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LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton ofNeuchdtel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this Approval are the
true and genuine signatures of Mr. Thomas Alwin Karl SCHADLER, from Germany, in
Feldbrunnen-St. Niklaus, Switzerland, acting as VP Operations DPS DACH & Americas and
of Mr. Nicolas Pierre HAINARD, from VaLde-Travers, in Cudrefin, Switzerland, acting as
Senior Quality Operations Manager who are competent to act on behalf of Medos
International SARL, in Le Lode, Switzerland.-——- ----------- -
La Chaux-de-Fonds, this twenty-seventh day of April two thousand twenty (April, 27,2020) -

RGV 62 No 131

APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Pays: Suisse
Le present acte public
2. a sign6 par Me Bernard Lamboley,
3. agissant en qualit6 de notaire,

4. est revfitu du sceau/timbre de Me Bernard Lamboley,
notaire a La Chaux-de-Fonds/Canton de Neuchatel.--

Attests
6. W Neuchatel 6. le 04/05/2020
7. par ia chancellerie d’Etat
8. sous No 4748
9. Sceau/timbre 10. signature
Chancellerie d’Etat
727.-

E. Zavagnin
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HHCTPYKIES N0 NPHMEREHHI0 Instruction for use
The ENVOY DA
Karerep npososauxossiii ENVOY DA ¢ ERTpoABIOCEpOM Guiding Catheter with introducer
(anx mpenenerma B Poccatickoit Deneparpam) (for use in the Russian Federation)
«Megoc Harepaeman CAPJI» mu%%n
T Toxms, CH.2400, isebizaps Lo Locle, Switzeriand
22 41 32 933 83 00 41329338300

YnonHoMOoYeHHbIE OpeacTaBRETeTS B Poccritcxolt Denepanm
000 «Jxoncon & JjmoacomH»

Poccim, 121614, r. Mocxea, ya. Kpuinarczas, A. 17 xopa. 2
Tenedom: 8 (495) 580 77 77, daxc: § (495) 580 78 78

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
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BAXHAA NH®OPMALINA
OsHakoMbTeCh Nepef NpUMeHeHneM

KaTteTep npoBoaHnKOBbIN ENVOY DA ¢ nHTpoabocepom

HaumeHoBaHne MW, mogenn nnn sapmaHTbl ucnosiHeHns MU
KateTep npoBoaHMKoBbIn ENVOY DA ¢ MHTPOAbHOCEPOM.

H(wep no . e

Katetep npoBogHukoBbIli ENVOY DA 6F, 105 cm, MPD
671258050 (MHorouenesoit D)

I"rerep npoBogHMKoBbIN ENVOY DA 6F, 95 cm, MPD
67125895D (MHorouenesoii D)
67126005D KaTeTeE npoBogHMKoBbI ENVOY DA 6F, 105 cm, STR

(npsimoin)

KateTep npoBoaHMKoBbIn ENVOY DA 6F, 95 cm, STR
67126095D (NpsivioV)

KateTep npoBogHmkoBbIn ENVOY DA 6F, 105 cm, MFC
671256050 (MHorouenesoit C)

KateTep npooaHMkoBbii ENVOY DA XB 6F, 105 cm, STR
67126005DB (MpAMOA).

KateTep npoBogHukoBbli ENVOY DA XB 6F, 105 cm, MPD
6712580508 (MHorouenesoii D)

KateTep npoBogHukoBblit ENVOY DA XB 6F, 105 cm, MPC
67125605DB (mHorouenesoii C)

OnwucaHue

MpoBoaHMKoBbIN KaTeTep ENVOY DA ansa gnctanbHOro Aoctyna sBnseTcs
OnJieTEHHbIM KaTeTepoM M3MEHAEMON XKECTKOCTU C 6ONbLUMM HEKOHUYECKUM
MPOCBETOM, 06/1eryaroLLMM BHYTPUCOCYANCTOE BBEAEHME NHTEPBEHLMOHHBIX
N34ennid. JuctanbHbI CErMeHT SBNSETCA MMOKUM A1 HarnpaBneHns B AUCTa/IbHYHO
cocyaucT)To cmucTeMy. KateTep MMeeT Hapy>KHOe rmapogunibHOe NOKpbITHE,
CHMDKatoLLee TPeHMeE NpK NepeMeLLeHnn B cocyae. BHYTpeHHMIA NPOCBeT,
NOKPbITbI MTP D (NnonuTeTpadTOPaTUIEHOM), paspaboTaH Ans 061ervyeHms
[BVKEHUSA NPOBOAHWKOB M UHbIX N3Lennii. HakoHeYHUK J1103pa, pacrnofioXeHHbIN
Ha KOHLe xaba KaTeTepa, MOXET MCMOb30BaTLCS A/ NPUKPENNEHNS
BCMOMOraTe/IbHbIX CPeACTB. AnCTanbHbIN OTAEN KaTeTepa SABAseTcA
PEHTIEeHOKOHTPACTHbIM A/11 06ecrneyeHns BU3yannsaumm npyu peHTreHoCKonuu, a
ANCTaNIbHBIN KOHEL, YeTKO Pa3INymMm NocpesCTBOM PEHTIEHOKOHTPACTHOMO
Mapkepa. KaTeTep nocTaBnseTca ¢ npeAsapuTensHOM POPMOBKOM HAKOHEYHMKOB
ANA 06/1eryeHmns No3nLMOHMPOBaHMS. Pacluennsiemblii UHTPOAbIOCEP BKHOYEH ANs
06n1eryeHns BBEAEeHNS B NPOBOAHUK.

