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NHCTPYKLUMS NO NPUMEHEHWIO Instruction for use

KateTepbl BHYTpUCOCYAUCTbIe MPOBOAHMKOBbIe ENVOY 7F ENVOY 7F Guiding Intravascular Catheters
(ans npumeHeHus B Poccuiickoin defepavun) (for use in the Russian Federation)
i Medos International SARL
«Megoc VHTepHewHn CAP/1» Chemin-Blanc 38, CI 1-2400
LLlemeH-BnaH 38 5 Le Lode, Switzerland
Ne-Noknb, CH-2400, LUBenuapus 4132 933 83 00

0 41 329338300

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:

YN0oNHOMOYEHHbI npeacTaBuTenb B Poccuiickoin degepaumn Johnson & Johnson LLC
OO0 «[DKOHCOH & [KOHCOH» 121614. Moscow, Krylatskaya str., 17/2,
Poccusa, 121614, r. Mocksa, yn. Kpblnatckas, 4. 17 kopn. 2 Tel. +7 (495) 580-7777. Fax: +7 (495) 580-7878

TenedoH: 8 (495) 580 77 77, dakc: 8 (495) 580 78 78

BAXHAA NHPOPMALNA IMPORTANT INFORMATION
O3HaKoMbTeCb nepej 1UCNoNb30BaHNEM Please Read Before Use
HanmeHoBaHMe MW, mogenn unu BapuaHTbl UCNoNHeHMs MU Medical Device name, models or variations of MD
KarteTepbl BHyTpucoCcyaucTble NpoBoAHMKOBbIe ENVOY 7F: ENVOY 7F Guiding Intravascular Catheters:
BapuaHTbl MCNONHEHUS: Variations:
1 AhdekTBHAA annHa 90 cM, TMN KpuBU3HbI STR; 1 Effective length 90 cm, shape SJ'R;
2. ShdekTnBHAA AnnHa 90 CM, TUM KpnBM3HBLI MPC; 2. Effective length 90 cm, shape MPC;
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Effective length 90 cm, shape MPD:
Effective length 90 cm, shape CBL MOD;
Effective length 90 cm. shape HI;
Effective length 90 cm, shape SIM2;
Effective length 100 cm, shape STR;
Effective length 100 cm. shape MPC;
Effective length 100 cm, shape MPD;

0. Effective length 100 cm, shape CBL MOD;
1 Effective length 100 cm, shape SIM2.

AppekTnBHAA anvHa 90 cM, TMN KpuBU3HLI MPD;
AhdekTnBHAA gnmHa 90 cM, TN KpmBm3Hbl CBL MOD;
AdhdekTnBHAA gnanHa 90 cm, TUN KpuBM3HLI H 1,
AdhdekTnBHAA AnnHa 90 cM. TN KPMBM3HBLI SIM2;
AdhdekTnBHaAA AnnHa 100 cm, TMN KPUBKU3HLI STR;
3ddekTnBHAS anmnHa 100 cm, TMN KpuBM3Hbl MPC;
ppekTnBHaa annHa 100 cm, TN KpuBU3HLI MPD;

10. ApdekTneHaa gamHa 100 cm, Tvn KpuBm3Hbl CBL MOD;
11. AppekTnBHaa anmHa 100 cMm, TUN KPUBU3HLI SIM2.

BNAFTONA
©Woo N Ok w

PR ©O©0oNe oW

HasHaueHue Intended use
KaTeTep  BHyTpMcOCYyAMCTbIi  MpoBoAHMKOBbLIN ~ ENVOY  7F The ENVOY 7F Guiding Catheter is intended for use in the neurovasculalure for

npegHasHayeH Ans  ucnonb3oBaHus B cocygax LHHC  npu the intravascular introduction of interv'entional/ diagnostic devices.

BHYTPUCOCYANCTON yCTaHOBKe WHTEPBEHLUMOHHbIX nm
ANAarHOCTUYECKNX YCTPOICTB.
OnucaHune Description

KateTep BHyTpucocyaucTbiii npoBogHMKoBbIi ENVOY 7F ~ 310 The ENVOY Guiding Catheters are a single lumen, braided catheters with a large
0[JHOKaHaNbHbI/ BUTOI KaTeTep C LUMPOKUM HEKOHMYecKMM KaHanom, non-tapered lumen that facilitates the intravascular passage of interventional
KOTOpBbIi obnervaet BHYTPUCOCYANCTOE npoxoxpaeHne devices. The guiding catheters are preshaped to facilitate positioning.
WHTEPBEHLMOHHbIX YCTPOACTB. [MPOBOLAHMKOBOMY KaTeTepy npujaHa

onpegeneHHasa opma ansd obneryeHns NO3ULMOHMPOBAHMS.

MokasaHUsa K NPUMEHEHUIO Indications

KaTeTepbl ~ BHYTpUCOCYAUCTble  NpoBOAHMKOBble ENVOY  7F The ENVOY 7F Guiding Catheter is intended for use in the neurovasculature for
npefHasHayeHbl AN WCMonb3oBaHMs B cocydax LIHC npu the intravascular introduction of interventional/ diagnostic devices.

BHYTPUCOCYANCTON yCTaHOBKe WHTEPBEHLMOHHbIX nnm

ANarHOCTUYECKNX YCTPOICTB.

MpoTnBoNoKasaHma Contraindications

dnebuT, HapyLLeHNe CBEPTbIBAEMOCTI KPOBW. Phlebitis, coagulation failure.
MpegynpexaeHuns Warnings

YTunnsupyiite NpoBOAHUKOBbIA KaTeTep nocne ogHoli npouedypbl. Discard the guiding catheter after one procedure. Structural integrity and/or

CTpyKTy(hHas LENnocTHocTb U (Man) (yHKUMOHanbHOCTh wu3genus function may be impaired through reuse or cleaning. Catheters are extremely

MOTYT ObITb HapylleHbl nNpu noBTopHoM wucnonb3oBaHuu wmm  difficult to clean after exposure to biological materials and may cause adverse

oumcTke. KateTepbl  upe3BblYaiiHO  CMOXHO —ouyuwiaTb nocne patient reactions if reused.

BO3/e/iCTBMA 6MOMONMYECKUX MaTepuanos, M OHWM MoryT BbisBaTb Do not use with Ethiodol or Lipiodol contrast media, or other such contrast media
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HeXxenateflbHble peakuun Yy nNauueHTOB B C/lydae [MOBTOPHOrO
1CMo/b30BaHNS.

He uncnonb3yiite KOHTpacTHble BewlecTBa Ethiodol nnam Lipiodol nam
aHa/iorMyHble npenapatbl, cojepXawjue KOMMOHEHTbl  [AaHHbIX
npenaparos.

