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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 isa true and original document.

Yours sincerely.

Signed on behalfof Medtronic Inc. Date:
Mike Green

Senior Regulatory Affairs Manager

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

original document, The original is filled at Medtronic, Inc.
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Appendix to the Instruction for use M975890A00)
Telescope Guide Extension Catheter

The information specified inmeAppendixmﬂaelnsmimforuseisapﬁoﬁtyonﬂwtenhmyoflhe 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 with guide 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 10, the following
adverse effects:

* Death

* Embolism

* Slow-flow

* Foreign body in patient

* Stent dislodgement

* Thrombus

* Vessel dissection

» Vessel perforation

* Occlusion (CVA/M|/spasm)

* Aneurysm

* Avulsion

* Reaction'

* Infection

* Blood losshemorrhage/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 CONTENTS/QUANTITY OF CHAMFERED SHELF CARTON:

1. Telescope Guide Extension Catheter — |
2. Instructions for Use - |

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

Available upon request
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Appendix to the Instruction for use M975890A001

Telescope Guide 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:

Country of origin;

Non pyrogenic

Sample of the sticker:

Name of the manufacturer;

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)

Name of medical device Telescope Guide

@- Extension Catheter, variant

: : Manufancturer: Code UPN
Country of origin: | Code CFN
Manufacturer’s authorized representative::
Regestretion Certificate Ne or
Date of See IFU
manuf../LotUBD: See packaging symbols
See on pack

MAIN TECHNICAL DESCRIPTION

PRODUCT o
CHARACTERISTIC 6F (specifications with tolerance) 7F (specifications with tolerance)
Effective Length 150cm +2cm /-5 cm 150cm+2cm /- 5¢cm
Weight 35¢g 35¢
Maximum Tip ID/ inner Diameter “ "
(ID) distal section 0.056" (1.42 mm) 0.062" (1.57 mm)
Maximum Tip OD/ Outer ., -
Diameter (OD) distal section 0.070" (1.78 mm) 0.078" (1.98 mm)
Distal Catheter Length , ]
(Distal Tip to start of Entry Port) 251 mm + 9.6 mm /- 8.6 mm 251 mm + 9.6 mm /- 8.6 mm
Tip Length 22mm+ 0.5 mm 22mm=z=05mm
Length of Entry Port 40 mm £ 5 mm 40 mm £ 5 mm

Available upon request
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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
occurs

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 accordance 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 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%, a pressure of from 86.0 to 106.0
kPa.

THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

Standard # Revision # Title of Standard

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

EN ISO 2015 Cleanrooms and associated controlled environments — Part |:

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

ENISO 2015 Cleanrooms and associated controlled environments — Part 2:

14644-2 Monitoring to provide evidence of cleanroom performance related
to air cleanliness by particle concentration (ISO 14644-2:2015)

EN1SO 2016 & AC:2016 | Medical Devices - Quality Management Systems - Requirements tor

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

EN I1SO 2013+A1:2017 Intravascular catheters - Sterile and single-use catheters — Part |.

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

EN SO 2014+A1:2018 Sterile single-use intravascular introducers, dilators and guideswie .

11070 - Second Edition {(1SO 11070:2014/A1:2018)

EN 62366-1 2015 Medical devices - Part 1: Application of usability engincering to
medical devices
(JEC 62366-1:2015)

ENISO 2017 Packaging for terminally sterilized medical devices -- Part |

11607-1 Requirements for materials, sterile barrier systems and prh.aeone
systems (1SO 11607-1:2017)

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

ENISO 2017 Packaging for terminally sterilized medical devices —-Part 2:

11607-2 Validation requirements for forming, sealing and assembly
processes (ISO 11607-2:2017)

EN ISO 2016 Medical devices- Symbols to be used with medical device labels,

15223-1 labelling, and information to be supplied — Part I: General
requirements (ISO 15223-1:2016)

EN 1041 2008+A1:2013 Information supplied by the manufacturer of medical devices (EN
1041:2008+A1)