IMPORTANT INFORMATION
Please R d Before Use
The ENVOY DA Guiding Catheter with introducer

Medical Device name, models or variations of MD
The ENVOY DA Guiding Catheter with introducer

67125805D ENVOY DA, 6F, 105cm, MPD
6712589SD ENVOY DA. 6F, 95 cm, MPD
67126005D ENVOY DA, 6F, 105cm, Straight
67126095D ENVOY DA, 6F, 95 cm, Straight
67125605D ENVOY DA 6F, 105cm, MPC
67126005DB ENVOY DA XB, 6F, 105cm, Straight
67125805DB ENVOY DA XB, 6F, 105cm, MPD
67125605DB ENVOY DA XB, 6F, 105cm, MPC
Description

The ENVOY DA Guiding Catheter is a variable stif&iess, braided catheter
with a large non-tapered lumen that facilitates the intravascular passage of
interventional devices. The distal segment is flexible for navigation into
distal vasculature. The catheter has an outer hydrophilic coating that reduces
friction during manipulation in the vessel. The lubricious PTFE lined inner
lumen is designed to facilitate movement ofthe guide wires and other
devices. A luer fitting located on the end of the catheter hub can be used to
attach accessories. The distal section ofthe catheter is radiopaque to aid
visualization imder fluoroscopy, and the distal tip is clearly distinguished by
a radiopaque marker. The catheter is available with preshaped tips to
facilitate positioning. A peel away introducer is included to facilitate
insertion into the sheath.
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Indications
The ENVOY MA Gnidine Catheter is intended for use in the perinheral.
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HoxazauNe K NPEMCEEHIEIO
Karerep mnposoxaukoseif ENVOY DA mokasal It HCIOME3OBAERS B
nepn@epnmmmponapmoocymxncocynaxmmnpnmymeocymmﬁ
YCTAHOBKE HHTCPBEHITEOHHEIX I JEATHOCTAYCCKEX M3/IeHi.

The ENVOY DA Guiding Catheter is intended for use in the peripheral,

coronary, and neuro vasculature for the intravascular introduction of

IIpoTRBONORAIAHES
H3BecTHRIE MPOTHBOIOKAAHKS OTCYTCTBYIOT.

Hpexympexnenns

VrunasgpyliTe IPOBOAHEKOBHH KaTeTep NOche oxEOM mpoueAypul. CTpyKTypHAS
HENOCTHOCTh WHNE $yHEXmES MOryT GHTH ESPYIICEER B PESyNLIaTe HOBTOPHOIO
HCOONB30BAHEA WM OYECTKH. Karerepnl Kpafie TpyZRO HOANAIOTCE OTHCTRE
HOCIC KOHTAKTA ¢ OHOJOTHUSCKHMH MATCepHANAME ® IIpH IOBTOPHOM
ECTIONE30BAERE MOTYT BEIBATS Y DAUHeHTa HOG0UHEN POAKIHE.

He ucnomszyfite ¢ xoETpacTaniME BemectBaME Ethiodol™ mm Lipiodol™, a
TAKOKe ZPYTHMH KOHTPACTHEIMH BEIICCTBAMM, BRIKOTAIOIHEMA KOMIIONCHTH 3THX
BETICCTB.

Mephl DPeIOCTOPORHOCTH

TmarensHO HposepAiTe CTEPHILEOCTL ynmakoexd. He HCnonmesyire Karerep B
cyaae:

- Ecnm ynaxoBKa OTKPHITA HITH HOBPEXACHA,

- [ToBpeXRCHAES CORCPAXHMOrQ, HIH

- Hereuenna Cpoxa rogHOCTH.

- XpaueTe B IPOXIANHOM, TCMEOM, CyXOM MECTE.

- Bospeficrane Tenmeparyp casmme 54°C (130°F) MoxeT mOBpCXHTE KaTeTep.

- He norpyxaiite XaTeTCpsl B OpraHAIeCKHE PACTBOPATENH.

- Jlo IPEMEACHAS OCMOTPETS NPOBONHAKOBEI Xarerep, Iro0H ybemamicd B TOM,
4TO ero pasmep, HOPMA B COCTOSHEE COOTBETCTBYIOT OHpelcieHRol mponenype.
Ecz B XOA¢ BMCHISTCHBCTER TOYYBCTBYSTCE CHIBHOC CONPOTHRJICHAC,
DPEOCTAHOBHTC BMEMATENRCTEO B BEUCHETE NPHIAHY CONPOTHBACHHS, MpERe
yeM mpoxeyDKaTh. Ecid MpyAHA CONMPOTHB/ICHHAS HE HaliZena, HIBJICXHTC KATETCD.

- Crexyer coGmozTs Kpalfaiol 0CTOPOXHOCTS, S100H IpE NPOBC/ICHHE KATETEpa

HE MOBPEAHTE COCY/H, Jepe3 KOTOPHE YCTAHABNHBACTCA KATCTCP.

FATCTEp MOXET BII3BATh OKKIIOSHIO MENKHX cocynos. Cuexyer usberars HOMHOrO
KPOBOTOKA.

Contraindications
None known.

Warnings

Discard the guiding catheter after one procedure. Structural

integtity and/or function may be impaired through reuse or cleaning.
Catheters are extremely difficult to clean after exposure to biological
Do not use with Ethiodol™ or LipiodoI™ contrast media, or other such
contrast media which incorporates the components of these agents.

Precautions
Inspect the sterile package carefully. Do not use if:

- The package or seal appears damaged,

- Contents appear damaged, or

- The expiry date has passed.

- Store in a cool, dark, dry place.

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

- Do not expose to organic solvents.

- Inspeot 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. If the cause of the resistance cannot be
determined, withdraw the catheter.

- Extreme care must be taken to avoid damage to the

occlude smaller vessels. Care must be taken to avoid complete blood flow
blockage.
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- YpeaMepBOC BpalleHHE KATCTCpa B H3OIHYTOM COCTOSHHE MOXCT MPHBCCTH K
TIOBPEAIICHAIO, KOTOPOS MOXET SAKOHIHTECH OTCOSHMHEAMENM CTCPXHS XaTerepa.
B cayaae upesmepsoro nepernfa MpOBORHHKOBOIO KATETEpa HIBICKHTE BCIO
mmmy(npommmmﬁmep,. ruGKul NPOBOXHHK B HRTPONKIOCED) C/IHERIM
M.

