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To Whom (It May Concern

Medtronic Inc., a corporation organized under the laws of the United States, having its
principal place of business at 710=-Medtronic Parkway, Minneapolis, MN 55432, USA, as
the legal manufacturer of Telescope Guide Extension Catheter hereby confirm thatthe
attached documentation is a true and original document.

Yours sincerely.

Signed on behalfof Medtronic Inc. Date:
Mike Green

Senior RegulatoryAffairs Manager

As alregistered Notary Public for the State of Minnesota, ch/
| hereby certify that this is a true and accurate copy of the

original document, The original is filled at;Medtronic, Inc.

Peructpainma MU B Pocampasramsope
www.nevacert.ru | info@nevacert.ru



Appendix to the Instruction for use M975890A001
Telescope Guide Extension Catheter

The information specified in the Appendix to the Instruction for use is a priority on the territory of the Russian
Federation.

Appendix to the Instruction for use

Telescope Guide Extension Catheter

PRESCRIPTION OF MEDICAL DEVICE

Telescope Guide Extension Catheter is intended to be used in conjunction withyguide catheters to
access discrete regions of the coronary and/or peripheral vasculature, and to-facilitate placement of
interventional devices.

ADVERSE EVENTS (POTENTIAL COMPLICATIONS)

Potential issues that can be associated with the.guide extension catheter include, but are'not limited to, the following
adverse effects:

* Death

* Embolism

* Slow-flow

 Foreign body in patient

« Stent dislodgement

e Thrombus

* Vessel dissection

 Vessel perforation

* Occlusion (CVA/MI/spasm)

e Aneurysm

¢ Avulsion

¢ Reaction'

* Infection

« Blood loss/hemorrhage/hematoma (vascular access complication)

« Renal failure (contrast induced nephropathy)

The occurrence of the above listed complications may lead to/the need for a surgical intervention.

PACKAGING CGONTENTS/QUANTITY OFCHAMFERED SHELF CARTION:

1 Telescope Guide Extension Catheter - 1

2. Instructions-for Use - 1

An allergic reaction can result from a non-visible foreign matter, chemical, particulate, or drug during the
procedure/use of Telescope. Irritation, itching, rash, local, reaction, skin inflammation, and skin irritation are all
possible reactions to a realized hazard (eg, sterile barrier is compromised).

Available upon request
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Appendix to
Telescope G

the Instruction for use M975890A001
uide Extension Catheter

INFORMATION ABOUT STICKER

The final packaging for the Russian market is accompanied with additional sticker.
Devices supplied in packaging marked with the following possible information:
* Name of medical device in Russian language;
* Name of the manufacturer;
» Country of origin;
» Code UPN (unique product number);
* Code CFN (customer facing number);
» Date and number of Registration Certificate;
* Sign of conformity in Russia;
* Warning and informing symbols and inscriptions (if applicable)
* Non pyrogenic

Sample of the sticker:

C-
W

MAIN TE

Name of medical device Telescope Guide
Extension Catheter, variant

Manufancturer: Code UPN

Country of origin: Code CFN
Manufacturer's authorized representative;:

Regestretion Certificate No oT

Date of See IFU
manuf./Lot/UBD: See packaging symbols
See on pack

CHNICAL.DESCRIPTION

PRODUCT e .
6F (specifications with tolerance)
CHARACTERISTIC
Effective Length 150 cm +2 cm /- 5.cm
Weight 35¢
Maximum Tip 1D Inner Diameter 0.056" (1.42 mm)
(ID) distal section ' '
Maximum Tip-OD/ Outer

0.070” (1.78ymm)

Diameter (OD) distal section

Distal Catheter Length

251 mmA479.6 mm /- 8.6 mm

(Distal /Fip to start of Entry Port)
Tip Length 2.2 mm£/0.5 mm
Length of Entry Port 40 mm‘z 5 mm

Available upon request
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7F (specifications with tolerance)

150 cm +2-em /- 5 cm
35¢

0.062” (1.57 mm)

0.0787.(1.98 mm)

251 mm + 9.6 mm /- 8.6 mm

2.2’mm = 0.5 mm
40 mm = 5 mm



Appendix to the Instruction for use M975890A001

Telescope Guide Extension Catheter

PRODUCT

CHARACTERISTIC
Pushwire Main Body Profile
(Fully tubular profile)
Guidewire Compatibility
Guide Catheter Compatibility
Marker Location (Femoral)
Marker Location (Brachial)
Length of Hydrophilic coating
Pushwire Integrity
Deliverability
Tip compression
Lumen Patency
Main to proximal jacket tensile

Proximal Jacket to Pushwire Bond

Tensile

Kink resistance

Straight Line Torque

Torque to Kink

Radiographic

Corrosion Resistance

STERILIZATION

6F (specifications with tolerance)

0.019” + 0.0001” (0.48 mm £ 0.0025
mm)

0.014” (0.36 mm)

6 Fr (2.0 mm)

1000 mm +15.6/- 14.6 mm
900 mm+15.6/-14.6 mm
213 mm = 10.6 mm

>300 gf(>2.9N)

<307 gf(<3.0 N)

<66 gf(< 0.6 N)
>0.0540" (>~1.4'mm)

Min Peak Tensile: 10 N

Min Peak Tensile: ION

GEC distal*section will not kink around a
bend radius of 15 mm

The Device must be capable of
withstanding 0.5 rotations before failure
occurs

The Device must be capable of
withstanding 0.5 rotations before failure
oecurs

7F (specifications with _tolerance)

0.019” +0.0001” (0.48 mm=
0.0025 mm)

0.014” (0.36 mm)

7 Fr (2.3 mm)

1000 mm +15.6/=-14.6 mm
900 mm +15.6/<14.6 mm
213 mm = 10:6-mm

>300 gf(>2:9N)

<522 gf(<5:1 N)

<76 gf(£0:7'N)

> 0.0600",(> 1.5 mm)
Min Peak Tensile: 15 N

Min/Peak Tensile: 15 N

GEC distal section will not kink
around a bend radius of 15 mm
The Device must be capable of
withstanding 0.5 rotations before
failure occurs

The Device must be capable of
withstanding 0.5 rotations before
failure occurs

Visibility - Medical device is radiopaque at the tip and the entry port for

identification under fluoroscopy

The metal components of the device-have corrosion resistance during use,
transportation, storage in accordanee with ISO 10555-1

This device is single-use only.

