/ 0.081) (<0.0375/ 0,095) (<0.0375/0,095)

wadTa (Mpokc/Ouct) AucTanbHblid/ Distal:  [AucTanbHblil/  Distal:  AucTanbHblil/  Distal:  AucTanbHbiid/ Distal:  AuctanbHblit/  Distal,

A10IM/CM 1.7F (<0.022/ 0.057)  19F (<0.025/ 0.063) 1.9F (<0.025/0.063) 2.3F (<0.032/0,081) 2.3F (<0.032/0.081)

Shaft Size ID >0.015/0.038 >0.0165/0.042 >0.0165/0.042 >0.021/0.053 >0.021/0.053

(Prox/Dist) inch/cm/

BHYTpeHHWNIA

AnameTp wagTa

(Mpokc/AuncT)

Arom/cm

Usable Length (cm)/  150+%2 150 or/vnmn 170 = 2 150+2 150 or/vnn 135 £ 2 150+2

AhdekTnBHAA

(pabouyas) ANnHa

(cm)

Total Length (cm)/ 155+2 155 or/funun 175 + 2 155+2 155 or/vnmn 140 + 2 1552

O6wasa anuHa (cm)

Flexible Distal Tip 50+ 15 50+ 15 5+ 15 20 or/win 45 £ 15 5and/m 15+ 15

Length (cm)/ OnvHa

rmoKoro

ANCTANIbHOTO

KOHUYMKa, CM

Coating/ O6onoyka Hydrophilic/ Hydrophilic/ Hydrophilic/ Hydrophilic/ Hydrophilic/
rmagpogunbHas rmapodunbHas MmapotmnbHas rmapodmnbHas rmppodunbHas

Inner Liner/ PTFE Liner/ PTFE Liner/ PTFE Liner/ PTFE Liner/ PTFE Liner/

BHYyTpeHHss Mpocnoiika n3 Mpocnoiika 3 MT®3  Mpocnoiika n3 MT®I  Mpocnoiika u3 Mpocnoiika n3 NT®3I

npocnoika NnT$3 nred

Rated Burst Pressure/ 300 psi/ 2068.5 KLla 300 psi/ 2068.5 k[a 300 psi/ 2068.5 Kla 300 psi/ 2068,5 kMa 300 psi/ 2068.5 klMa

M3mepeHHoe

[laBNIeH1E Ha pa3pbIB
Tip Shape/ ®opma Straiiiht / [Mpsmas, Straieht / [pamas. Straiuht / Mpsvas, Straight / Mpamaa. Straight / MNpamas. 45°,
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KOHUMKa 45 (MP), 90 (MAX), 45°,90°,J 45°,90°, J 45°.90°.J 90°, 1

J-oDDa3HbiPi
Tip  Configuration/ 1 or 2 markers / 1 1or 2 markers/ 1wm 1lor2 markers / 1uam 1 or 2 markers / 1 1or2 markers/ 1um 2
KoHgurypauums unn 2 mapkepa 2 mMapkepa 2 mapkepa nnu 2 mapkepa Mapkepa
Weight, g/ Macca, r > 1.83 =+ 10%
PROWI FR 10
Weight, g/ Macca, 1 >2,04+ 10%
PROWLER 14. PROWLER Plus
Weichi, 1/ Macca, r > 2.209 + 10%
PROWLER SELECT. PROWLER SELECT Plus
Breakinc force/ Ycunve Ha paspbis > 300 psi (2.07 MMa (H/mm7))

dopmupyrowmnii maHgpeH/ Shape Mandrel
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MICROCATHETER SHAPES

SHAPING MANDREL

PucyHok 5 ®opmupytowwmii maHapeH / Picture 5 Shape Mandrel
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Obwan anvna/ -
Total length

Wupuxa osanbHon
yacrin/ Oval part width

BHewHw’ anameTp/
Outside diameter

Anuna osarsHOW
wacre/ Oval part
length

PrcyHok 6 ®opmupytownii maHapeH / Picture 6 Shape Mandrel

MokasaTens / Parameter 3HaueHue/ Value
O6was anvHa, mv/ Total length,mm 73,66 £ 1.27
BHewHwnin anametp MaHapeHa angs PROWLER Plus. PROWLER SELECT Plus, mm/ Mandrel outside diameter for 0,51 + 0,0076
PROWLER Plus, PROWLER SELECT Plus, mm