- Ilpoasmaenre TPOBOAHEKOBONO KATCTCpa, MAHRIYIANAE ¢ HEM H HIRICICHAC
BCET/a CHEAYCT BHIIONENTS N0 KONTPOIEM DEHTICHOCKOIHEM.

- Ilpomexyps, Tpefyiompe WpecKOXKHOTO BBCACHAS XaTCTEpa, HE ROIKHE!
BRIIORATH BPAYH, HE JHAKOMEIC ¢ BOSMONHAEIME OCHOXHCHAIME. OCHOXHEHMR
MOI'YT CHY'INTECA B JIIO00MN MOMEHT B XONE MM NOCHE BNCIIATCNLCTBA.

- Torqueing 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 fiuoroscopic guidance.

- 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.

HexenaTeasusie apiicHng Adverse Events

Boavoxmnie ocnoxaenus (nobounkie nelicTsng) BRINOIAIOT Possible complications include:

* OCTPas OXKIIOSES

* BO3AYINHAS 3MO0HRS - acute occlusion

* CMEpTE/LHELN HCXOX « air embolism

* MECTANEHAY SMO0IA3IAAL - death

» anbonu - distal embolization

* ofpasoBanme JOXKHOR AHEBPAIME! - emboli

* NeNIATOMA HIH XKPOBOTEIEHEE HA YIACTKE IPOKOAA - false aneurysm formation

» gndexnas . hmnatomorhanorrhageatpmctmsxte

* BEYTPHICPCIHOS KPOBOTCICHHE .

* HIueNAs . mmamalhemorrhage

* HEBPOJIOIHIECKRE paceTpolCTRR, BRIDOYAL HHCYNBT .

* cnasM, TpoM003, pacCIocHEE HIH HePHOPAIHER COCYAOB. . nmn-ologmldeﬁmsmcludmgstroke
vessel spasm, thrombosis, dissection, or perforation

Pexomenayermas npolieayps Reeommendodl’meedm

1. AxxypaTaO H3BICKETE HpoBOAREKXOBE Xarerep ENVOY DA 13 ynakorxa.
2. IipoBepsTe xaTeTep HOCHS M3RICUCHES U3 YIIAKOBKE HA IPEOMET OTCYTCTBHA

NORPEANICHEH.

IPEAYIOPEXIEHHE: He mcnomssylire xareTep, EMCIOMAN NOBpeRICHHY
moboro poza. Ilpr obHapyxeBEE DOBpeXICHMS 3AMEHMTE KarTerep Ha Ipyrol
HeDOBpPEXNCHEEH TposoHAKoBE Kererep ENVOY DA.

3.Tlepen DpaAMencHHeM IpoMoOfiTe BONOCTS DPOBOAEHKOBOIO KaTercpa
FeNAPMAMZAPDOBAHAEIM  (m3monormdeckEM  pacTsopoM. Ilorpysare 10 oM
ZHCTANEHOTO KOHIIR XKATCTEpa B ISJISpRHENINPOBAHHELN (HHIHOMOTHYSCKEY pacTBOp
ALY CMATRBAEYY IMAPOPHENBACIO NOKPHITHS.

4. Ucnomeaylite pacmemngeMiil MHTpORBIOCED Nd  o0/erdeHHS BBCICHHA

1.Geatly remove the ENVOY DA Guiding Catheter from its packaging.
2.Inspect the catheter upon removal from packaging to verify that it is

undamaged.
WARNING: Do not use a catheter that has been damaged in any way. If
damage is detected, replace with another ENVOY DA Guiding Catheter that

is not damaged.
3.Prior to use, flush the lumen of the Guiding Catheter with a heparinized
saline solution. Immerse 10 cm of the distal end of the catheter in the

beparinized saline to wet the hydrophilic coating.
4.Use the supplied peel away introducer to aid in the insertion of the catheter

w»-
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XareTcpa Scpe3 HHTPOABRIOCED.
5. Beeamre KaTeTep B COCYMHECTYIO CHCTEMY TCPes HHTPOIBIOCED,

NPOBOHEKOBEH
g mo 0,038" (0,97 mx) mm 0,035" (0,89 M) NPOBONHEKY NPA HCTIONE3OBAHAN

FeUAPREIGEPOBAHELIM $mIBOIOrEYECKEM pacTBopoM MeEAY
pposopmaKossiM Karerepom ENVOY DA = mofLiM BEYTPEIDPOCBETHRIM
H3ACHHEM, MPOXOASNIEM KOARCHANLHEO Iepe3 Hero.

7. Toa GmoopoCKonAIecKAM KOHTPONEM HAIPABICHH BBEXHTS TPOBOIHHKOBEIS
KaTerep N0 NPOBOZBHKY J0 ZOCTEMCHEAN XCHACMOTO YIACTRA.

8. V3BneKHTE MPOBONHAX HepeH] BREACHHCM HHEIX BHYTPHCOCYIACIRIX m3e ik
i eidysacl KOHRTPACTHEIX BeleCTs.

Kax nocrapisercs

@

DA npenmmmaues TOJIBKO JUIA
HE NOJIEXMT TOBTOPHOM
Cmmm.ymmmmmmpyxrypm
11EOCTHOCT B/AmE yEKuEL MoryT OHTh RApYIICHE B PESyJNETaTe IOBTOPHOIO
HACHONMB30B8EEN WIE ogmcTxd. Karerepht kpaifie TPYAHO NOANAIOTCH OTHCTRE
OOCH® KOHTAKTA ¢ OHOJIOTHYECKHMM MATCPHANAMH H TNPE NOBTOPHOM
BCUOME30BAHHA MOTYT BEISBATH Y NAIACHTA HOGOTHEE PEAKIAN.
Hpommneneeeronemennomsamﬁoemerme,nommyme
WﬁmammWMMNmem
KoTOpoe GEUI0 BCKPHITO, HO HE GRUIO ECIOMEIOBRAHO.