Device is sterile.
Sterilized by EO.

Sterility Assurance Level (SAL) - 10"
Term preservation of sterility for 2 years.
Primary packaging is sterilized in accordance-with 1SO 11607.

CONDITIONS'W OF TRANSPORTATION AND STORAGE

The recommendation is to “Store in a cool,/dry, and dark place.”
Based on the'temperatures the device was/subjected to during testing, storage at between 15°C and
30°C is recommended for shelf life of the"product. Temperature excursions'down to -35°C for 2

days and.up to 55°C for 75 days are supported by testing.

Available upon request
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Appendix to the Instruction for use M975890A001
Telescope Guide Extension Catheter

SHELF LIFE

2 years.

PROCEDURE AND CONDITIONS FOR THE DISPOSAL OR DESTRUCTION OF A
MEDICAL DEVICE

After use, this product may be a potential biohazard (hazard class B in accordance with SanPiN
2.1.7.2790-10). Handle and dispose of all such_device is accordance with accepted medical practice
and applicable local, regional and national laws and regulations.

OPERATING CONDITIONS

The products can be used under the standard conditions of a hospital operating room environment.
There are no additional assembly, installation or maintenance requirements.

The product is intended for use by trained medical personnel in the operating room: at room
temperature (18°C) not higher than 25°C, relative humidity of 75%, apressure of from 86.0 to 106.0
kPa.

THE LIST OF NATIONAL AND.INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, W-HICH MATCHES MEDICAL DEVICE

Standard # Revision # Titlesof Standard

ENISO 14971 2012 Medical Devices - Application of Risk Management to Medical
Devices (ISO 14971:2007, Corrected version 2007-10-01)

EN 1SO 2015 Cleanrooms and assocliated controlled environments - Part. 1:

14644-1 Classification of air cleanliness by particle concentration (1ISO
14644-1:2015)

EN ISO 2015 Cleanrooms and ‘associated controlled environments=.Part 2:

14644-2 Monitoring to provide evidence of cleanroom perfonnance related
to air cleanliness:by particle concentration (1SO 14644-2:2015)

EN 1SO 2016& AC-2016  Medical Devices'- Quality Management Systems =" Requirements o«

13485 &AC:2018 Regulatory Purposes (ISO 13485:2016)

ENISO 2013+A1:2017 Intravascular-catheters - Sterile and single-use catheters - Pari 1

105551 General requirements (ISO 10555-1:2013/A1:2017)

ENISO 2014+A1:2018 Sterile single-use intravascular introducers;.-dilators and guidcwiu-.

11070 - Second.Edition (1ISO 11070:2014/A1:2018)

EN 62366-1 2015 Medical, devices - Part 1 Application of usability engineet im' lo

medical devices
(IEC-62366-1:2015)
EN 1SO 2017 Packaging for terminally sterilized medical devices —ari 1
11607-1 Requirements for materials, sterile.barrier systems ami pat K.iriip-
systems (ISO 11607-1:2017)

Available upon request
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Appendix to the Instruction for use M975890A001
Telescope Guide Extension Catheter

ENISO
11607-2

ENISO
152231

EN 1041

EN 556-1

ENISO
11135

ANSI/AAMI
ST72

EN ISO
117371

EN ISO
11737-2

ISO 14161

EN ISO
10993-7
EN ISO
10993-1
ENISO
10993-4
EN 1SO
10993-5
ENISO
10993-10
EN ISO
10993-11
EN ISO
10993-12

EN ISO
10993-17

EN ISO
10993-18

2017

2016

2008+Al:2013

2001 AC:2006

2014

2011/(R)2016

2006/AC:2009

2009

2009

2008/AC:2009
2009/AC:2010
2017
2009

2013

2018

2012

2009

2009

Available upon request
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Packaging for terminally sterilized medical devices -Part2:
Validation requirements for forming, sealing and assembly:
processes (ISO 11607-2:2017)

Medical devices- Symbols to be used with medical device labels,
labelling, and information to be supplied - Part 1. General
requirements (ISO 15223-1:2016)

Information supplied by the manufacturer of medical devices (EN
1041:2008+A1)

Sterilization of Medical Devices - Requirements-for Medical
Devices to.be Designated “Sterile” - Part 1 Requirements for
Terminally-Sterilized Medical Devices

Sterilization of health-care products - Ethylene oxide -
Requirements for the development, validation and routine control of
a sterilization process for medical devices(I1SO 11135:2014)
Bacterial endotoxins—Test methods, reutine monitoring, and
alternatives to batch testing

Sterilization of Medical Devices - Mierobiological Methods -
Part 1 Determination of a Population of Microorganisms on
Products (1ISO 11737-1: 2006/ Corr '1:2007)

Sterilization of Medical Devices= Microbiological Methods-
Part 2. Tests of Sterility Performed in the Definition, Validation
and Maintenance of a Sterilization Process (1ISO 11737-2:2009)
Sterilization of Health Care Products - Biological Indicators -
Guidance for the Selection, Wse and Interpretation of Results (1ISO
14161:2009)

Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
Sterilization Residuals.(ISO 10993-7:2008 (Corr 2009)

Biological Evaluation‘of Medical Devices - Part 1 Evaluation and
Testing within a risk-management process (ISO 10993-1:2009)
Biological evaluation of medical devices - Part 4: Selection of tests
for interactions with blood (ISO 10993-4:2017)

Biological evaluation of medical devices - Part 5:Tests for in vitro
cytotoxicity (ISO 10993-5:2009)

Biological evaluation of medical devices - Part-10: Tests for
irritation and-skin sensitization (ISO 10993-10:2010)

Biological evaluation of medical devices Part 11: Test for systemic
toxicity(ISO 10993-11:2017)