Mepbl NpesoCTOPOXHOCTH

* XpaHUTb B TEMHOM CYXOM MPOX/1afHOM MeCTE.

* He ncnosnb3oBaTth, €Civ YNakoBKa OTKPbITa UM MOBPEXAEeHa.

e icnonb3oBaTtb 00 NCTEYEHNA CPOKa rogHocTu.

* BosgelictBue Temnepatypbl Bbilwe 54°C (130°F) mMoxeT noBpeauTb
KaTteTep.

* MpefoxpaHaiiTe OT BO3AENCTBMSA OpraHNYeCcKUX pacTBOpUTENEN.

» [lo Hayana WCnosib30BaHUA MPOBOAHMKOBLIA KaTeTep Heob6Xxogumo
OCMOTpPETb 1 y6eauTbCs B TOM, YTO €ro pasmep, opma 1 COCTOSIHWE
MOAXOAAT ANA NPeLCTOALLEN onepawmu.

e Ecnv npu MaHUNynAaumMax OLYLLAeTCsa CU/IbHOe COMPOTUB/EHWE,
Heob6X0AVMMO MPUOCTAHOBUTL BbIMO/IHEHWE NPOLELYPbLI U, MPeXae Yem
MPOAO/HKNTL, ONPeLeNNTb NPUYMHY CONPOTUBIIEHMS.

Ecnm  npuunHa CconpoTMBNEHWA He MOXeT ObiTb YCTaHOB/EHa,
N3BMIEKWTE KaTeTep.

* Heobxogumo nposiBiATbL 0COOYH OCTOPOXHOCTb BO M36exaHue
MOBPEXAEHNA  COCYf0B, 4epe3 KOTOpble MPOXOAMT  KaTeTep.
MpOBOAHMKOBLIV KaTeTep MOXeT 3aKyrnopuTb MeHbLUMe MO pasmMepy
cocyabl. CneayeT cobnogaTb OCTOPOXHOCTb BO M30€XaHWe MOMHOW
6noKafbl KPOBOTOKA.

* MpoBopaunBaHye KaTeTepa C Ype3MepPHbIM YCUINEM, KOTja Ha Hem
00 30Ba/INCb Meperunodsl,

T NPUBECTM K €ro MOBPeXAEHWIO, B pe3y/nbTaTe KOTOPOro
OTAeNeHne yvactTu KateTepa. Ecim Ha npoBOAHWMKOBOM
pa3eBasiuCb CUNbHbIE MEPernodbl, N3BMEKUTE BCIO CUCTEMY

MKOBbI KaTeTep, MPOBOAHWUK W WHTPOAbIOCEP) KakK efuHOe

THUNynupoeaHne w”n u3Bne4YeHMe TMpPoOBOAHNKOBOIO

which incorporates the components of these agents.

Precautions

» Store in a cool, dark, dry place.

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.

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

« If 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 should
always be performed under fluoroscopic 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.
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KaTeTepa Bcerja AO0/MKHbl NPOBOAUTLCS noA dnoopockonuuyeckum  Possible complications include to the following:

KOHTpO/EM. bioincompatibility/shock
distal embolization
OCNoXXHeHns embolism
BmewlatenbcTBa,  COMPOBOXAAMOLL,UCCA  YPECKOXKHbIM  BBEAEHUEM hematoma at the entry site
KaTeTepos, [O/MKHbI NPOM3BOANTLCA TONbKO Bpayamu, hemorrhage
OCBEAIOM/IEHHbIMU O BO3MOXHbIX OCNOXXHEHMSAX. OCMOXHEHUS MOTyT infection
pasBMBaTbCS Kak BO Bpems BMellaTeNbCTBa, TakK W Tocne ero neurological deficits including stroke and death
3aBepLUEeHUS. vasospasm
B 4Mcno BO3MOXHbIX OCMOXHEHWUIA, BXOAAT: vascular damage (minor/major)
» brnonornyeckas HeCOBMECTUMOCTb/LLOK vessel thrombosis, dissection, or perforation
* AncTanbHas ambonusauns
* ambonmns

* rematoma B MecTe BXOAa
* KPOBOW3/INAHVE

* NH(eKuua

* HEBPO/IOTMYECKUIA feULMNT, BKIKOYaA UHCYNbT Y CMEPTb
* CMasm cocy/oB

* MOBPEXJeHne CocyioB (He3HaunTe/lbHOe/3HAUYNTeNIbHOE)
* TPOM603, ANCCeKUMa U nepgopawms cocyos

PekomeHyeMblil NOPALOK BbIMOSIHEHUS MpoLesyp Recommended Procedure

1 OCTOpOXHO W3BMEKUTe NPOBOAHMKOBLIA KaTeTep ENVOY wu3 1 Gently remove the ENVOY 7F Guiding Catheter from its packaging.

YNaKOBKMW. 2. Inspect the catheter upon removal from packaging to verify that it is undamaged.
2. Mocne M3BneYeHUs M3 yNakoBKM NpoBepbTe KaTeTep Ha oTcyTcTBMe Warning: Do not use a catheter that has been damaged in any way. If damage is
NOBPEXAEHUIA. detected, replace with another ENVOY 7F Guiding Catheter that is not damaged.

MpeaynpexaeHue. 3anpellaeTcs UCNonb3oBaTh Katetep, umetowmii 3. Prior to use, flush the lumen of the ENVOY 7F Guiding Catheter with a
Kakne-nmbo nospexaeHus. [pu  ob6HapyeHun nospexgeHus heparinized saline solution.
3aMeHMTe Ha [JPYroil HemoBpex/[eHHbI NpPOBOAHUKOBbLIA KaTeTep 4. Introduce the guiding catheter into the vasculature through the catheter Sheath

ENVOY. introducer, and over a .038" (0.97 mm) or .035" (0.89 mm) guidewire using a
3. Mepeg wucnonb3oBaHWEM MPOMONTE KaHan MpPOBOAHMKOBOro percutaneous entry technique of choice.

KaTeTepa ENVOY 5. Set up a continuous heparinized saline flush through the sidearm of a rotating
renapuHU3MPOBaHHbLIM (PU3NOMIOTMYECKUM PacTBOPOM. hemostatic valve attached to the Luer lock fitting of the guiding catheter hub.

4. BBeanTe NPOBOAHWKOBLIN KaTeTep B COCY/ uepes uHTpoabtocep no Note: It is recommended that continuous heparinized saline flush be maintained
npoBoaHuKY auametpom 0,97 mm (0,038 patoiimoB) mam 0,89 mm  between the
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(0,035  proiimoB),
UPECKOXHOI0 BBEAEHUS.
5.06ecneybTe HemnpepbiBHOE MPOMbIBaHWE renapuHU3NPOBaHHbIM
(hM3M0N0rMYecKMM pacTBOPOM Yepe3 GOKOBOM OTBOA BpaLLatoLLierocs
remocTaTM4eckoro KnanaHa, MoACOeAVHEHHOro K pasbeMy J1t03pa Ha
aflantepe NPOBOAHMKOBOrO KaTeTepa.