[Ipe yQUOBHH EENOBPEXICHHON BIE BEOTEPWTOH YUAKOBKH, HSLEIHC ARNECTCH
CTCPHILHLIN H ANAPOreHHED.

TapanTaiinbie 00S3ATEALCTBA
npommmmﬁepnmoeﬁ:mmnmmm
obA3aTENLCTB, 38 BCKIOYCHHEM TEX, KOTOPHE JOPHARICCKH YTRCPR/ICHEL

-~

NOIMIRD 10 FAHHOO MCTANHEHCKOC HSACIHE HE HMCCT

5 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.

6.Set up a continuous heparinized saline flush 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 flush be
maintained between the ENVOY DA Guiding Catheter and any
intraluminal device passed coaxially through it.

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

8 Remove the guidewire prior to the introduction of other intravascular
devices or infusion of contrast agents.

How Supplied
‘@)

The ENVOY DA Guiding Catheter is intended for SINGLE USE ONLY;
DO NOT RESTERILIZE. Discard after one procedure. Structural integrity
and/or function may be impaired through reuse or cleaning. Catheters are
exuunelydiﬂiaﬂtmclemmuupommbiologiealmaudalsandmay
cause adverse patient reactions if reused.

The manufacturer is not responsible for any product subjected to re-
sterilization, and also does not exchange any product that has been opened
but has not been used. As long as the inner unit is not opened or damaged,
the produet is sterile and nonpyrogenic.

Warranty
The manufacturer does not assume any additional warranty obligations,

except those that are legally approved.
The manufacturer warrants that this medical device is free from defects

D ATATEN: TanpaRTHDYCT.
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nehexToB XBK B OTHOMICHHN MBTCPHANOB, TAK H KAYECTBA HITOTORICEHRS. B
OTHOIICHAN APYTHX MApaHTHHA KK SRHO BHPEXCHERIX, TAK M IOADAZYMEBAEMEIX,
KpPOME BCETO NPOYEFO BKHIOYAIOMEX B Ceby TOBRPHYIO NPHIOAHOCTE M IOAHOCTS
mommmmmmwmmmmmm
AiS  BCOOZBSOBAHES MEARIAHCKOTO M3NENHS X Mmo6oro OnpeNcHCHEOIO
XHPYPTHUCCKOIO RMEOMIATELCTBA [JOEKHA ONPENCHSTHCH NONE30BATENCM B
COOTBETCTRHE ¢ HECTPYKIHAMY 1O TPEMERSHAIC npoussoareny. [Tporssoxarens
nemermpaxmﬁ,amomnmxsanpwomcammmemimpone
| BACTOSINETO AOKYMEHTA.

in both materials and workmanship. Any other express or implied
warranties, inchuding 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 instructions for use. There are no warranties that extend
beyond the description on the face hereof.

Yrunsanas ' .
HcOoMm3oBaHHNE HINCMHS, @ TAKKE YIAXOBKA, UONTEKAT YTHOHSAIHE B
COOTBETCTBHH ¢ HOPMAMM, NPSAYCMOTPCHHEIMA MM YTHAM3ANHE NOTCHIHATLHO
3aTPASHAIONAY MEIHIHECKAX OTXOOB.

B Poccatickoll (Peacpamun XaTeTepH NPOBOJHEKOBEE NOICKAT YTHIHIAMEH IO
HCTCUCHMHE Cpoka cyaOH B cooTreTcTRMH ¢ TpeGosammenm CanllaH 2.1.7.2790-
10  «Camurapro-smagemuonormdeckme TpeGopaEEE X  ofpameEmio  ©
METATRHCKAME OTXOJAMED).

Kmacc omacHOCTR MemIMHCXHX OTXOIOB HCXONR H3  XapaKTEPHCTHKH
xop@mmmmmmoocrm:ch(ammonommnommomm).

B ciyqae BCTeIeHHS CPOKR TONHOCTH KIH NOBPEKACHAS YIIAKOBKH W3CITHS TAKIKE
NO/NIERART VTHINIAMHEN,

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, guiding catheters are to be disposed of at the end
of their service life in accordance with the requirements of SanPiN
2.1.7.2790-10 "Sanitary and epidemiological requirements for the
management of medical waste.”

The hazard class of medical waste is based on the characteristics of the
morphological composition: class B (epidemiologically hazardous waste).
In the case of expiration date or damage 1o the packaging, the products are
also subject to disposal.

Ycnosus TPANCEOPTEPOBKE N XpaBeuNS
Mmmmmmwmmmmmmnm
TPAHCTIOPTHEIX CPEACTRAX B COOTBETCTREH ¢ MPABANAME {IEPEBOSKE TPY30B,
ACHCTBYIONTAME HA TPARCTIOPTS JARHOTO BE/A.

o 131°F (55°C). e
DPEBEIMAIOIIEN .

Conditions of transportation and storage

The medical device is transported by all means of transport in closed
vehicles in accordance with the rules for the carriage of goods in force on
this type of transport.