Biological evaluation of medical devicesx Part 12 Sample
preparation and reference materials (1SQ,10993-12:2012)
Biological evaluation of medical devices- Part 17: Establishmeiil
of allewable limits for leachable substances (ISO 10993

17:2002)

Biological evaluation of medical devices - Part 18: Chemical
Characterization of materials (1ISO.10993-18:2005)



Appendix to the Instruction for use M975890A001
Telescope Guide Extension Catheter

DISCLAIMER OF WARRANTY

Shelf Life Per the Label - 2 Years

Disclaimer of Warranty Per the Instructions for Use:

ALTHOUGH THE GUIDE EXTENSION CATHETER, HEREAFTER REFERRED TO AS “PRODUCT,” HAS BEEN
MANUFACTURED UNDER CAREFULLY CONTROLLED CONDITIONS, MEDTRONIC AND'THEIR
RESPECTIVE AFFILIATES (COLLECTIVELY, “MEDTRONIC”) HAVE NO CONTROL OVER CONDITIONS
UNDER WHICH THIS PRODUCT IS USED. MEDTRONIC, THEREFORE, DISCLAIMS ALL WARRANTIES,
BOTH EXPRESSED AND IMPLIED, WITH RESPECT.TO THE PRODUCT, INCLUDING-BUT NOT LIMITED
TO, ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.

MEDTRONIC SHALL NOT BE LIABLE TO ANY /PERSON OR ENTITY FOR ANY MEDICAL EXPENSES OR
ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES CAUSED BY ANY, USE, DEITICT, FAILURE
OR MALFUNCTION OF THE PRODUCT, WHETHER A CLAIM FOR SUCH DAMAGES IS BASED UPON
WARRANTY, CONTRACT, TORT OR OTHERWISE. NO PERSON HAS ANY AUTHORI I'Y K) BIND
MEDTRONIC TO ANY REPRESENTATION OR WARRANTY WITH RESPECT.TO' TUI' PRODUCT.

The exclusions and limitations set out aboveare not intended to and should not be.construed so as to contravene
mandatory provisions of applicable law. Ifany part or term of this Disclaimer of Warranty is held to be illegal,
unenforceable or in conflict with applicable law by a court of competent jurisdiction, the validity of the remaining
portions of this Disclaimer of Warranty‘shall not be affected.

CUSTOMER SERVICE
Contact information:

Contact for all questions, including complaints, repair and ser\ ice of medical devices the Authorized
Representative in Russia:

Medtronic, LLC,
123112, Moscow, Presnenskaya nab., 10, floor 9, office I11, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

Signed on behalfof Medtronic Inc.
Mike Green

Sr. Regulatory Affairs Manager
Signature:
Date:

Available upon request
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[MepeBog € aHrNIACKOTO A3blKa Ha PYCCKUN A3bIK]

[Ha 6naHke KomnaHun «MefTPOHUK»]

«MefTpoHUK, VIHK.»

(Medtronic, Inc.)

710 MeaTpoHmMK MapKyaii
MwuHHeanonnc, MuHHecoTa 55432
CLUA

(710 Medtronic Parkway
Minneapolis, MN 55432)

USA

WWW.medtronic.com

Ten.: 001-763-514-4000
®akc: 001-763-514-4879

ans NpensssneHuns no \iecT\ Tpe6oBaHWS

«MefTpoHVK.  VIHK.», KOpropauus;- YYpeXxaeHHad B COOTBETCTBUM C 3aKOHOAATeNbClBOM
CoeymeHHbl.X LLITaToB AMEPUKW, C-OCHOBHLIM MECTOM OCYLLECTB/IEHUA NEATENbHOCTU WO afpecy:
710 MegartpoHuK [Mapkysit. MwuHHeanonnc, MuHHecota 55442, CLLUA. BbiCTynas B KayecTse
omLManbHOrO NPOU3BOAUTENS M3Aenms «KaTeTep MPOBOAHWKOBBIA YAMHUTENbHLIA lelescope»
HacCTOSILLMM MOLTBEPXKAAET, YTO. MpuiaraeMas [OKYMEHTAUWA )ABMIAETCA BEPHbN. W 10YHBIM
OPUTMHa/IOM [JOKYMEHTA.

C yBaxKeHvem.

/noanuce! 05 pekabps 2020
MoanncaHoOo OT UMEHU (KOMNaHUW «MeaT pounk MHK.» faTa:

Maliik 'puH

CTapwuii  pykoBoguTenb  OTAena  HOPMATMBHO-
NPaBOBOro PerynnMpoBaH i

[WTamn:

BbicTynas B KayecTBe 3aperncTpypoBaHHOro HoTapuyca LTata MWHHECOTa;, \A HaCTOALLMM
YA0CTOBEPSALO, YTO-HACTOALLMIA [OKYMEHT SBNAETCA-BEPHON 1 TOYHON KOMWE OpuriHaia JOKyMeHTa.
OpuvrmHan XpaHuTcst B KOMMaHnM «MeATPOHUK VIHK.». ]

Inognuce! 05 pekabpsa 2020 .

[WTramn:

MkeHHudep Kacnep Cvnt

Norapnyc'— MuHHecoTa

Mos nuLgH3ns aeincTeutenbHa Ao 31 aHeaps 2025 r.]

Peructpainma MU B Pocampasramsope
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MpunoxeHne K MHCTpyKumum no akcnnyaraumm M975890A001
KaTeTep NPOBOAHVKOBLIV YAAMHWUTENbHBIN Telescope

WHdopmaums, ykasaHHas B MpunoxkeHne K VIHCTPYKUMKM MO 3KcnyaTauwu, SIBASETCS MPUOPUTETHON Ha-TEPPUTOPUM
Poccuiickoin deaepauyn

[MpunoxeHne K MHCTpyKUUK NO IKcnnyaTalnm

KaTeTep NpoBOAHNKOBLIN YANMHUTENbHbIV Telescope

HASHAYEHVE MEAVUMHCKOI O NSAESTNA

KaTteTep NpoBOAHMKOBbIN YA/ MHUTENbHbIA Telescope npeaHasHaueH 415 UET0Nb30BaHNA COBMECTHO
C MPOBOAHMKOBLIMX KaTeTepamn /18 A0CTyNa K OMpefeniéHHbIM yyaeTKaM KOPOHapHbIX W/in
nepugepryecKmMx cocyoB 1 A 06/1erYeHNS PasMELLIEHWS UHTEPBEHLIOHHbLIX YCTPONCTB.