MpumMeyaHne.  PekomeHAyeTcsi  MNOALEPXMBaTb  HenpepbiBHOE
MPOMbIBaHME renapuHU3MPOBaHHbLIM (PU3NONOTMYECKMM PacTBOPOM

NCMONb3ys  NPEANnOYUTAeMY  MeTOAUKY

MeXay  MNPOBOAHUKOBbIM  KaTeTepom ENVOY wu  nwobbim
BHYTPUMPOCBETHLIM YCTPOMNCTBOM, NPOXOAALLMM KOAKCMalbHO 4epes
Hero.

6. Mog (h/IIOOPOCKOMUYECKUM KOHTpONeM npogsurariTte
NPOBOAHVKOBbIA KaTeTep No MPOBOAHMKY A0 AOCTMXEHUSA XXENaemoro
MONOXeHus.

7. W3Bnekute NPOBOAHUK nepeg BBEAEHNEM ApYTrunx
BHYTPUCOCYAUCTbIX  YCTPOWCTB  WAM  WUH(Y3MEN  KOHTPaCTHbIX
BELLECTB.

OrpaHuYyeHne 0TBETCTBEHHOCTU U 3alUThbl NpaB

Ha npogykumto Kopropauuu Cerenovus, OMNUCaHHYK B AaHHOWA
ny6nuMKaumm, He pacnpoCcTPaHAOTCS Kakue 6bl TO HM ObINO SIBHO
BblpaXXEHHbIE WM NOApPa3yMeBaemble rapaHTUW, B TOM 4uUche
BK/OYaKOLWMe Nt06ble MoapasyMeBaeMble rapaHTUM TOAHOCTM ANS
NpojaXxu WAW  rapaHTUM MPUrOAHOCTU AN MUCNOJIb30BaHUA  NO
HasHayeHVWo. WM npu  Kakmx 06CTOATENbCTBAX  Kopriopauus
Cerenovus He HeceT OTBETCTBEHHOCTM 3a Kakue Obl TO HU 6blI0
npsAMble, CyYaiHble WM KOCBEHHblE YObITKMA, KPOMe TeX, KOTopble
npsMo  MpedycMOTPeHbl B COOTBETCTBYIOLLEM 3aKOHOAATeNbCTBE.
Hvkakme nuua He YNOAHOMOYeHbl MNPefoCTaBNATb  OT  UMEHU
Kopnopauun Cerenovus Kakyr-1méo MHGopMauuo UM rapaHtmu, 3a
WCK/IOYEHNEM CNyYaeB, 0CO60 OrOBOPEHHbIX B JaHHOM AOKYMEHTE.
OonucaHna WM TeXHUYeCKUe XapaKTepucTUKK, MPUBOAMMbIE B
nybnukaunax kopnopauymm Cerenovus, B TOM 4uUCNe B [aHHOMN
ny6amMkaumm, npegHasHavyeHbl WUCKIOUYMTENBHO AN NPefocTaB/ieHuns

ENVOY 7F 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 agents.

Disclaimer of warranty and limitation of remedy

there is no express or implied warranty, including without limitation any implied
warranty of merchantability or fitness for a particular purpose, on the Cerenovus
product(s) described in this publication. Under no circumstances shall Cerenovus
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.
Descriptions or specifications in Cerenovus 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. Cerenovus will not be
responsible for any direct, incidental, or eonsequential damages resulting from
reuse of the product.
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o6ulelt MHDopMaLMM 0 NPOAYKLMNA Ha MOMEHT ee NPOM3BOACTBA U HU

B KOEM C/yyae He SBAAIOTCA  W3N0XKEHWEM  rapaHTUIAHbIX
o6s3aTenbcTB. Kopropaums Cerenovus He HeceT OTBETCTBEHHOCTYU 3a
Kakue-nmbo  npsmble,  CAydvaiiHble  WAM  KOCBEHHble  YObITKM,
MPUYMHEHHbIE  BCNeACTBME  MOBTOPHOrO  WCMOMb30BaHUs  ee
NPOAYKLUN.
YTunnunsaymsa

N3pgenve He oKasblBaeT BPEAHOrO BO3AEWCTBMA HA OKPYXKAOLLYHO
cpefy npv coBMO4EHUM YCNOBUIA 3KCMyaTauum, TpaHCNOPTUPOBKM,
XPpaHeHUs 1 yTuansaumm.

Mcnonb3oBaHHbIE M3AeNNs, a TakxKe YnakoBKa, MoAnexar yTuamsaymm
B COOTBETCTBUWM C HOpPMamu, NPeAyCMOTPEHHbIMU NS YTUaM3auuu
NOTEHLMANbHO 3arpA3HAILWMX MEeAULMHCKUX OTXOL0B.

B Poccuitickori ®defepauymmn KateTepbl MPOBOAHWKOBbIE MoAnexart
yTUAU3aLMnm Mo WCTeYeHUM CpoKa CnyX6bl B COOTBETCTBUM C
TpeboBaHWAMM CanluH 2.1.3684-21 CaHvTapHo-
ANNAEMMNOSIOTNYeCKNe TpebOBaHWA K COAepXaHWo TeppuTopuid
FOPOACKMX W CENbCKUX MOCENEHWI, K BOAHbIM 06beKTaM, MUTLEBOWA
BOZE W MNWTbEBOMY BOLOCHAOXeHWI0, aTMOC(EPHOMY  BO3A4yXY,
noyBam, >XWIbIM MOMELLEHUAM, 3KCNayaTauun Mpon3BOACTBEHHbIX,
O6LLECTBEHHbIX  MOMELLEHWI,  OpraHusaumMm WU NPOBEAEHMIO
CaHWUTapHO-NPOTUBO3ANUAEMUYECKNX (NpodhunakTUyecKunx)
MeponpuaTUiA

[ns  ncnonb3oBaHHOrO M34eNNA  KnacC OnacHOCTU  MeAUMLMHCKUX
OTXOZ0B WCXOAA W3 XapaKTepuCTUKM MOPKONIOrMYecKoro cocrasa:
knacc b  (anugemmonoruyeckn  onacHble  oTxofbl).  Knacc
MeANLMHCKNX OTXOA0B HEMCnosb3oBaHHOro usgenus - A. B cnydae
NCTeYeHNs CpoKa FOAHOCTU WU MOBPEXAEHUS YNakOBKW W3Aenus
TaKXke Nognexar yTunmnsauum.