Store in a cool, dark, dry place. Do not expose to temperatures in excess of
131°F(55°C).

chomomom: Transportation conditions:
HanMenonaniue Jmanason L Designation Range
Temmeparypa 8°C-30°C Temperature 8°C-30°C
OrBocETeRHAY BIAKHOCTE He Gonee 80% Relative humidity No more than 80%
YcoRns Xpasesus: Storage conditions:
Haumenonaaue Jnanazon Designation Range
Texmeparypa 8°C-30°C Temperature 8°C-30°C
OTHOCHTe/EHAS RIAKHOCTD ac Goxee 80% Relative humidity No more than 80%
%
e & 000 LUPMH () INFO@CIRMLRU & WWW GOSZDRAVNADZOR RU - -
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m&ﬁonofs* Is used on the package

*
SHATCHIA CHMBOJIOB, Ha YIAKOBKE
REF Homep no xaranory
: Jara a3roTORNCHAS
ﬂ YYYY-MM-DO CTIT-MM-TUD
8 Hcnom:308a1h 80
i 3
® 3anper Ba DOBTOPHOE
NpPHMCHCHAC
Ocropoxmo!
A Obparerecs X
HMHCTPYKITEH 1O
OPHMEBCHEIO
RADIOPAGUE] PeRTrenoKOHCTpacTHEDA
KomagecTso
Made in Crenano 3
B cooTtBeICTRHER ©
denepansus
3aKOHORSTEIECTBOM
& On'y (CLIA) 310 3zemme
MoxeT GHTE HPOAARO
DO NOT AUTOCLAVE: | 1€ 8STOKIABHDOEATE

REF Catalogue Number
PON] Y-MM-DD MM-DD)
O vvvvamoo | Useby (YYYY-MM-DD)
RS Sterilized using ethylene oxide
] ERLIED
® Do not reuse
Caution!
N Consult instructions for use
AGUE Radiopaque
Quantity
Made in Made in
Federal Law (United States of
America) restricts this Device mr
Onl sale by, or on the order of a
y . physician.
DO NOT AUTOCLAVE, Do not autoclave
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M3rotoBuTesib Manufacturer

[| Ot] Koz napTum LOT Batch Number
O He cTepunisosats O Do not resterilize
MOBTOPHO
He ncnonb3oBath npu Do not use If package is damaged
(§) MOBPEXEHNN YNAKOBKM
( ;g; EBponenckoe % European Conformity
COOTBETCTBUE
>.K ANMpOreHHo )-I-( Nonpyrogenic
< C 3HaK COOTBETCTBMS Conformity mark
YMOAHOMOYEHHbITA | | US R i
epresentatlve
1US | rep | npescTasuTens B CLUA 1US [rep

Additional information for Russian Federation

1. Potential consmners of ENVOY DA guiding catheters: cardiac surgeon,
neurosurgeon.

JononHuTenbHas nHAopMaums 415 NPUMeHeHUs Ha TeppuTopumn PP

1. TloTeHumanbHbIe NOTPEOUTENN KaTeTepoB NPOBOAHNKOBLIX ENVOY DA:
KapAvoxXupypr, Hempoxupypr.

2. JlekapCTBeHHble CpefCTBa B COCTaB KaTeTepos NpoBoAHNKoBbIX ENVOY DA He 2. Drugs are not included in ENVOY DA guiding catheters.

BXOAST.

3. Marepuasbl XXMBOTHOTO 1 YETIOBEUECKOTO MPOMUCXOXKAEHMS B COCTaB katetepos 3. Materials ofanimal and human origin are not included in ENVOY DA
npoBoAHNKOBEK ENVOY DA He BXogsT. guiding catheters.

4. Wire ENVOY DA guiding catheters are disposable medical products and

4. KateTepbl npoBoAHMKOBbIE ENVOY DA ABnaoTca MeAULMHCKUMU U3AeNNaMu ! g - 3 | e )
are not subject to maintenance, including cleaning and disinfection.

O[IHOKPaTHOTO NPUMEHEHUS 1 HE MOANEXUT TEXHUUYECKOMY 06C/Y)XXMBaHWIO,
BK/IHOYast OUNCTKY W e3MH(EKLMIO.
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. OrawkapT/
1""oBopcTBO/

A [ BpekTaBa

BSENISO
13485:2012

BSENISO
14971:2012
OupekTusa
EBponeiickoro coseta
93/42/EEC oT 14-ro
noHa 1993 rogac
nonpaekamu oT 2007
roga. NMpunoxeHwue Il

BSENISO 11607-
1:2009

BSENISO 11135-
1:2007

BSENISO 10993-7:
2008

U--~ - 11 .11 FSUW

J OnuneaHHe

N
C/MlcTtemakauNeBa

CucTeMbl ynpaBieHNs KauecTBOM. MeuLnHCKMe
nsgenns. CucteMHole Tpe6oBaHMS ANs Leneid
perynmpoBaHus

MeanumHckue nsgenus. MpumeHeHe MeHeKMeHTa
OMCKa K MESUUMHCKUM U3LeNUSM

JVpeKTnBa nNo BONPOCY MeAMLNHCKOI0o 060pyA0BaHNs

Y nakoBKa MeAULNHCKUX U3LENNIA, CTEPUNIN3YEMBIX Ha
3aBepliatouleii ctagum nponssogctea. Yacts L
TpeboBaHus K MaTepuanamM, 6apbepHbIM CUCTEMAM A5
cTepunn3aLmmn N ynakoBoOUYHbIM CUCTEMAM

CT[>|11113aywl

CTtepununsaumsa MeguumMHCKNX usgennm. OKcug aTuneHa.
Yactb 1. TpeboBaHMA K pa3paboTke, BanMAaLLIL U
TeKyLleMy KOHTPO/IO NpoLecca cTepuansaLnm
MeLVNLMHCKNUX N3Lennii

OueHKa 61OMOrMYecKOro AeicTBnsa MeULUHCKNUX
n3genuii. Yactsb 7. OCTaTouHOE cofepXXaHue
3TUNEHOKCMAA NOC/e CTePUAN3aL MK

[, BoogacHOCTb/P"|WBOHANbHbIE ASpaCTHHCTW M 3/

BSENISO 10555-
1:2009*

1SO 594-1:1986.(E)

KaTteTepbl BMNTpUCX)CYAMCTbIE CTEPUSIBbHBIE OLHOKPATHOTO

npumeHeHus. YacTtb 1. Obwume TpeboBaHuUA

HaKOHEeYHUKMN KOHMYECKNE C KOHYCHOCTb 6% (J1t03pa)
4N9 WNPULEB, UTN U APYTOro MeAULUHCKOrO
obopygoBaHus. Yactb 1. O6wme TpeboBaHNS