BHewHnin anameTp maHapeHa gns PROWLER 10, mm/ Mandrel outside diameter for PROWLER 10, mm 0.33 £ 0.0076
BHewHwnii gnameTp MaHapeHa gna PROWLER SELECT LP ES, PROWLER 14, mm/ Mandrel outside diameter for 0,37 £0.0076
PROWLER SELECT LP ES, PROWLER 14. mm

[nvHa oBanbHoi yactu, Mmm/ Oval part length, mm 0.67 +0.38
LLnpuHa oBanbHOI yactu, mm/ Oval part width, mm 5.59 +0,38
Macca magpeHa gnd PROWLER Plus. PROWLER SELECT Plus, r/ Mandrel mass for PROWLER Plus, PROWLER 0.14 + 10%
SELECT Plus, s
Macca magpeHa gns PROWLER 10, r/ Mandrel mass for PROWLER 10, » 0.05 + 10%
Macca magpeHa gns PROWLER SELECT LP ES, PROWLER 14, r/ Mandrel mass for PROWLER SELECT LP ES. 0,07 £ 10%
PROWLER 14.

Mpegen npoyHocTM. OYHT-CcUNA Ha KBagpaTHbI gtoim/ Tensile strength, PSI 120 000 + 10 000
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KT ONA

MepeyeHb n onncaHue martepuasnos MW/ List and description of MD materials

CTepXXeHb M34enus  COCTOMT W3  apMUPYIOLLMX MaTepuanoB MNepemMeHHOM
YKECTKOCTW C NONNMEPHON 060/104KOIN pa3NYHON TBEPAOCTU Ha ocHOBe ElelinoHa
W nennetaHa, Kotopas o6ecneymBaeT MEPeMEHHYH XXeCTKOCTb MO  AJIMHe
KaTeTepa C MaumMmeHblNein XXeCTKOCTbI Ha AMCTaIbHOM KOHUE A8 MPOXOXAeHUA
yepes cocyf. Camast BbICOKas XXECTKOCTb HaxXO4MTCA Ha MPOKCUMalbHOM KOHLIE,
yto ob6ecrneymBaeT CTabWIbHOCTb YCTPOMC3BA. MOKA WHTEPBEHLMOHHbIE
yCTpOiCTBa BBOAATCA 4epe3 kaTeTep. [WUCTafbHbIA  HaKOHEYHWK  UMeeT
PEHTIeHOKOHTPACTHbIV 3/1EMEHT W3 NaTWHbI/BOMb(PaMa A1 BUAUMOCTU Npu
PEHTreHocKonNuW.  MArKWMIn  AWCTaNbHbIA  NepefHWin  Kpalki  nomoraet
OPUEHTMPOBATLCH B  COCyfe M npefoTBpaliaeT  MNOBpeXAeHWe cocyja.
BHyTpeHEEWe nokpbiTve 13 MNTPID nomoraet npuv AOCTaBKe WHTEPBEHUWOHHbIX

yCTpoicTB. HapyXHoe ruapouibHOe MOKPbITUE CHWXKAET TpPeHue npu
NPOABWXeHMM Mo cocypaM. Pasbem J1l0o3pa Ha OCHOBe HelnoHa/nonnammga Ha
NMPOKCUMaNbHOM KOHLE NPUCOEAUHSETCA K APYrMM YCTPOMCTBaM, KOTOpble
06bIYHO NCMOMB3YIOTCA B KIIMHUYECKUX YC/TOBUAX.
MonHblli NepeyeHb MaTepuasioB AOCTY MEH HO 3amnpocy.
YcnoBusi npumMmeHcHus/akennayataymm MU
YcnoBus okpyxatouieit cpegpl
BnaxHocTb 0T 60% po0 70%
Temnepatypa oT +22°C po +30°C
[aBneHue 700-1060 rMa
YcnoBus akcnnyatauum
Temnepartypa +32°C po +42°C
(BHYTpM Tena 4enoBeka)
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The shaft of the subject device is composed of variable stifTness
reinforcement materials with a polymer jacket based on nylon
and pellethane of different durometers which provides variable
stiffness along the length of the catheter with the least stifTness
on the distal end for tracking through the vessel. The highest
stiffness is located on the proximal end providing stability to the
device while interventional devices are delivered through the
catheter. The distal tip has a radiopague feature made of
Platinum/Tungsten for visibility under fluoroscopy. A soft distal
leading edge helps in navigating the vessel and preventing
vessel damage. The inner PTFE liner aids in delivery of
interventional devices. The outer hydrophilic coating reduces
friction during navigation of vessels. The Luer hub based on
nylon/polyamide at the proximal end attaches to other devices
that are typically used in a clinical setting.