HEXXEJIATEJIbHBIE ABEHNA (MOTEHUWAIbHBIE OCJ/TOXKHEHIA)

MoTeHUMasbHble  NPOG/EMbl,  COMPOBOXKAAKOLLME  MCMOMb30BaHUE — KaTeTepa MPOBOAHMKOBOIO
YA/MHUTENBHOTO, BK/KOYAOT, B YaCTHOCTW, CrIELYHOLLME HexXeaTelbHble ageKTbl:

CwmepTb

ambonmns

3amef/ieHne KpOBOTOKa

IHopoaHOe Tefo B OpraHusMe naumeHTa

CMeLLieHre cTeHTa

1pomb

PaccnoeHwue cocyga

Mepthopaums cocyaa

OKKNt031A (OCTPOE HapyLLeHWe MO3roBOro KpPoBOOOpALLEHNA/MH(aPKT MUOKapaa/crnasm)

AHeBpu3mMa

JBynbcua

Peakuus'

HheKups

KpoBonoTeps/kpoBoreveHme/rematomMa (OCNOXHEHNS B MeCTe COC\ ANETOK AOCE\Ha)
* MoyeyHas HeAOCTaTOYHOCTL (HeponaTus, MHOYLMPOBaHHaA KOHTPACTHbIM BELLIECTBOM)
BO3HVKHOBEHWE™ MEPEUNC/IEHHBbIX BbIlle OGAOXKHEHUIA MOXET NOTPeooBaTk XUPYPrnyYecKoro
BMeELLIATENbCTBA.

' INepruyeckas peakuys MOXET BO3HWMKHUTb W3<33 HEBUAMMOrO MOCTOPOHHErO BELIECTBA, XMMMYECKOTO BELLECTBa,
TBEpAbIX_YacTuL, WK NeKapcTsa BO BPpeMs MPOLEAypbl  UCMoNb3oBaHWs KaTeTepa NPOBOAHVKOBOMO YAMUHUTENLHOMO
Telescope.. PasfpaeHue, 3y, Cbifb, MECTHasA PEaKLMs, BOCTANeHNe KOXM 1 PasapaXkeHe KOXU - BCE 3TO BO3MOXKHbIE
peakL-Ha NoTeHUMa/bHYH 0MacHoOCTb (Hanpumep, HapyLUeHWe CTepUIbLHOMO 6apbepa).

COAEPXXM.MOE  YMAKOBKW: ./ KAPTOHHOW KOPOBKW CO CKOLUEHHOW
KPOMKOW:

KateTep NpoBOAHUKOBbIV YA/ MHUTENbHBIA Telescope 1.

Peructpainma MU B Pocampasramsope
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[MpunoxkeHve K VIHCTpyKummn no akcnayaraumm M975890A001
KateTep NpoBOAHWKOBLIV YAMHUTENbHLIA Telescope

2. VHCTpyKUMK No 3KcnayaTaumm - 1 wim.

NHD®OPMALA O CTUKEPE

YnakoBka TrOTOBOro u3gema  Aa pOCCVIVICKOI'O
CTUKEpPOM.

PbiHKa COMNpPoOBOXXAaeTCA AOROMHUTE/IbHBIM

13penus, NocTas/isiemble B YINAKOBKE, COAEPXKAT CIEAYHOLLYHO BO3MOXKHYH MH(OpMALVIO:

HanmeHoBaHVie MeALMHCKOrO U3AENMA Ha PYCCKOM SA3bIKE;
HasBaHvie Npon3BoAUTENS;

CTpaHa nponcxoxaeHus;

Ko UPN (YHVKa/bHbIA KOZ, U3fenus);

KoaC~N (KnMeHTCKuiA Kop);

[ata n Homep PerncTpaumoHHOro yaoCTOBEPEHNS;
OTMeTKa 0 COOTBETCTBUM POCCUIACKM CTaH4apTam;

MpenynpexaatoLiyie 1 MHHOPMaLIMEHHbIE CUMBO/IbI 1 NPEANUCAHMA (ECII NPUMEHUMO):

ANVPOreHHo.
O6paseL CTvKepa:

HanmeHoBaHne MEAULVHCKOro 3penws «Karetep
MPOBOAHMKOBLIA  YAAVHUTENbHLIA  Telescope. BapuvaHT
UCMOHEHUS»

[MNponssoauTens: Koz UPN

CrpaHa npomncxoXkaeHs: Kog CFN
OthmupmanbHbIA NPefAcTaBUTe b NPON3BOAUTENS:
PeructpaunoHHoe yaoctosepeHme No  OT
[Hata

[0 CM. Ha YRAaKOBKe

XapaKTepucTuKa-n*nenus 6 Fr (cneyndukalmn ¢ 1oNycKoMm)
150cm - 2cMm.- 5cm

a5r

AhhekTnBHAA A/MHA

Macca

MakcumabHbli BHYTPEHHWI
anameTp (BA)-KOHUMKa/BHYTPEHHNIA
AnameTp (BA) aMctansHOro cermMeHTa
MakcuMalbHbIi HapyXXHbIli gnameTp
(HO) KoHYMKa HapVLKHbLIA  auameTp
(HA) avcranbHOro cermeHTa
[nvHa“ancTanbHOM YacT KaTeTepa
(OT AUCTaNbHOrO KOHUMKa 40 Havana
BXQLHOTO MnopTa)

[L/MiHa KOHYMKa

AnvHa BXofHOro nopra

Flpothnib OCHOBHOI YaCTW KaTeTepa
(nonHOCTbIO TPY6UATHIA NPOdnb)

0,056 grovima (1.42 mm)

0.070 atoiima (1.78 Mm)

251vm N 9.6 mm - 8,6 MM

2.25Mm £ 0.5 Mm

40 MM + 5 MM

0,019 groiima £ 0,0001 aroiima  (0.48
mm t 0.0025 mm)