YCcnoBusi TPAHCMOPTUPOBKN 1 XpaHEHUS

YcnoBus okpl”HKatongel cpeapl
BnaxHocTb oT 30% fo 95%
Temnepatrypa OT+10°C go +30°C

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, conductor catheters are to be disposed of at the end of
their service life in accordance with the requirements of SanPiN 2.1.3684-21
Sanitary and epidemiological requirements for the maintenance of the territories of
urban and village settlements, for water objects, drinking water and drinking water
supply, atmospheric air, soils, residential premises, operation of industrial and
public premises, organization and conduct of sanitary and anti-epidemic
(preventive) measures.

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 - A.

In the case of expiration date or damage to the packaging, the products are also
subject to disposal.

Conditions of transportation and storage

Designation Range
Relative humidity 30% - 95%
Temperature (-M0°C)-(+30°C)
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JaBneHue 700-1060 rMa Barometric pressure 700-1060 hPa

3Ha4deHUsA CMMBOOB, YKa3aHHbIX Ha ynakoBke / Interpretation of symbols used on the package

MapK1poBKa Ha MeULIMHCKOM M3[eN1K, MHAWBMAYa/IbHOM YNaKOBKe M KapTOHHOM Kapobke / MD & Pouch & Carton box Label

Guiding Catheter KaTeTep npoBogHuKOBBIii / Guiding Catheter

'/ dCERENONTrtJS CERENOVUS

KomnaHwus Bxogslwas B rpynny komnaHuin Johnson&Johnson / PART OF THE Johnson & Johnson FAMILY OF
COMPANIES

Hapy>kHbIii gnameTp - 7 dpeHy

F (2.3 mm)/ Outer diameter 7 French
(2.3mm)
(2.3mm)
Twvn KpuBM3HbI (B COOTBETCTBUU C BapuaHToOM mcnosHeHus) / Curvature type (in accordance with the execution
STR version)
0.078" 1.D. 0,078 atoiim - BHyTpeHHui Anametp / 0.078” - Inner diameter
BHyTpeHHUi1 gnameTtp - 0,078 Aloim
0.078 (2.0 mm) / Inner diameter - 0.078”
{2.0mm)
(2.0mm)
100 cm 100 cm (B COOTBETCTBMU C BapyaHTOM ucnosiHeHnsA) /100 cm (in accordance with the execution version)
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Howmep no katanory/ Catalogue number

I_C]- Kopg naptuwn/ Lot number

S Wcnonb3oBaThb [0 /Use by

1 Tun KpMBU3HbI (B COOTBETCTBUU C BApUAHTOM UCMOSTHEHUS) /Curvature type (in accordance with the execution
. J version)

ﬁﬂ/ CopgepXuT 1 LWT. /Contains 1 piece

ENVOY" cwvor

He gonyckaTb BO3AeACTBUS COTHEYHOMO cBeTa /Avoid exposure to sunlight

Bepeyb OT Braru /Store in dry place

|RAGIOF>AQUS| PEHTFTEHOKOHTPACTHOCTbL/ RADIOPAQUE
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X

Nonpyrogenic

STERILE EO

Do not resterilize
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2797
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AnuporeHHo / Nonpyrogenic

AnuporeHHo / Nonpyrogenic

Crepunusaums okcngom atunena / Sterilization EO

He cTepunnsoBaTb NOBTOPHO /

Do not resterilize

He cTepnnusoBatb NOBTOPHO /

Do not resterilize

3anpeT Ha NoBTOpHOE NpuMeHeHue / For one use only

MapkunpoBKa COOTBETCTBUA TpeﬁoBaHVIFlM CE (nogTBepyxfaeT, 4To JaHHOe M13e/Ine COOTBETCTBYET NPUMEHMMbIM

anpektmBam EBpocotosa) / Marking of compliance with CE requirements

He ncnonb3oBaTh Npy NMOBpPEeXAeHMM ynakoBKK / Do not use open or damaged packages
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MpegynpexaeHue /
ﬁA Warning
Attention, see Instructions for Use (BHMMaHMe, 0bpaTuTecb K MHCTPYKUMKM Mo npumeHeHuto) / (Attention, see Instructions for Use)

O6paTunTechb K MHCTPYKUMK No npumMeHeHnto / Refer to the instructions for use

m

MPEAOCTEPEXEHWE: ®denepanbHblii 3aKoH (CLLIA) cTporo pernaMeHTUpYeT NpofaXy AaHHOro ycTpolicTBa
fRx ONLY ToNbKO no npegnucaHuto spada/ WARNING: Federal law (USA) strictly regulates the sale of this device only if
prescribed by a doctor.

[Jata nsrotosnenuns / Date of manufacture

M3rotoButens / Manufacturer
Medos International SARL

Chemin-Blanc 38
Medos International SARL

2400 Le Lode. Switzerland /
Chemin-Blanc 38

Mepoc VIHTepHewHn CAP
2400 Le Lode , Switzerland
LLlemeH-BnaH 38,
Jle NNoknb 2400, LBeliyapns

Assembled in Mexico CobpaH B Mekcuke / Assembled in Mexico
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WTpux kog/ Bar code

QR - kog / 01" ~ code

For patent information about this product, go o o o .
. [ns nonyyeHus naTeHTHOW MHGOPMaLMM O NMPOAYKTe NnepenTn Ha canT www.depuvsvnthes.com/patentmarkiim
to www.depuvsvnthes.com/Datentmarkina

STERLE

CtepunbHo / Sterile

He ncnonb3oBatb, ecnm ynakoska oTkpbiTa / Do not use open or damaged packages.

XpaHuTb B TEMHOM MecTe / Store in a dark

Open other end OTKpbIBaTb € A4pyroro KoHua / Open other end

Store in a cool, dark, dry place XpaH1Tb B NpoxnagHOM TeMHOM cyxoM mecTe / Store in a cook dark, dry place

AononHuTenbHas I/IH(*)OpMaLLI/IﬂP,Eé])'IFI MPUMEHERNS Ha TeppUTOPIN Additional information for Russian Federation

MoTeHUManbHble NOTPebUTENN Potential users
KaTeTep BHYTPUCOCYANCTLIV MPOBOAHUKOBLIN ENVOY 7F ENVOY 7F Guiding Catheter is intended for professional use only by healthcare
npefHasHavyeH Ans npogeccMoHanbHOro UCMob30BaHNUA TONbKO professionals, trained accordingly.

PaboOTHNKaMMN 34PaBOOXPAHEHMS, NPOLLIEALLIMMU COOTBETCTBYHOLLEH
MOArOTOBKY.
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JlekapCTBEHHbIE CPeiCcTBa B COCTaB KaTeTepoB Drugs are not included in ENVOY 7F Guiding Catheters.
BHYTPUCOCYAMCTbIX NPOBOAHNKOBbIX ENVOY 7F He BXoaAT.