Full list of materials is available upon request.

Use/operation conditions of MD
Environmental conditions

Humidity from 60% to 70%
Temperature from +22°C to +30°C
Pressure 700-1060 1iPa
Operation conditions
Temperature +32°C to +42°C
(palienTs body temperature)
le-L";les T -3 2 93" 5000
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CornacoBaHoO

«Mepgoc NHTepHewHn CAP/»
OpraHun3saums
LLicmeH-bnaH 38, fle Jloknb, CH-2400, LLBeiiuapwns
N.'thec
JVpeKkTop oTAeNa HOPMaTUBHO-MPaABOBOr0 PeryanpoBsaHus
J0MmKHOCTb
Pemo Amxeps
damunng, nma
30.01.2023
fata: 44.MM.NTIC
<noArLiucaHo>
Monuuce
MeHe[kep 0TAe/1a HOPMaTUBHO-NPABOBOr0 PerympoBaHuns
[omKHOCTb
[aHnanb Maiiep
Pamununa, uvs
30.01.2023
farta: 440.MM.IMT
<nognuncaHo>

1lonHuch

(NpAbiHna | H<3(1

Menoc NHTepHewHn CNP/1  Lemen-bnaH 38, nouTtoBbIi AwwmK, CTI-24fXJ Nle floknb  en +41 32 934 8000



NErANN3ALUNA

Hwxkenoanucaswniics, BepHap Jlambone, HoTapuyc KaHTOHa HeBwatens (LLBeiuapwus),
N.MEIOLUMIA HOTapuanbHYy0 KOHTOpy B TI. Jla LUo-ge-®oH, ymocTOBepsieT, 4TO nognucuy,
MOCTaB/IEHHbIE Ha HACTOALLEM JOKYMeHTe «CornacoBaHo», ABAAKOTCA BEPHLIMU W NMOL/VHHBIMU
nognucsamn r-na PaimyHga (uam Pemo) AMXEPAA, poguslieroca B . Hatep (LLBeliyapus),
npoxusatollero B r. Jiuctans (LLBeiiuapus), n r-na [Jauuans Mapkyca MAWEPA.
poamsLLerocs B r. FebeHcTopd (LLBeliuapuns), npoxmeatollero B r. Jiuctans (LUBseliyapus).------
r. la Wo-ge-®oH. BTOpoe (heBpans fABe ThbicAuM fABafuaTtb TpeTbero rofa (2 tespans 2023

Homep B HoTapuanbHOM peecTtpe 79 Ne 71

<Kpyrnas repbosas neyatb: BEPHAP JIAMBO/IE,
HOTAPNYC *r. Na LWo-ge-PoH >
<noAnucaHo>
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lMepeBof AaHHOIMO TeKCTa BbINO/IHEH NepeBogUYMKOM MaxTyHOBbLLW AsiekceeM Bnagumunposuyem

MoAMnCh

Poccuiickaa Pegepaums
Nopos MockBa
Cefbmoro eBpans gBe TbiCAYM ABajLUaTb TPEeTbEro roga

Moanwuch caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTbL NOANMCABLLENO JOKYMEHT YCTaHOB/EHA.

3apervcTpupoBaHo B peecTpe: Ne 77/2139-H/77-2023- »

YnnayeHo 3a coBeplLeHne HoTapuanbHoro aeinctans: 400 py6. 00 kon.

noarnnmcob MepboBas nevatb ep6oBasi MeyaTb
HoTapuyca r. Mockabl HoTapuyca r. MoCKBbl

Kopcrnk M.A. Kopcrk M»A.
O.. Bepemuii

Bcero npoLuHypoBaHo, NPOHYMepPoBaHO
1 CKpenneHo nevaTbto 33 nncT(-a,-0B).

BPWO HoTapuyca:

Poccuitickas ®egepauyms
Mopog MockBa
CefbMOro eBpans gBe TbiCAYM ABajLUaTb TPeTbEro roga

A, Bepemnii HOnua Wrop”™ n, BPEMEHHO WCMOMHSOLLAA 0653aHHOCTM
Kopcuk Mapumn AnckEnneb L. CBUAETENLCTBYHO BEPHOCTL KOMUK C

3apeructpupo” N139-H/77-2023- b ' 37N

YnnayeHo 3" COBEOENANAN .. penctaus: 3400 py6. of)

/Bcero npolw™*aHo, npoepoBaHo
/n ckoenne™Nouvatsio 33 ;*1(-a,-0B).

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