[ocTynHo no 3anpocy

Peructpainma MU B Pocampasramsope
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CM. MHCTPYKUMIKO A0 3KCrTyaTauum
npowusB./cepusificnonsb3oBarb  CM. CUMBO/IbI Ha-YMakKoBKe

7 Fr (cneundukanmnm c 4onyckom)

150 cm + 2 em/- 5 ¢cm
35r

0.062 proiima (1.57 mMm)

0.078(gtovima (1.98 mm)

25%. Mm + 9,6 mm /- 8.6 Mm

22vmi 05 mm

40 MM = 5 MM

0,019 groiima + 0.0001 aroiima
(0,48 mm £ 0.0025 Mwm)



MpunoxeHne K NHCTpyKummM no akcnyaraumn M975890A001
KateTep NpOBOAHWMKOBLIA YAMHUTENLHBIN Telescope

XapakTepucTuka usgenms

COBMECTUMOCTb C MPOBOAHMKOM

COBMECTUMOCTb C MPOBOAHMKOBLIM |
KaTeTepom

PacronoxeHue Mapkepa
(oeapeHHoro)

PacrionoxeHue mMapkepa (nne4esoro)
[nviHa rmapodmnbHOro NoKpbITHS i
MpoYHOCTL NPOBOAHUKA
Cnoco6HOCTb K joCTaBKe
CxXartune KoHUMKa
MpoxofumocTb npocseTa
MpouHOCTL, Ha paspbIs” coeAnHeHma i
mMeXxga\ 000/7104YKamMW  OCHOBHOM M l
MPOKCMMaTbHOU YacTu

MpoYHOCTL Ha pa3pbiB COeAMHEHMA
mMexay 060/M104KOM  NPOKCUMaIbHOM
4acTu 1 NPOBOAHUKOM

6 Fr (cneyngmkaumm ¢ ONycKom)
0.014 groiima (0,36 MMm)

NN

6 Fr 2,0 mw)

AN
. 1000 mmM+13,6'-14.6 Mm
900 mm ~15,6 -14.6 Mm

213 mm £ 10,6 mm
>300rc(>29H)

[ <307 rc (< 3,0/H)

<66 rc (<.0,6°H)
> 0,0540 aroiima (> 1,4 Mm)

MuH/Ma/IbHAA MUKOBas MPOYHOCTb
Ha paspbis:~10 H

MvH/MaTIbHasA MWKOBas MPOYHOCTb
Ha paspbiB: 10 H

JucransHas YacTtb KMy  He
YCTOWYMBOCTb K M3rUOY 3arMbaeTcs  Mpu  paguyce  M3ruba
1/45-MmmM

JIVHEMHbIA KPYTALWIA MOMEHT

T3paLlaromii MOMeHT I

XapaKTepuUCTUKN
PEHTTeH KOHTPACcTHOCTH

Koppo3noHHas CToMKoCTb

CTEPNNNSALNA

V3nenve fomkHO Bbigepxmsatb 0.5
06opoTa 6e3 oTKasa

V3penve [OmKHO Bbigepxmsatb 05
o0opoTa Oe3 oTKasa

7 Fr (cneymdukaumm ¢ JOnycKom)
0,014 proiima (0,36 mMMm)
7 Fr (2,3 mm)

1000 mv -"15,6-14,6 Mm

900 mm "15,6-14.6"Mm

213 mm £ 10,6 Mm
>300rc(>29H)

<522 rc(<5,1.H)

<76 rc (<07 H)

> 0,0600 groiima (> 1.5 mm)

MuHUMaIBHaA MUKOBasA MPOYHOCTb
Ha paspsis; 15 H

MwuHUManbHaa NMKoBas MPOYHOCTb
Ha paspbiB: 15 H

AuctanbHas  yacte  KIY  He
3armbaeTcAd npu paguyce m3rmnba
15/'Mm

W3nenve gomkHo Bbifepxueats 0.5
060po ra 6e3 oTka:}a

V3genve fomkHO Bbigepxueas b 0.5
obopoTa 6e3 0Tkasa

BnauMocTb— MeULIMHCKOE W3ANE UMEET PEHTIEHOKOHTPACTMbIA KOHUMK-
V1 BXOAHOVA MOPT 4191 MAEHTUGMKALMIA MO, PEHTIEHOCKOMUYECKUM KOHTPONMEM

i MeTannmueckne KOMMOHEHTHI uspenus XCTOVILIVIBI:I K KOppo3un BO-Bpemsa

p
NMPUMEHEHNA, TPAHCMOPTUPOBKK U xpaHeva BCOOTBeTCTBVIVI Cco CTaH,qapTOM

ISO 10555-1

1 [laHHoe m3genvie NpeaHasHayveHo TOMbKO AN1F OAHOKPATHOrO MCMo/b30BaHNA.
2. N3penvie ABnseTes CTepUbHBIM.

3. CT1epnnn30BaHo-3TUIEHOKCAOM.

4. [apaHTVPOBaHHbINA \ poBeHb cTepubHocTK (MYC) - 107

5. CpoK COxpaHeHNs CTepUIbHOCT COCTaB/ISAET 2 TO/a.

6. lNepBNYHAA yNakoBKa CTepuIM3oBaHa B COOTBETCTBUM € ISO 11607.

YCNOBUA-TPAHCIOPTUPOBAHUVA U XPAHEHUA

PekOoMeHAYETCA XpaHWN b B NPOX/T1a4HOM, CYXOM, TEMHOM MECTe.

OcHOBbIBasiCb Ha TemnepaType, KOTOPOM MOABepiasiocb U3denve ~BO BpeMs  UCMbITaHWA,
PeKOMEHAYETCA XpaHWUTL m3genve npu temnepartype ot 15 °C go 30 °C B.TeYeHWe CpoKa rofHOCTU.
TemnepaTypHble OTKIOHeHNs [0 -35(°C B TeueHue 2 AHeil M go 55°C B TeueHue 75 [HeW
NOATBEPXKAEHb! UCTbITAHUAMM.