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

6, LIST OF STAINi>JH>S

Dii~ktive
- - - - A

BSENISO 13485:2012

BSENISO 14971:2012

European Council Directive

93/42/EECof 14*
ofJune 1993 Amended 2007,
Annex Il

BSENISO 11607-1:2009

BSENISO 11135-1; 2007

BSENISO 10993-7: 2008

BSENISO 10555-1:2009*

1SO 594-1: 1986(E)

Quality Management Systems -- Medical devices -
System requirements for regulatoiy purposes

Medical Devices - Application ofrisk management
to medical devices

Medical Device Directive

N LVAN

Packaging for Terminally Sterilized Medical
Devices - Part 1: Requirements for Materials,
Sterile Barrier Systems and Packaging Systems

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

Biological Evaluation of medical devices: Etiiylene
oxide sterilization residuals - Part7

Sterile, single use intravascular catheters Part | :
General requirements; Sterile

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



1SO 594-2:1998 (E)

AAMI/ANSI
HE75:2009
BS EN 62366:2008

BSENISO 10993-
1:2009

BS EN ISO 10993-
3:2009
BSEN ISO 10993-

4:2009

BSEN ISO 10993-
5:2009

ISO 10993-10:2010

BS EN ISO 10993-
11:2009

BSENISO 15223-
1:2012

BSEN 1041:2008

MEDDEYV 2.7.1,
nekabpb 2009 roga
MEDDEYV 2.12-2,
AHBapb 2012 roga

HaKOHEeYHUKN KOHNYECKME C KOHYCHOCTbIO 6% (J1to3pa)
ONA WNPULEB, UM U 4PYTrOro MegULNUHCKOro
o6opypoBaHusa. YacTb 2, JTI03POBCKNE HAKOHEYHUKU

MpoeKTUPOBaHUE C Y4ETOM Ye/I0BEUECKUX (haKTOPOB.
KOHCTPYKUMS MeAULMHCKUX U3AENNi

MeauunHckmne nsgenns. Micnonb3oBaHue TexHoNoruii no
NMPUMEHUMOCTUN K MEANLMHCKUM U3LENNAM

. ,"bapcosmecTtB”0N : !

OueHKa 61M010rMYecKOro AeiCTBUS MeANLMHCKNX
nsgenunin. Yactb 1. OUeHKa U UCNbITaHUA B pamMmKax
npouecca ynpaBfeHUs pUCKOM

OueHka 6M0N0TNYECKOro AeACTBUA MESULUHCKNX
nsgennin. Yactb 3. ViccnegoBaHusi reHOTOKCUYHOCTH,
KaHLepOreHHOCTU N TOKCUYECKOr0 AeCTBUSA Ha
PenpoayKTUBHYIO DYHKLMIO

OueHKa 6M0N0TMYECKOro LeACTBUA MEAULUHCKNX
nsgennin. Yacto 4. Bol60p UCMbITaHUIA, OTHOCALLMXCA K
B3aUMOLENCTBUIO C KPOBbIO

OueHKa 61M010rNMYeCcKOro AencTBma MeguLMHCKUX
nsgenunii. Yactb 5. MicnbiTaHUS Ha UMTOTOKCUYHOCTD in
vitro

OueHKa 61010rMYecKoro A4encTema MeguLMHCKUX
nsgenunin. Yactb 10. NccnegoBaHns pasapaXkatoLLero u
CEHCUBNN3NPYIOLWLETO AeNCTBMUSA

OueHKa 6M0N0rMYEeCcKOro AeNCcTBUS MeAULMHCKNX
n3genuin. Yacte 11. icnbiTaHUS HA CUCTEMHYHO
TOKCUYHOCTb

N3pennsa meguunHckme. CUMBONLI, NPUMEHSAEMBIE NPU
MapKMpPOBaHUN Ha MeAULUHCKMUX U3LeNNAX, STUKETKAX U B
COMPOBOANTENBHON AOKYMeHTaumm. Yacts 1. Obuwme
TpeboBaHus

WNH(popmanma, noarotaBnmeaemas U3rotoBuTesieM
MEANLNHCKUX N3AeNnii

OleHKa KNIMHNYECKMX flaHHbIX: PYKOBOACTBO AN
N3roTOBUTENE M HOTUPULIMPOBAHHbLIX OPraHoB
PYKOBO/CTBO M0 NOCTMAPKETUHTOBbLIM KAUHUUYECKUM
NPoCneKTUBHbLIM UCCeA0BaHUSM
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1ISO 594-2:1998 (E)

AAMI / ANSI HE75:2009

BS EN 62366: 2008

BSENISO 10993-1:2009

BSENISO 10993-5: 2009

BSEN ISO 10993-4:2009

ISO 10993-10:2010

18010993-11:2009

1ISO 10993-3:2009

BSENISO 15223-1:2012

BSEN 1041:2008

MEDDEV2.7.1 DecemI”r

2009

MEDDEV 2.12-2, January

2012

Conical fittings with a 6% (Luer) taper for
syringes, needles and certain other medical
equipment: Part2 - Local fittings

Human Factors Engineering —Design of Medical
Devices

Medical Devices. Application ofusability
engineering to Medical E”vices

Biological evaluation o fmedical 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 fortests for interactions with blood

Biological evaluation of medical devices Part 10:
Tests for irritation and skin sensitization

Biological evaluation of medical devices Parti 1:
Test for systemic toxicity

Biological evaluation of medical devices Part 3:
Test for genotoxicity, carcinogenicity, and
reproductive toxicity

Medical Device —Symbolsto be used witii medical
device labels, labeling and information to be
supplied

[nformation supplied by the manufacturer with
medical devices

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

Guidelines on Post Market Clinical Follow-Up

*A  analysis was”e”Mieted and it was determinedAat testing tihat was”
- ANe T A/ AaH A NTTTAAIKC ilBSaA TIRO PM 150 1 OAT



P LIDAS BEVF & PVWA IREp iy AEAATE LAseeame smaseemme

MEDUEY L.koway LY ROBUAR
| SHBADH 2012 rona TPOCTIERTHRHEIM HCCOHOBAHAAM

]

APOBENeHHbIS
BS EN ISO 10555-1:2013 «KateTephl BHYTPHCOCYAHCTHE CTEPRILHEE
onnoXpaTHOrO npuMenenvy. Yacts 1. O6mge tpebosanman

.. testing that was
ducte mutsormeedsﬂlemqumemsdeﬁnedeSENISOIOSSS-] 2013
Sterile, single use intravascular catheters Part 1: General requirements; Sterile.