EN 556-1 2001 AC:2006 Sterilization of Medical Devices - Requirements for Medical
Devices to be Designated “Sterile” — Part |: Requirements for
Terminally Sterilized Medical Devices

ENISO 2014 Sterilization of health-care products - Ethylene oxide -

11135 Requirements for the development, validation and routine control of
a sterilization process for medical devices (ISO 11135:2014)

ANSIVAAMI | 2011/(R)2016 Bacterial endotoxins—Test methods, routine monitoring, and

ST72 alternatives to batch testing

ENISO 2006/AC:2009 Sterilization of Medical Devices — Microbiological Methods —

11737-1 Part 1: Determination of a Population of Microorganisms on
Products (1SO 11737-1: 2006/ Corr 1:2007)

EN ISO 2009 Sterilization of Medical Devices — Microbiological Methods —

11737-2 Part 2: Tests of Sterility Performed in the Definition. Validation
and Maintenance of a Sterilization Process (ISO 11737-2:2009)

1SO 14161 2009 Sterilization of Health Care Products — Biological Indicators —
Guidance for the Selection, Use and Interpretation of Results (ISO
14161:2009)

EN ISO 2008/AC:2009 Biological Evaluation of Medical Devices — Part 7: Ethylene Oxide

10993.7 Sterilization Residuals (1SO 10993-7:2008 (Corr 2009)

EN ISO 2009/AC:2010 Biological Evaluation of Medical Devices — Part 1: Evaluation and

10993-1 Testing within a risk management process (1SO 10993-1:2009)

EN ISO 2017 Biological evaluation of medical devices — Part 4: Selection of tests

10993-4 for interactions with blood (ISO 10993-4:2017)

EN ISC 2009 Biological evaluation of medical devices — Part 5: Tests for in vitro

10993-5 cytotoxicity (1SO 10993-5:2009)

EN ISO 2013 Biological evaluation of medical devices — Part 10: Tests for

10993-10 irritation and skin sensitization (1SO 10993-10:2010)

EN ISO 2018 Biological evaluation of medical devices Part 11: Test for systelii ic

10993-11 toxicity (ISO 10993-11:2017)

EN ISO 2012 Biological evaluation of medical devices — Part 12: Sample

10993-12 preparation and reference materials (1ISO 10993-12:2012)

EN 1SO Biological evaluation of medical devices - Part 17: Establishment

2009 of allowable limits for leachable substances (ISO 10993-

10993-17
17:2002)

EN ISO 2000 Biological evaluation of medical devices - Part |8: Chemical

10993-18 Characterization of materials (1SO 10993-18:2005)

Available upon request
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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. EXPUNSES OR
ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES CAUSED BY ANY USE, DEFECT, FAILURE
OR MALFUNCTION OF THE PRODUCT, WHETHER A CLAIM FOR SUCH DAMAGES IS BASED UPON
WARRANTY, CONTRACT, TORT OR OTHERWISE. NO PERSON HAS ANY AUTHORITY 70 BIND
MEDTRONIC TO ANY REPRESENTATION OR WARRANTY WITH RESPECT TO THIE PRODUCT.

The exclusions and limitations set out above are not intended to and should not be construed so as to contravene
mandatory provisions of applicable law. If any 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 service of medical devices the Authorized
Representative in Russia:

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

Signed on behalf of Medtronic Inc.
Mike Green

Sr. Regulatory Affairs Manager
Signature:
Date:

Available upon request
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[MepeBog, ¢ aHrNIACKOTO S3blKa Ha PYCCKN 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 NpenbaBneHuns no \iecT\ TpeboBaHWS

«MefTpoHVK.  VIHK.», KOopropauus, Y4ypexaeHHad B COOTBETCTBUM C 3aKOHOAATENbCLBOM
CoeymeHHbl.X LLITaToB AMEPUKW, C OCHOBHLIM MECTOM OCYLLIECTB/IEHUA NEATENbHOCTU WO afpecy:
710 MeaTtpoHuK [Mapkysit. MwuHHeanonnce, MuHHecota 554a2, CLUA. BbiCTynas B KayecTse
omLManbHOrO NPOM3BOAUTENSA U3fenns «KaTeTep MPOBOAHMKOBLIA YAMHUTENbHLIA lelescope»
HacCTOSILLMM MOLTBEPXKAAET, YTO MpuiaraeMas [OKYMEHTauWst SBMIAETCA BEPHbN W 10YHbIM
OPUTMHa/IOM [JOKYMEHTA.