MaTepuasibl XXMBOTHOIO 1 Ye/I0BEHECKOT0 NMPOUCXOXKAEHNSA B Materials of animal and human origin are not included in ENVOY 7F
COCTaB KaTeTepoB BHYTPUCOCYAUCTbIX NMPOBOAHNKOBLIX ENVOY  Guiding Catheters.

7F He BXogAT.

KaTeTepbl BHyTpPUCOCYANCTbIE NPOBOAHNKOBbLIE ENVOY 7F ENVOY 7F Guiding Catheters are disposable medical products and are not
ABNSATCA MEAULMHCKUMWN U3AENMNSMU OJHOKPATHOI0 subject to maintenance, including cleaning and disinfection.

NPUMEHEHUA N He NOLMEXUT TEXHNYECKOMY 06C/TYy>XMBaHUIO,

BK/II0OYAsi OUMUCTKY U fe3NHDEeKLMIO.
TepeuveHb cTaHgapTos/ List of standards

CraHfapTbl 1 HOpMaTUBHble TpeboBaHMA/ Standards and Regulations

CraHpgapT/ PykoBofcteo/ AupekTusa / OnwucaHue/Description
Standard/Guidance/Directive

Cuctema KadvectBa/ Quality System

ISO 13485:2016/EN 1SO 13485:2016/AC:2018 CucTembl ynpaBneHnst KauecTBom - MeguunHckmne nsgenns - CUCTeMHble TpeboBaHNA 4Na Leneii
perynuposaHusa/ Quality Management Systems - Medical devices - System requirements for
regulatory purposes

EN ISO 14971:2019 MeauunHckue nsgenns - NMpuMeHeHe MeHEXAMEHTa puUcKa K MeauunMHCKUM nsgenusam/ Medical
Devices - Application of risk management to medical devices

Onpektnea EBponeiickoro Coseta 93/42/EEC ot Ounpektnea no MegnumHekmm usgenusam/ Medical Device Directive
14 nroHa 1993 roga ¢ nonpaskamu oT 2007 roga.
MpunoxeHne 1/

European Council Directive 93/42/EEC of 14 June
1993, as amended in 2007, Annex 11

YnakoBka/Packaging
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EN ISO 11607-1:2020/180 11607-2:2019

ISO 11135:2014 Al 2019

BS EN ISO 10993-7:2008

BSEN ISO 10555-1:2013

(EN20594-1:1993/AC:1996)

AAM1/ ANSI HE75: 2009
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YnakoBKa MeAULMHCKNX U3LeNniA, CTepUN3YEeMbIX Ha 3aBepLUatoLLeil cTagnm nponsBoaCcTBa-
Yactb 1. TpeboBaHus K maTepunanam, 6apbepHbIM CUCTEMaM [15 CTepUan3aLmny 1 ynakoBoUHbIM
cuctemam/ Packaging for Terminally Sterilized Medical Devices - Part 1. Requirements for
Materials, Sterile Barrier Systems and Packaging Systems /

YnakoBka A1 MeLUUUHCKUX W3Lenuid, noanexawumx GUHULLHON cTepunmusaumn. Yactb 2.
TpeboBaHnsa K BaMpauun npoLeccos (popmMupoBaHus, repmetusaumm n cbopku/Packaging for
terminally sterilized medical devices — Part 2: Validation requirements for forming, sealing and
assembly processes

Crepunusauus/Sterilization
1 A t

. 4- <

CTepVinM3aL|,Mﬂ U30enuii MeANLMHCKOrO Ha3HadeHus. OKcug aTuneHa. YacTb 1 Tpe6oBaHus K
pa3paboTke, BaMgauumn 1 TeKyLwemy KOHTPO/IO npoLecca CTepuansanumn MeguumnHCKnX nsgenuii/
Sterilization of Healthcare products Ethylene Oxide: Part 1 Requirements for development,
validation and routine control of a sterilization process for medical devices

OueHKa 610N0rnYecKoro A4encTena MeanLUMHCKNX ngennii. OctaTouHOe coaepXKaHue
3TuUNeHokcmaa nocne ctepunusaunm - Yacts 7/Biological Evaluation of medical devices: Ethylene
oxide sterilization residuals - Part 7

Be3onacHoCTb/aKcnM\aTalMOHHbIE XapaKTePUCTUKM NPoayKLUK

KaTteTepbl BHYTPUCOCYAMCTbIE CTEPUIbHBIE OAHOKPATHOMO NpuMeHeHus. YacTb 1. O6uwine
TpeboBaHus/Sterile, single use intravascular catheters Part 1. General requirements; Sterile

HaKOHEUYHVKM KOHUYECKMe C KOHYCHOCTbIO 6% (J1to3pa) Ans WNpuLeB, U 1 4pyroro
MeauLMHCKOro o6opyaosaHus. Yacte 1. O6uine TpeboBaHma (ISO 594-1:1986)/ Conical fitting
with a 6% (Luer) taper for syringes, needles and certain other medical equipment: Part 1- General
Requirements (ISO 594-1:1986)

MpOoEeKTUPOBaHME C YYETOM YeOBEUYECKMX (haKTOPOB - KOHCTPYKLMS MeAULUHCKNX U3AENNiA
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BSEN 62366:2008

BS EN ISO 10993-1: 2009

ENISO 10993-5:2009

EN 1SO 10993-4: 2009

®apmakones CLUA <661>(2013) / US
PhaiTnacopoeia <661> (2013)

EN ISO 15223-1:2016

EN 1041: 2008
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/Human Factors Engineering - Design of Medical Devices

MeguumHcKre nsgenns. Vicnonb3oBaHne TeXHOMOMMA NPUMEHNMO K 3KCMNyaTauUOHHbIM
csoicTBaM MeauumnHckux usgenuin/ Medical Devices. Application of usability engineering to
Medical Devices

BuocoBmecTmocTb/ Biocompatibility

OueHKa 61010rMyYecKoro AecTBMS MeAULMHCKNX n3genmin. Yactb 1 OueHKa M UcChblTaHus B
pamkax npouecca ynpasneHus puckom/ Biological Evaluation of medical devices: Evaluation &
Testing - Part 1

OugeHKa 61M0N0rMYecKoro AencTBms MeanLMHCKUX n3genuid. Yacts 5: McnbiTaHus
uuToToKCcMYHOCTK W v//ro/ Biological Evaluation of medical devices Part 5: Tests for in vitro
cytotoxicity

OueHKa 61M0/1I0rMYeCKOro AenCTBUA MeLULUUHCKUX n3gennin. YacTtb 4: Bblbop UCMbITaHWUNA,
OTHOCALMXCA K B3aMMopelcTBUIo ¢ KpoBbto/ Biological evaluation of medical devices Part 4:
Selection for tests for interactions with blood