Onncanne METOJA CTCPHITMAIMM.

KareTeps BpoBOAHMKOBEIE ABAKIOTCSK HIXCTNAME OTHOKPATHOTO NPHMCHEHHA K
NOCTARNTIOTCE B CTepANEHOH ynaxoske. Hanemts B ynaxoske CTepRARSOBSHE
meaomuox(BO)scwrwwchSENlSOllBS-l :2007. Munpmameabii
FAPAHTHPOBARHEU YPOBEHS CrepunsaocTH (SAL) cocrasnser 1075,

Description of sterilization method

The ENVOY DA Guiding Catheters are disposable and are supplied in a
sterile package. Packaged products are sterilized with ethylene oxide (EQ) in
accordance with DIN EN ISO 11135 BS EN ISO 11135-1: 2007. The
minimum sterility level (SAL) is 10

Cpox rogrocTs karerepa nposogaukosore ENVOY DA cocrasnger 3 rona mocne
CTEPIIH3ANHA.

Shelf life of the ENVOY DA Guiding Catheters — 3 years, afier sterilization.

CaparTuiiHeii cpox XpaseHAS HAASTMA - 3 TOJA CO XHA BSTOTORICHHN (CTEPMIN3AITNH).

The guaranteed shelf life of the product is 3 years from the date of
manufacture (sterilization).

Texuuyecxue xapaxrepicruxa MU / Technical characteristics of MD

Karerep/Catheter

102.22 cs/om £ 1.0 c/em
112.22 omM/cm + 1.0 cw/cm

95 oa/em + 1.0 c/om
105 cn/em £ 1.0 e/em

7.62 ms/um + 1.27 aw/mm

10 cw/cm £ 1 e/cm
R oH BN r 1.02 »/mm <+ 0.08 »ou/mm
mmwmwmmmam) 2.08 sn¢/mm = 0.05 mM/mm
HaME mmmwwofm 2.08 m/mm + 0.05 Mm/mm
D POKCAMATBHON mWDmmdpmmﬂggnmtofwhm 2.08 mM/mm * 0.05 Mm/mm

Muas/Min 1,8 a/mm

Muw/Min 1,8 mv/mm

Pexomenayesuii pasuep nposoztuxa/ Recommended size of guide

0.89 vw/mm or/vom 0,97 ae/mm

Pexomennyemsiit pasmep BRTpoasiocepa/ Recommended size of sheath

6F mau Gomuaue/or more

TTIpowHOCTS Ha OTPHEB BacTel KaTeTOpa, HE Menee (38 HCKMOYCHNEM COCIRHEHHN
AUCTANBHONC M’HOKOTO CEMMEHTA H PENTTEHOKORTPACTHONO
of catheter parts, NLT (except distal flexible segment and radiopaque tip junction)

saxoneunnka)/ Tearing strength

> 1,542 xre /3.4 Ibf

ITpomoCTs Ma OTPRIE YacTell KaTeTepa, He Mesiee { B MOCTe COSARHOHER IUCTRNBHOIO
reGKOT0 CErMEHTA H PEHITCHOKOHTPACTHONO
parts, NLT (distal flexible ssgment and radiopaque.tip junction)

pagorevmpxa) Tearing strength of catheter

> 0,363 xrc npu 127 vw/ vkt / 0.8 Ibf at 5 inch/minute

'V'reqra XRIROCTH B3 cEcTeMbl System Liquid leekage

TMpoceer 1 xal BHASPXHBAIT MEHEMANTLII0C Jarnene 300 xI1a » rescinse
nepBoaA X0 30 cexyrn 6e3 yTeIXH HAR paspea /

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



of 30 seotndls_without leacage or rupiure. _

The hub luer fitting meets ISO 594-1 and ISO 594-3 to fit over the

\ — standard luer fittings/ CoapiieHne cooTReTCTRYeT crapAapraM ISO

CoenpHHTeNELH Connector 594-1 1 ISO 594-3 MK COCRHBEHNA CO CTAHAAPTHLIM COCANHCHHEM
Tvna Jhosp

67125805D, 67126005D,

67125605D, 67126005DB, 67125895D, 67126095D

67125805DB, 67125605DB

B ymaxosxs / In the package -
- B ynaxoske / In the package ~ 24532 r/g 123 1/g;
Macca panenns, re Gonee/ Product weight, NMT: . 245.08 g+ 123 v/g;

i i Bes ynaxosxn / Without
Bes ymaxosxs / Without packaging st
~294 /g% 0.15r/g; packaging — 2.69 r/g+ 0.14 r/g;

Vaaxoexa xaverepa / The case of Vnaxoexa xarerepa / The case of

the catheter - 242.14 /g + 12.1 rig; | T Cbeter -3?2-63 rg+12.1

Marrpoasiocep/Introducer
Jisametp / Diameter 3.0 mw/mm = 0,05 aw/mm
Buytpermil saaMerp / Inner diameter 2.5 v/mm % (.05 Mm/mm
Sddexrvruas nuuna/ Effective length 8 em/cm # 1 cm/om
<2268 xrc/ 5 Tof