C yBaxKeHvem.

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

Maliik 'puH

CTapwuii  pykoBoAUTENb  OTAena  HOPMATMBHO-
NpaBoBOro perynmpoBaH 1

[WTamn:

BbicTynas B KayecTBe 3apermMcTpypoBaHHOro HoTapuyca LTata MWHHecoTa, S HaCTOALLMM
YA0CTOBEPSALO, YTO HACTOALLMIA [OKYMEHT SBNSETCA BEPHON M TOYHON KOMWEN OpurmHaia JOKYMeHTa.
OpurnHan XpaHuTcst B KOMMaHnM «MeATPOHUK. VIHK.».]

Inognuce! 05 pekabpsa 2020 .

[WTamn:

bxeHHVep Kacnep Cwvut

Norapunyc — MuHHecoTa

Mos nuueH3uns aeincTeutenbHa Ao 31 aHeaps 2025 r.]
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Mpuiowenue k MHcTpyxuim no skcnayaraunn M975890A001
Katevep nposoaHHKoBbl il y LmuuTesHulii Telescope

Hudopmauns, ykasanas 8 Tlpuioaenne k HHCTPYKUMI BO SKCILIYaTaUNK, ABIACTCA NPHOPHTETHOH HA TEPPITOPHK
Poccriickoii @eaepaiins

IMpunoxenne Kk UACTpyKUMK NO IKCMITyaTaLHu

. e

KateTep npoBoAHUKOBbIii yiuHHTe bHBH Telescope

HASHAYEHUE MEJAHUHHCKOIO H3AE. THA

Katerep npoBoannkoselii ¥ 11nHureIshbli Telescope npe.masiaich [List HCROB3ORANNA CORMECTHO
¢ IPOBOIHHKOBBIMH KATCTCPAMM [LIA J0CTYNA K ORPEICACHNHRIM Y HACTRAM KOPOIAPHAIA H/NAN
NEPHPEPHULCKHN COCY.108 I 1A ODALHILINS PAIMEICHHA HHTEPBCILIOHHBIN NCTPOICTR.

HEKETATEJIBHBIE SIBAFHMA (IIOTEHUUA IbHBIE OCTOXHEHNA)

[oTeHUMAIBHIC DPOOISMBL.  CONPOBOXIAOINE  HCIHOIBIOBANKE  KATCTEP  HPOBOIHUKOBOTO
A LMINTEARHOTO. BKIIONRKOT, B YACTHOCTH. €I} IONIHC HEKEIATCILHBIC Wperiwi:

* Cmeprh

* Inboana

* 3aMC. LICHHE KPOBOTOKA

» {HOPOIHOC TCO B OPTAtIiIMe HAINCHTA

o CMeimenme crenta

* Tpomd

* PaccaoeHne cocy 1a

* 1 lepdopaitng cocy 1a

» OKKMO3MA (OCTPOE HAp) WICHIE MOTOBOTO KPOSOOGPAINCIN WHBAPKT MHOKAP/CNAsM)

* AHCBpH3VA

* ABN.ILCHS

* Peakums’

* Hudexns

* KpORONOTEPA/KPOBOTCUCHHE/TEMATOMA (OCI0KNCHHS B MECTE COCY . LILTOTO aocTyna)

o [ToHeuHas HEOCTATORHOCTh (HEDPONATHS. HIIVIUIPOBIAHNAS KOHTPACTHHIM BCILCCTROM)
BO3SHHKHOBCHNE  NEPCHHCICHHLIN  BBIUC  OCIORHCHHIT  MOKCT NOTPESOBATL  XIPY PrHHCCKONo
BMCLIATEABCTBA,