KoHTeliHepsbl - MnacTuk, n3nko-xuMmmyeckune mncnoitaHus/ Containers - Plastic, Physicochemical
T'ests

MapkupoBka/Labeling

MeguumnHckue n3genns - CUMBONbI, NPUMEHSEMbIe MPU MapKUPOBKE MeLULMHCKNX U3L4eNni, Ha
3TMKETKax 1 B CONPOBOAMTeNbHON fokyMeHTaumu/ Medical Device —Symbols to be used with
medical device labels, labeling and information to be supplied

WHhopmauwms, npegoctaBnsiemMas npon3sogmTeneMm meaumumHekmx mngenuii/ Information supplied
by the manufacturer with medical devices
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Knunnyeckue gaHHole/ Clinical

MEDDEYV 2.7.1. gekabpb 2009 roga

OLeHKa KMHUYECKMX AaHHbIX: PYKOBOACTBO A/1s MPOW3BOAMTENEA N HOTU(ULIMPOBAHHbIX

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

MEDDEYV 2.12-2, auBapb 2012 roga

PyKoBOACTBO NO NOCTMAapPKETUHIOBbIM KNMHMYECKMM uccnegoBaHmsam/ Guidelines on FAst Market

Clinical Follow-Up

OnwucaHue meTofda cTepunmnsayun

KateTtepbl BHyTpMYcocyaucTble nposogHuKosble ENVOY 7F
ABNAOTCA U3LENNAMW OLHOKPATHOIO NPUMEHEHUS 1 NOCTaBNIAOTCA B
CTEPUNbHON ynakoBKe. V3enuns B ynakoBKe CTepUIN30BaHbI
aTuneHokcngom (30) B cooTBeTcTBMM ¢ BS EN ISO 11135-1:2014.
MUHVMMaNbHbIV rapaHTUPOBaHHbIV YPOBEHb CTepuibHOCTH (SAL)
cocTasngeT 10"\

CpoK TrOAHOCTU KaTeTepoB BHYTPUCOCYAMCTbIX MPOBOAHUKOBbIX
ENVOY 7F cocTaBnset 3 roga.

[MapaHTUAHBLIA  CPOK  XpaHeHWs  KaTeTepoB
nposogHMKoBbIX ENVOY 7F coctasnseT 3 roga.
BO3MOXHOCTb U METOAbl MHTErpaLnumn ¢ ApyrumMmun megnuLmHCKUMm
n3gennamu

1) npoBogHuk 0,97 mm (0,038 atorima) nnm 0,89 mm (0,035 gtolima).
2) MenapuHW3MpPOBaHHbIW (DU3NONOTMYECKUIn PacTBOp

3) KoHTpacTHOe BeLLecTBO

4) MUKPOMPOBOHWK, BHYTPeHHUA anameTp 0,25 mm (0,010 atoitma)/
0,36 mm (0,014 atoiima) / 0,41 mm (0,016 atoinma)

5) MukpokateTep (MPOKCMMasibHbIN HapyXHbIA grameTp 2,8 F (0,95
MM), AUCTaNIbHbIA HapyXHbI gnameTp 2.3 F (0,75 mm))

6) Mukpocnupanb, HapyXHblid grnameTp 0,24892 mm (0,0098 atorim) /
0.381 mm (0.015 atorim)

7) aHruorpaduyeckas cucrema. C-gyrta

BHYTPUCOCYANCTbIX

Description of sterilization method

The ENVOY 7Fr Guiding Catheter is a disposable medical device and supplied in
sterile packaging. Packaging items was sterilized with ethylene oxide (EO) in
accordance with BS EN ISO 11135-1: 2014. Acceptance criteria of a 10" sterility.

Shelf life of ENVOY 7F Guiding Catheters is 3 years.
Guaranteed shelf life of ENVOY 7F Guiding Catheters is 3 years.

The possibility and ways of integrating with other medical devices

1) guidewire 0,038 inch (0,97 mm) or 0,035 inch (0,89 mm)

2) heparinized saline

3) contrast agent

4) microwire, inner diameter 0,25 mm (0.010 inches)/ 0,36 mm (0,014 inches) /
0,41 mm (0,016 inches)

5) microcatheter (proximal outer diameter 2.8 F (0.95 mm), distal outer diameter
2.3 F (0.75 mm))

6) microspiral, outer diameter 0.24892 mm (0.0098 in) / 0.381 mm (0.015 in)

7) angiographic system, C-arm
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TexHu4eckue xapaktepuctuku MW / Technical characteristics of MD

- Katetep fonmkeH 6bITb NpeLcTaB/ieH B HECKO/IbKMX (hopMax (Tunax KpuBusHbl) /Catheter to be provided in multiple shapes (types of
curvature) (B cooTBeTCTBUM C BapuaHTOM ucnosiHeHus/ according to variant of execution):
STR - npsmas (Straight)

MFC - mHoroueneBast C (Multi-purpose C)

MPD - mHorouenesas D (Multi-purpose D)

HI - Xep xaHTep (Head-hunter 1)

S1M2 - Simmons 2

CBL MOD - MogugunumpoBaHHas LepebpanbHaa (Modified Cerebral, Burke)

- dopma KaTeTepa Lo/HKHA COXPaHATLCA nocsie u3BneveHns u3 ynakosku/Catheter shape to be retained after removal from packaging

Tun KpWBU3HbI (COXpaHeHMe

hopMbl NPOBOAHVKOBOIO CxemaTuyHoe n3obpaxkeHne TMMNoB KpmBK3HbI / Schematic representation of types of curvature
katetepa/ Type of curvature

(guiding catheter shape
retention)

MPD H1 SIM 2
MPC STR CBL MOD
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Hapy>xHbIii fuameTp N060ro cermeHTa; 2,3 mm (+0,036/ - 0,051) mm /0,092 groma (+ 0.0014/ - 0,002 )atoiima / any segment outside

o diameter 0.092"" +0.0014"/- 0.002""
Hapy>XHbIin gnameTp

katetepa/ Catheter OD Hapy>XHbilii AMaMeTp AUCTaNbHOFO PEHTFEHOKOHTPACTHOrO HaKoHeuHnKa: 2,35 (+/-0,06) mwm / distal yellow tip outside diameter 2,35
(+/-0,06) mm

y 1,98 mm (+0,025/- 0,005) MM /0,078 atoiima (+0,001/-0,0002) aroiima / 0.078™ +0.001"/-0.0002"
BHYTpeHHWIA gnameTp

katetepa/Catheter 1D 2,0 MM (HOMVHanNbHbIV pasmep) / 2,0 mm (nominal size)