YTpH KCTIONEIOBAHMHM YACTH HETPOALIOCEPA HE AQDKHK OTACANTECH
Hpmommomenmweﬁmnponuooepdsmmelsmgd\ YT O /'No hub +on from the shaft during sheat

peeling
PentrenoxonTpacTRocT/Radiopaque { He npssesnso/ Not applicable

Macca usenna, Be Goaee/ Product weight, NMT: 1.5r/g+0.08 r'g.
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ITepeaod ¢ ananuiicko2o u panyy3cko2o A3bIK08 HA PYCCKUN ALIK

COI'/TACOBAHO

«Menoc Uutepuewnn CAPJI»

Opranu3aums

Ilemen-bnan 38, CH 2400 Jle Jlokms, llIseiinapus

Aapec

Buue-npesuneHt otaena onepauuii DPS B peruone DACH
(I'epmanus, AcTpus, LiIBeiinapus) H AMepHke

JIoNKHOCTH

Tomac Leanep

®amunus, Uma

<noonucano>

Nara: JAMM.ITIT

1 anpens 2020 200a

TMoanucs

Crapiumii pyKOBOAUTENb OTAENa o0ecreyeH s KayecTBa

JlonxkHoCTb

Hukons Afinap

damunus, Uma

<noANnUCaHO>

Jara: JAMMITIT

15 anpens 2020 200a

INoanucs

«Jlxoncon & JIKOHCOH»  IUIOUIAJIKA HEBLIATEJb
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Menoc Unreprewrn Capa * lensio Mocson Capn © lllemen-bnan 38, a/s, CH-2400 Jle Jlokns

Meaoc Capn « ®©MC CA « Xupapae 29, a/a, CH -2400 Jle Jloks

Jruxon Capn * DtuxoH Bumen’c Xenc Dua Yponoaxu Capn * [iou-T'oae 20, CH-2000 Heswatens



JIEFAJIM3ALIAA

Huxenoanucaswuiics, bepnap Jlambone, Horapuyc kantoHa Hesmarens (llIseituapus),
HMelu# HoTapHanbHylo KkoHTopy B r. Jla lllo-ne-®DoH, yRocToBepser, 4YTO NOIIHCH,
NOCTaBJICHHBIE Ha HacToAlleM brnaHke cornacoBaHHs, SABIAIOTCA BEPHHIMH M IOMTHHHBIMH
noanucamMu r-na Tomaca AasuHa Kapna HIEIJIEPA, poausmerocs B [epmaHum,
npoxupatoiero B r. PenpadpynHen-Cankr-Huknayc (Llsefiuapus), BrICTynatoLero B KauecTse
Buue-npesunexra oraena onepaunit DPS B pernone DACH (I'epmanusd, Asctpus, LlIselinapus)
H Amepuke, ¥ r-ua Hukonn Tuvepa AMHAPA, pomuBmerocs B r. Bab-ge-Tpasep,
npoxusaiowero B r. Kyapeden (IlBefiuapus), ebicTynaiomero B ka4dectBe Crapiiero
PYKOBOAMTENA OTAeNa obecneyeHHs KayecTBa, KOTOpble MPaBOMOYHbI NEHCTBOBATb OT MMCHH
komnanuu «Meaoc Unteprewnn CAPJIy, Jle Jloxns, LBeiinapus.
r. Jla lllo-ne-®on, aBanuars ceapbmoe anpens ABe ThICAYM ABaauaroro roaa (27 ampens 2020
rona).

Homep B HoTapHaabHoM peecTpe 62 Ne 131

<Kpyrnas repbosas neuats: BEPHAP JIAMBOIJIE, HOTAPUYC *
r. Jla Uo-ne-dou >

0 <MOANUCaHO>

ATTIOCTHJIb
(Taarckas KonseHuus ot 5 oktabps 1961 rona)

1.Crtpana: Llise#iuapus
HacTtoawwmii opuumanbHbIi JOKyMEHT

2. [Noanucan matpom bepHapom Jlambone
3. BeicTynaiowum B Ka4ecTBe HOTapHyca

4, Cxpennén nevatsto/wtamnom M3tpa beprapa JlamGone,
HoTapuyca r. Jla Lllo-ae-®on/kanton Hepatenp ------

YIOOCTOBEPEHO
‘ 5. Br. HeBwarene 6. 4 mas 2020 rona
7. FocynapcTBEHHO# KaHLEIAPHEH

8. noa Ne 4748

9. lMNevars/wramn: 10. [Noanues
<Kpyrnas repboBas neyarh: locynapcTBeHHas KaHUEIApHA
PECITYBJIMKA U KAHTOH
HEBUIATEIJIb; Kanuenspus> <NnOANHCaHO>
J. 3aBaHbeH

<llItamn: C6op 27 wBeiuapckux $ppaHkoB>
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lNepeBof, 4aHHOro TeKCcTa BbIMONHEH NepeBoAYMKOM KpanvHbim leHncom AnekcaHapoBuyem

NoAnnCh

Poccuiickasa degepauns

["opopg Mocksa.

[eBATHaguaToro mMasa [Be TbiCAYM ABAALLATOrO roja.

A, lpoKoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOAJ/IMHHOCTb
nognucu nepesogumka KpannnHa JeHnca AnekcaHaposuua.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JIN4HOCTb NoAnMcaBLLEero JOKYMEHT YCTaHOB/EHA.

3aperucTtpuposaHo B peecTpe: Ne 21/86-H/77-2020-.~-"-1yjijn

B3bICKkaHO rocyfapCTBeHHOW nowwvHbl (no Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a oOKazaHue YCnyr nNpaBoBOro U TexHn4Yeckoro xapakrepa: 300 py6. 00 Kon.

I'b,q M “Ypoxowenkosa

HOTAPUYCA
MpOLLHYpPOBaHO, MPOHYMEPOBAHO 1 CKPEM/IEHO NeyaThbio

£ ‘d-aen®
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