CPOKropgHocTtH

JocTynHo no 3anpocy

Peructpainma MU B Pocampasramsope
www.nevacert.ru | info@nevacert.ru



MpunoxxeHne K MHCTpyKuun no akcnyatauum M975890A001
KaTeTep NpOBOAHWKOBLIA YAMHUTENbHBIA Telescope

2 ropa.

MOPSAOK 1 YCNOBUA YTUIMSALWN UM YHUUTOXKEHVSA MEAMIUHCKOIO
V3OENNA

Mocne WCMNOMb30BaHNA 3TO W3LENME MOXKET MPEACTaB/ATb  MOTEHLMa/IbHYHO (. OMO/OT MYECKYHO
oracHocTb (Knacc onacHocT B B cootBeTcTBUM ¢ CaHlnl 2.1.7.2790-10). Bce RoA06GHbIE M3aenns
cnegyeT YTWIM3MPOBATb B COOTBETCTBMM C  OOLLEMPUHATON  MEAWUMHCKOA NPaKTUKON 1
MPUMEHVMbIMWA  MECTHBIMM, TOCYZAPCTBEHHBIMU W (hefiepaibHbIMA  3aKOHaMWU-V  HOPMATUBHbLIMU
MOMOXEHVAMMN.

YCJ10BNA SKCTJTYATALUN

W3penms  moryT  MCnonb3oBatbCs B CTAHZAPTHbIX YC/OBUAX  OMEPaLyoHHON B GOMbHMLE.
JononHuTtenbHble TpeboBaHMA K COOPKE;.YCTaHOBKE Wi 0OC/TY)KMBaHWUKO OTCYTCTBYHOT.

WM3penve npefgHasHaueHO /19 MPUMEHEHWSt 00yYeHHbIM MEOULWHCKAM TEPCOHA/IOM B YC/IOBUAX
OrepaLyiOHHON: MpM KOMHATHOW TemfepaType Bo3ayxa (0T 18 °C) He Bblle 25 °C, 0THOCUTE/NbHOIA
BlaXKHOCTW A0 75 %, aasneHun ot,86.0 o 106,0 Ki/a.

MEPEYEHL  HAUVOHAJIbBHbIX W MBEXOYHAPOOHbLIX  HOPMATUBHBIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETECTBYET MEAVNLUMHCKOE
V3OEJTNE

Ne ctaHgapTa Ne pefjakuun, — HasBaHve CTaHapTa

EN ISO 14971 2012 . Mepouum[ickve n3gennd - \ npasneHve puckamu
MPUMEHTENIbHO K MeguUMHCKUM n3germam (1ISO 14971:2007 ¢
rnonpaskamu ot 0L okTa6ps 2007 r.)

EN ISO 20150 UncTble MOMELLEHNS ¥ CBA3aHHbIE C HUMK KOHTPOMVpYyeMble
14644-1 cpembl. Yactb 1 ~Knaccumkaums 4MCTOTbI  BO3@yxa Mo
KOoHUeHTpaummn yaetiy, (1ISO 14644-1:2015) i
EN ISO 2015r. UnCTble NMOMELLEHAA U CBA3AHHbLIE C HUMW KOHIPO/MpyeMble
14644-2 cpeabl. Yactb 2 Tekylmin KOHTPONb N8 MOATBEPXKAEHNS

MOCTOAAHHOIO /- COOTBETCTBMS ~ YMCTOTbl ( BO3dyXa MO
KOHUeHTpauwm Hactuy, (ISO 14644-2:2015)

ENISO 13485+ 2016 n MegyumHckve msgenms. CucTeMbl  YMPaBAEHWS  KayecrBOM.
JIC:2016 n TpebosaHus f1a Leneli perynnposaHms (1SO+13485:2016)
AC:2018
EN ISO 2013+A1:2017 BHyTpucocyaucTtole Katetepbl. CTepu/isHblE W 04HOPA30Bble
10555-1 Katetepbll Yactb 1 O6wpe TpeboBaHna (ISO  105>>
1:2013/A1:2017)

ENISO 11070 2014+A1:2018 BHyTpucocyaucTble WNHTPOAbHOCEPH). AWnaTaTopbl n
NPOBOAHMKN OfHOKPATHOro MpUMEHEeHUs CTepunbin..e. Bmp..,
n3panve (ISO 11070:2014/A 1:2018)

EN-62366-1 2015 r. MeaupHckme n3aenms. Yactb 1 ilpii\ieii.ini’
MPOEKTVPOBAaHNA  MEOUUMHCKAX>  M3Oe/MiA €  XY.K.M
3KCNnyaTauyioHHOM NPUroAHOCTHA
(1EC 62366-1:2015)

JocTynHo no 3anpocy

Peructpainma MU B Pocampasramsope
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MpunoxeHve K VHCTpyKummn no akcnnyataumy M975890A001
KaTeTep NpoBOAHUKOBBIN YA/IMHUTENBHLIA Telescope

EN ISO
11607-1

EN ISO
11607-2

EN ISO
152231

EN 1041

EN 556-1

EN ISO 11135
ANSI/AAMI
ST72

EN ISO
11737-1

EN ISO
11737-2

ISO 14161
EN 1SO
10993-7

EN 1SO
10993-1

EN ISO
10993-4

EN ISO
10993-5

2017 r.

2017 r.

2016 ..

2008+Al:2013

2001 AC;2006

2014 r.

2011/(R)2016

2006/AC:2009

2009)r.

2009 r.

2008/AC;2009

2009/AC:2010

2017 .

2009 r.