AhpekTNBHAA LMHA 90 cm = 2,0cm
kaTeTepa/ Catheter Working
Length 100 cm 2,0 cm

[nnHa gnctanbHoro
PEHTreHOKOHTPACTHOrO
HakoHe4HUKa/ Radiopaque tip
Length

2,79 mm+0,51 mm/ 01T 0.02”

HanmeHoaBHMe / Name MapameTp / parametr.
mm/mm (+/ 10%)

KaTeTepbl BHYTpUCOCYAUCTbIE NPOBOAHMKOBbLIE ENVOY 7F:

BapunaHTbl ncnonHeHus: /
[nvHa nsrmnbéa (KpBu3HbI) /

Length of bend (curvature) ENVOY 7F Guiding Intravascular Catheters: Variations:
AhpekTMBHAA AnmHa 90 cM, TMN KpuBM3HbI STR / He npumeHumo / not
Effective length 90 cm, shape STR applicable

AdhekTnBHaA anvHa 90 cm, TN KpuBM3HbI MPC / 16,5
Effective length 90 cm. shape MPC
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ObekTnBHaA agnmHa 90 cm, Tun KpuBmsHbl MPD / 14
Effective length 90 cm, shape MPD

OpdekTnBHAA gnHa 90 cM, TMn KpmeBusHel CBL MOD 51
|/ Effective length 90 cm, shape CBL MOD

AekTrBHAA annHa 90 cm, Tun KpumeusHbl HI /100
Effective length 90 cm, shape HI

OphekTmBHAA gnmHa 90 cM, TUMN KpuBU3HbLI SIM2 [ 75
Effective length 90 cm, shape SIM2

JbekTrBHAA gnmHa 100 cm. Tvn KpmBu3Hbl STR / He npumeHumo / not
Effective length 100 cm, shape STR applicable

ObdekTMBHAA gnmHa 100 cm, TMn KpuBM3Hbl MPC / 16,5
Effective length 100 cm, shape MPC

AdekTrBHAA gnuHa 100 cMm. Tvn KpuBWM3Hbl MPD / 14
Effective length 100 cm, shape MPD

ObdekTnBHAA gnmHa 100 cm. TMN KpuBuM3Hbl CBL 51
MOD / Effective length 100 cm, shape CBL MOD

AbekTnBHAA gnmHa 100 cm, TMn KpmBW3HbI S1IM2 /75
Effective length 100 cm, shape S1IM2

[nnHa KoHHekTopa Jltospa /

20 mm / mm (+- 5%0)
Luer hub length

-MpucoegmHnTeNbHLIN pasmep/ connecting size:

CoefnHeHMe «J1H03p NOK

. . Hapy>XHbIin gnameTp, 7,47 (+0;-0,127) mm/ OD major
Mama»/ Luer 1ok dimensions

BHYTpPeHHWI gnameTp 5,58 (+0;-0,127) mm /ID
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Macca nsgenusa/ Weight
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HanmeHoaBHue / Name Macca nsgenus / Macca nsgenus c
Weight ynakoBkoli / Weight of
products with packaging

KaTteTepbl BHyTpUcocygmcTble NpoBoAHMKOBble ENVOY 7F: BapuaHTtbl ncnonHenus: / ENVOY 7F Guiding
Intravascular Catheters: Variations:

AddexkTnBHas gnmHa 90 cM, TMN KpuBU3HbI STR / 3,22 1 /g (+/-10%) 178 r/g(+/-10%)
Effective length 90 cm, shape STR

AdhdekTuBHaa anuHa 90 cm, TUn KpuBmMsHbl MPC /
Effective length 90 cm, shape MPC

AdhdekTnBHaa annHa 90 cM, TMN KpuMBU3HbI MPD /
Effective length 90 cm, shape MPD

AhdekTuBHaAA gnnHa 90 cM, TMn KpueusHbl CBL MOD
[ Effective length 90 cm, shape CBL MOD

AhdekTnBHaa gamHa 90 cm, Tun KpuBM3HbI HI /
Effective length 90 cm. shape HI

AhekTnBHaa annHa 90 cm, TUn Kpueu3Hbl SIM2 /
Effective length 90 cm, shape SIM2

AhekTnBHaa anvHa 100 cm, TMN KpuBU3HBLI STR / 4,27 r/g(+/-10%) 262 r/g(+/-10%)
Effective length 100 cm, shape STR

AhpekTnBHaa anvHa 100 cm, TMn KpmBu3HbI MPC /
Effective length 100 cm, shape MPC

AhdekTnBHaa gnnHa 100 cm, TMN KpmBM3HbI MPD /
Effective length 100 cm, shape MPD
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AdhektBHas ganHa 100 oM, TMn KpreuMsHbl CBL
MOD / Effective length 100 cm, shape CBL MOD

AdhekTnBHaa anmHa 100 cM, TN KprBU3HLI SIM2 /
Effective length 100 cm, shape SIM2

doTorpamnyeckme n3obpaxeHms meanumMHCKoro nigenuns / Photographic images of a medical device
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O6wuii Bua Karetepa BHyTpucocyamcToro nposogHukosoro ENVOY 7F / General form of the ENVOY 7F Guiding Intravascular Catheters
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EN/\ ONA

O6wWmit B PEHTreHOKOHTPACHOr0 HakoHeuyHuKa (Tun KpueusHbl MPD) / General form of the Radiopaque tip (shape MPD)
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O6Wuin BUA PEHTreHOKOHTPACHOro HakoHeyHuKa (Tun KpuensHbl H1) / General form of the Radiopaque tip (shape HI)
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O6LKMii BUA PEHTTEHOKOHTPACHOIO HaKOHeYHUKa (Tun KpmBuaHbl SIM2) / General form of the Radiopaque tip (shape SIM2)
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MepeyeHb H onucaHve matepuanos MW/ List and description of MD materials
*MapKn MaTepuanoB MeAUUMHCKOrO W3Aenus yKasaHbl B BbIMUCKE W3 TEXHUYECKON AOKYMEHTaLWUW NPOU3BOAMTENA M MOrYy'T ObiTb MpPefoCTaB/EHbI
nons3oBaTento no 3anpocy/ The brands/grades of medical device materials are listed in the extract from the manufacturer's technical documentation and can

be provided to the user upon request
KomMmnoHeHT/ component MaTepunan komnoHeHTa/ material ofthe component

BHyTpeHHAs o06on0uka/ Liner MonuTeTpadTopaTuneH/PTPE

Onnetka/ Braid HepxaBetowas ctanb/ SSt
Hapy»Hasn o6onouka / Shaft Outer Jacket:
CermeHT/ Segment B5 Heinon/ Nylon

CermeHT/ Segment B4 Heinon/ Nylon
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CermeHT/ Segment B3 CoeanHeHwue MonnamnaHeix anactomepos/ compound of the Polyamide elastomers
CermeHT/ Segment B2 TepmonnacTU4HbIA NonnypeTaHoBbIn 3nacTomep/ Thermoplastic polyurethane elastomer