A(OCUN11110 Ho wnpocy

Peructpainma MU B Pocampasramsope
www.nevacert.ru | info@nevacert.ru

YnakoBKa A1 MEOQUUMHCKUX — W3Ae/MKA,  [OAIeXalLmx
(WHUWHOM  cTepumzaumm.  Yactb 1 Tpe6osaHus K
marepuasiam, CUCTeMaM 3aLLMTbl CTEPUILHOCTM U YNaKOBOYHbLIM
cuctemam (ISO 11607-1:2017)

YnakoBKa 1 MEQUUMHCKUX — W3OENWIA, ) MOLSIEXALLMNX
(MHWLIHONM CTepunm3aumn. Yactb 2. TpeboBaHMA K Ba/mpaLmn
MPOLIECCOB  (POPMMPOBaHKS, repmeTusaumn.n céopkm (1SO
11607-2:2017)

MegvupHckme  m3genmd.  CUMBONBI, | ~APUMEHSAEMbIE  MPU
MapKWPOBKE MEAVLIMHCKUX W3LEMNIA, & Takke B 3TUKETKaX WU
CONPOBOANTENBHON  AOKYMeHTaumu. © ~Uacte 1 (Towye
TpeGoBaHua (ISO 15223-1:2016)

WHdopmauwms, nocTaBnsemas M3r@TOBUTENEM  MeAVLIMHCKUX
n3genmii (EN 1041:2008m 1)

Crepynmzaups  MeOUUMHCKMX =~ usaenmid.  TpeboBaHMst K
MEAVLMHCKAM U3LENNAM KaTeropu «CTepuibHble». Yacsb 1
TpeboBaHUA K  MEAVUMHCKAM  M3LENNAM,  NOLSIeXaLmm
(OVHWLLHOWN CTepunm3aLn.

Crepyimsaups - MeQUUMHCKAX — m3genmin.  Okeug  arunena.

TpeboBaHMA K pa3paboTke, (Bambaumn 1 TEKYLLEMY KOT POJItO
npoLecca cTepumsaumn MeguumHekmnx msgenmid (ISO - 11135:
2014)

BakTepuanbHble  3HAOTOKCWMHbI.  MeTOodoMorMa  MUCrbIraHWUiA.
perynspHbIA MOHUTOPUHE, Y1 a/lbTEPHATMBbI UCMbITAHUIO MapTUiA
Crepunmzaums MeAUUUHCKMX 13fennii. Mukpoouonormseckme
MeTogbl. Yactb 1 OueHka MonynauumM MMKpPOOPraHmsMoB Ma
m3penmsax (ISO 11737-1:2006/Monpaska 1:2007)
Crepunmsaumns MeAMUMHCKMX 13fenmid. MUKpoburosiormyeckme
MeToabl. YacTb 2. VicnbiTaHNA Ha CTepPUIbHOCTb,( MPOBOAMMbIE
npy Ba/mpaLmn-ApoLieccos ctepunmsaumm (1SO 11737-2:2009)
Crepunusaunst’, -MeauUMHCKOA  npoa}kumn. (Bronormnyeckue
MHAMKaTOpbI.S PYKOBOACTBO MO BbIOOPY, MCNO/b30BAHUIO U
MHTepnpeTawun: pesynsbtatos (1ISO 14161:2009)

OueHKa 6MOMOrNMYECKOro eACTBUA  MELULMHCKUX  U30eNNA.
Uactb 7. OcTatouHoe cofepxaHue 3TUNeHOKCUaa nocne
ctepunmnsaupm (ISO 10993-7:2008/Monpaska 2009)

OLEeHKa - 610MIOrMYECKOro  eNCTBMA  MEAULMHCKUX  U3LENNIA.
Uactb=1. OueHKa 1 MCMbITaHWA B paMKax.npoLecca yrpas/ieHus
prckamm (ISO 10993-1:2009)

OugHKa 61ONOrNYECKOro AeNCTBUS ~AMEAULWHCKX  U3LENNIA.
Uacts 4. Bblbop vCribiTaH!iA, OTHOGALLMXCA K B3aMMOAEVCTBUIO
c KpoBbto (ISO 10993-4:2017)

OueHka 610I0rMYeCKOro AencTBiA MEeAUUMHCKUX W3OENWIA -
YacTb 5. McnbiTaHns Ha LMTOTOKCUYHOCTb B /12a60PATOPHbIX
ycnosumax (lSO 10993'52009)



MpunoxeHuve K NHcTpyKummn no akcnnyatauum M975890A001
KaTeTep NpoOBOAHMKOBLIA YAIMHUTENbHLIV Telescope

OueHKa 61ONOrNYecKoro [AeiCTBUS MeAVULIMHCKUX J U3AENIA.

%993_10 IS0 2013 . Uactb 10. McnbimaHna Ha pasfpakeHne n CeHcubunmsaumio
Ko (1ISO 10993-10:2010)
EN 1SO OueHKa OMONOrMYecKoro [AenCTBUS MEOULMHCKAX W3AENWIA.
2018 r. Yactb 1]. McnbiTaHMs Ha CUCTEMHYHO TOKCMYHOCTL (1ISO 10993-
10993-11 )
11:2017)
OueHKa 6KMOMOrNYECKOro [eNCTBUS MEAMLMHCKUX  U3AENNA.
EN ISO
10993-12 2012 r. Uactb 12, TlMogrotoBka npo6 W KOHTPOJbHblE 06pasLbl
(ISO 10993-12:2012)
OugeHKa 61onornyecKoro AencTeus MeQULMHCKUX  U3AENNIA.
EN ISO o
10993-17 2009 r. Uactb “=1/. YCTaHOBNeHWe TMOPOroBbIX 3Ha4YeHUN  ANd
BbIMblBaeMbIX BeLLecTB (ISO 10993-17:2002)
OueHKa™ 610M0rMYecKoro  AencTBrs (MEAVNLMHCKUX U3AENNIA.
EN ISO .
10993-18 2009 r. Yactb) 18, ViccnepoBaHne XUMWMYECKMX CBOUCTB MaTepuasios
(1S©-.10993-18:2005)

rapaHTuiiHble ob6a3aTenbCcTBa

Cpok rogHocTn (MHhopMauyst yka3aHa Ha MapKUPOBKE MeAULMHCKOr0 13fenns)-2 roga

Otka3 oT rapaHTnn cornacHO MHCTPYKUWX HO 3KCnyatauyn. . .
HECMOTPA HA TO, YTO KATETEP MNMPOBOAHNKOBbLIVYONNHUTE/IbHBIV, OAJIEE
VMEHYEMbI «MPOAYK [ NMPOM3BOANTCA B TLWATE/IbHO KOHTPOJ/IMPYEMbBIX
YCNoBNAX. KOMIMAHNA «MEATPOHNK» N EE ®UTMASIbl (BMECTE «MEDTRONIC»)
HE MOEYT KOHTPOJIMPOBA b YCJIOBUA SKCTUTYATALNN MPOAYKTA. HO3IOMY
KOMIMAHVA  «<MEATROHMK»  OFKA3BIBAETCA/OT BCEX TAPAHTUW! 1bI\
ObA3ATE/IbCTB, KAK/MPAMbBIX. TAK 1 OMNOCPEQOBAHHbBIX. MO OTHOLLL MK > K
OAHHOMY  TPOAYKTY. BK/MOYAA. HO HE™ OIrPAHUUYMBAACH JTKOBbIMIA
OMOCPEAOBAHHBIMWA  TAPAHTUAMW  HPUITOOHOCT - A1 MPOOAXW ™ mill
COOTBETCTBUA KAKOW-TMBEO ONMPEAETEHHOW-LIE/TN.

KOMMNAHWA MEDTRONIC HE MECET OTBETCTBEHHOCTW MEPE/L, THOBbIM:. 11MIKOM
WA OPFAHV3ALEA 3A PACXOAbl HA MEOULIMHCKOE OBCAYXXVBALIIL “1MIT :\
JIFOBbIE MPAMBIE:~C/TYUYANHBIE WA OMNOCPEOOBAHHBIE YEbITK. BO3WLL 1I..... "
PE3YJIBTATE JTKOEOIO NCIOJIb3OBAHNA, AEPEKTA. bIEVCINPABL KOC 111 , .......... » 1y
PABOTE OAHHOIO TMPOAYKTA. BHE 3ABUACUMOCTW OT TOIO. (czton.\ju. -Im
BAFBNEHVE (© TAKUX YBbITKAX HA TAPAHTUAHBIX ObS3L IMUA X \ n
KOHTPAKTE; MPAXIAHCKNX MPABOHAPYLLEHNAX | IV IP il
OBCIOATEJIBCTBAX. H/A OAHO NNLO~HE WMEET nonHomouyun ( WLilin vik
KOMIMAHMKO MEDTRONIC KAKUMW-JINBEO 3AABIEHNAM WIA (T\P\1111 i IM i ih»
OTHOLWEHWIO K JAHHOMY TMPOAYKIY:

BbiLLen3io3KeHHbIE  UCKMHOYEHUS U OorpaHuyeHna He MoryTt MoHMMan.oL s v N-N UT.UMMI U
TakKM 06pa30|V|, YTOOblI NPOTUBOPEYHNTL 00513aTeNlbHbIM  MOMOXKEHUAM F10TU UK M ............

HopM. ECAM kakas-nmbo YacTb WM YCIOBME JAHHOTO OTKA3a 0T  ...ocwseeeneenne. ne"n
KOMMETEHTHOr0 CyJa He3aKOHHbIMU, (He MMEOLMMM  BO3MOXKHOEI M <T\imi. umnum * iun
nojadu- nUcka WM NPOTUBOPEYALLAM) MNPUMEHAEMOMY 3akonn miv U™ 11 @ innn  iny,

HacTOALLIEro OTKa3a OT rapaHTN COXPAHSAET CBOHO HopMANUecK\to en \\
CEPBVCHOE OBC/TY>XXBAHUE K/ITMEHTOB

KoHTaKTHasi HopMaLys:

[locTynHo o 3anpocy
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Mpunoxenwne K Nmcrpykumm Ho )Kciuyaiimmi M9)7589()/1()01
KaTeTep NpoBOAHVKOBLIA YAAMHUTENbHLIV Telescope

Mo BcemM BOMpOCaM, BK/KOYasl Xanobbl Ha MPOAYKLMIO, PEMOHT M TEXHWUYECKOE OOCAYKVBAHME.
o6palLiaiiTech K otmLanbHOMY MpeacTaBuTeNto B Poccum:

000 «MeATPOHMK»,
123112, r. Mocksa, MNpecHeHcKas Hab., 4. 10, atax 9, nom. 111 komHara 41

Ten.: (495) 580-73-77, thakc: (495) 580-73-78.
www.medtronic.ru

NognucaHo OT MMEHN KOoMMaHUN «MeaTpPOHUK VIHK.»
Maiik "pyH
CrapLumii pykoBoauTeNb OTAeNa HOPMATUBHO-MPABOBOrO pery/iMpoBaHis

Moanuce:

Jara:

Jocrynno no 3anpocy
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[j’\C/ﬂ [LLAHHOTO fOKYMeHTa nepeBén nepesofgunmk Paxumkynos 3nbpaap Cepkanmesny, 3HaHNe MHOCT PaAHHOTO
A3blka.'MasTBep>X gat, BbiNoNHEHHbIA NepeBos ABAAeTCA NPaBUNAbHLIM, TOYHbLIM W NONHbLIM.

Poccuiickaa ®depepayun
Fopog Mocksa
LBapuaTb YeTBEPTOro Aekabps gBe ThicAYM ABajLaTOro roga
A, ToHKuH AMuTpuit Banepbesny, HoTapuyc ropoga MockBbl, CBUAETENbCTBY0 NOAIMHHOCTb-AC
nepesofunka Paxnumkynosa dnbfapa Cepkanvesunya.
Mognuce chenaHa B MOEM MPUCY TCTBUN.
JInyHoCcTb nognucasLuero JOKYMeHT yCTaHOB/eHa. &

3aperw™™agpaHo speecTpe: M 77/2079-H/77-2020-+/C
B3bl0ak~r~crayw T Ben uno (norwpnd y)MMO -y §:---------- 1
"My AyutMaow zanne yenybnpaso®orcl i TexHnyeckoro xapakTepa: 300 py6.

re Mbpwsz "’/ ~ 1

_08\. [.B. ToHkuii
I- ARy 0

1 P -

L0 N e

BcergTpolwHypesaHo, np0X{ymeposaHo
ncKpew”ftorimam™ " 15 ancT

HoTapuyc \
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