[AuncTanbHbI PeHTreHOKOHTPACTHbIN TepmonnacTU4HbI/ NonnypeTaHoBbli anactomep/ Thermoplastic polyurethane elastomer
HakoHe4yHMK/ Radiopaqe Distal Tip (BI)

MaTepuan nokpbITHs (415 HakoHeuHUKa)/ Coating  PactsBop 51-3/51-3 Solution
material (for tip)

KoHHekTop/ KomneHcaTop HaTshkeHus/ Hub & Monukap6oHaTHasa cmona (kentas) / Polycarbonate resin (yellow)
Strain Relief
MaeHTUmKaumoHHas nonocka/ 1D Band Monnonedun/ Polyolefin

donbra, okpalleHHasn B opaHxesblli LBeT/ Ink color green foil

Kak noctaBnseTtcs How Supplied
- lHanBmayanbHas ynakoBka, COTosLWas U3 Naketa B KOTOPbI - Individual package, consisting of a pouch, with a device on a mounting card
MOMELLLEHO n3aenne Ha NoAJepPXMBatOLLLEM KapTOHe. placed in it.
- KapToHHas kopobka, cofepxatyas: - Carton box, containing:
1) VHpmeuayanbHas ynakoBka - 1 LT, 1) Individual package ~ 1 pcs.
2) WHCTpyKumMs No npuMeHeHuto- 1 wr. 2) Instructions for use - 1pcs.

Use/operation conditions of MD

Ycnosus okpyxxatoLeii cpesbl Environmental conditions

BnaxHocTb o1 30% po 95% Humidity 30% - 95%
Temnepaty'pa 0T+10°C po +30X Temperature (+10X)-(+30°C)
ATMOC(epHOe aaBreHue 700-1060 rlMa Atmospheric pressure 700-1060 hPa
Ycnosua npuMeHeHus Operation conditions

[unana3oH Temnepatyp npu o1 +32°C po +42°C Temperature range in use - body from +32°C to +42°C
1CMob30BaHMM- TemnepaTtypa Tena temperature
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WUl JliACUBIEHTU

«Megoc NHTepHewHn CAPS»
OplaHn)anms
LLlemeH-BnaH 38, Jle Moknb, CH-2400, LLBeiiyapus

Apnpec

[VpekTop oTaena HOPMAaTUBHO-NPABOBOrO PEryMPOBaHNS

[omKHOCTb

BE3°C

Pemo Amxepa

Pa.mn.' g, uma

fata: /yi,.M vi.rrrr

<mrvao>

Moanmnce

oNe)

MeHemkep 0Taena HOPMaTMBHO-NPABOBOr0 PEryMpoBaHuns

JomKHOCTb
[aHnans Maviep
damunnua, nvs

Jata: 44.MM.M'T
<nognucaHo>

Moanuce

(! paHuHa | un 30

Megoc NHTepHewHn CAIYJI  LemeH-BnaH 38, nouTtoBbli Awmk, CH-2400 fle floknb  Ten.: +41 32 934 8000
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JIETAJIM3ALIUA

Huxenoanucaswmuiica, bepnap Jlambone, Horapuyc kaHtoHa Heswarens (LllBefinapus),
MMEIOILHI HOTapuanbHyto KoHTOpy B r. Jla lllo-ne-®oH, yaoCTOBEpseT, YTO MNOAMNHCH,
MOCTaBJICHHBIE HA HACTOALLEM AOKyMeHTe «CornacoBaHO». ABAAIOTCA BEPHBIMH M MOLTMHHBIMH
noanucamu r-ua Janudas Mapxyca MAHEPA, poausiierocs B r. ['e6encropd (LLseituapus),
npoxueawowero B r. Jiucrans (Llsefinapus), u r-ua Paiimynaa (nan Pemo) AMXEPJIA,
poausiuerocs B r. Hatep (LLseiuapus), npoxusatowero B r. Jlucrans (LLiserinapus).-----------

r. Jla Lllo-ne-®on, natHaauatoe (epans ABe ThICA4W ABaauaTbL TpeTbero roaa (15 despans
2023 rona).
Homep B HoTapHanbHOM peecTpe 79 Ne 102

<Kpyrnas repbosas neuats: BEPHAP JIAMBOIJIE,
. HOTAPHUYC * r. Jla lllo-pe-®ou >
<noJnHcaHo>
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lMepeBof faHHOMO TeKCTa BbIMOMIHEH NepeBOAYMKOM [MaxTyHOBbIM AnekceeM Bnagummnposuyem

noanncob

Poccuiickaa degepauns
Nopog MockBa
[Bajguatoro eBpansa ABe TbiCAYN fBajLaTb TPeTbEro roga

A, Bepemuit KOnus ropeBHa, BpeEMEHHO MCMOMHSIOWAA 0053aHHOCTM HOTapuyca ropoga MOCKBbI
Kopcnk Mapun AnekcaHApOBHbI, CBUAETENbCTBYHO MOAMHHOCTL MOAMUCK nepeBofynka lMaxTyHosa
Anekces Bnagmmuposuya.

Mognuch caenaHa B MOEM MPUCYTCTBUM.

JINYHOCTL NognucaBLLEro JOKYMEHT YCTaHOB/EHa.

3apernctpuposaHo B peecTpe: Ne 77/2139-H/77-2023-

Ynna4yeHo 3a COBepLUEHNE HoTapuanbHoro geictans: 400 py6. 00 kon.

NnoAMNnChb MepboBas neyaTb Mep6oBas nevaTb
HoTapuyca r. MoCKBbI HoTapuyca r. MoCKBbI

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

Bcero npowwHypoBaHo, NPoHYyMepoBaHO
1 cKpeneHo neyatbio 33 nncT(-a,-0B).

BPWO HoTapuyca:

Poccuitckaa deaepaumns
Mopoa MockBa
[BaguaToro eBpansd ABe TbiCAYN ABajLUaTb TPeTbero roga

[
A, Bepemnin KOnus Vt{]:ﬂl(\ BPEMEHHO MCMOMHAWaAs 0653aHHOCTM HoTapuyca re(“aa
Kopcuk Mapun Ancal,oBHb BN AETENLCTBY I BEPHOCTb KOQVIM C npef6TaB eHHIrY Mb1 oKy

ay,
3apel'l/ICTHVIpQBaB‘ X&T77/2139-H/77-2023
B or
YnnadeHsl 3a c§6e TjipH"bHoro aeiicteums: 3400 py&. 00

3cerolnpoLluHypoBaHo MepoBaHo
KPern/aeHo neyarbio T(-a,-0B).

3PWp HoTapuyca:
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