TALICPrHMECKAR PCAKUMA MOACT BOIHKHY Th 13-33 HEBHIHMOIO HOCTOPORNHCIO BelileciBa. NHAHHCCKOIO BELUSCTBA.
1BEPIBIX HACTHIL KW KKAPCTEA RO BPCUA HPOUCTI PO HCTONALIORIHIA Karerepa NPORLIHHKOBOIG Y LUTSITC LI O
Telescope. Pazapamenie. 331, CHINk, MCCTHAZ PEAKUAA, BOCTIAICHHC KOKM H pasipaAchne RKOAH = BCE ITO BOMOKIIbIC
PEAKIIH HA NOTEHLIATLHY 0 ONACHOCTH (HANPHMCP. HAPY INEHHE CTCPHIBHOIT Gapeepa).

COAEPKHMOE YMNAKOBKH / KAPTOHHON KOPOBKH CO CKOWEHHO#N
KPOMKOM:

I, KaTetep npoBoIHHKOBLI y.LMuNTEAbHBIE Telescope - 1 wr.
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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 TOTOBOro M3genuna  [ia pOCCVIVICKOI'O PblHKa COMNpPoBOXXAAETCA  AOMOJHUTENBHLIM

CTUKEpPOM.

13penus, NocTas/isiemble B YINAKOBKE, COAEPXKAT CrIEAYHOLLYHO BO3MOXKHYH MH(OpMALVO:

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 COOTBETCTBMM POCCUCKMM CTaHdapTaMm;

MpeaynpexaatoLime 1 MHPOPMALVIOHHbIE CUMBO/bI M NMPEAMINCAHUS (ECAI NPUMEHMMO):

ANVPOreHHo.
O6paseL CTvKepa:
HavimeHoBaHWe MeLMLMHCKOro n3penns «Karetep
MPOBOAHUKOBLIA  YAAVUHUTENbHLIA  Telescope. BapuaHT
NCMO/HEHWS»
[MNponssoauTens: Koz UPN

CrpaHa npomncxoXaeHus: Kog CFN
OthmupanbHbIA NpeAcTaBUTE b NMPOV3BOAUTENS:
PeructpaunoHHoe yaoctoeepeHme No  OT
[Hata

[0: CM. Ha yrnaKoBKe

XapaKTepucTuka u*aenus 6 Fr (cneyndukaLmm ¢ oNycKoMm)
150cm - 2¢ecm -5¢cm

a5r

AhheKTnBHAA AMHA

Macca

MakcumasbHbliA BHYTPEHHWI
avameTp (B) KOHYMKa/BHYTPEHHWUIA
AnameTp (BM) anctanbHOro cermeHTa
MakcuMarbHbIi HapyXHbIli gnameTp
(HO) KoHYMKa HapLKHbIA  anameTp
(HA) anctanbHOro cermeHTa

[nvHa ancTanbHOM dacTu KaTeTepa
(OT AMCTaNbHOrO KOHYMKa 40 Havana
BXOJHOI0 MnopTra)

[/MHa KoHurKa

[nvHa BxofHoro nopra

Mpothnnb OCHOBHOI YaCTW KaTeTepa
(nonHOCTbIO TPY6UATHIA NPOdnb)

0,056 gtovima (1.42 Mm)

0.070 groiima (1.78 Mm)

251 »m ™ 9.6 Mm - 8,6 MM
2.2 vm + 0.5 mm
40 MM = 5 MM

0,019 groiima + 0,0001 groiima  (0.48
mm t 0.0025 mm)

[ocTynHo no 3anpocy

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

CM. MHCTPYKUMIO MO 3KCrTyaTauum
npowu3B./cepus/ucnonb3oBarb  CM. CUMBO/IbI Ha YMakoBKe

7 Fr (cneundurkaumm c 4onycKom)

150cm +2cm /- 5em
35r

0.062 groiima (1.57 mMm)

0.078 groiima (1.98 mMm)

251 Mm + 9,6 mm /- 8.6 Mm

22mvi 0.5 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

° £ COBMECTMMOCTb C MPOBOAHWUKOM
COBMECTMMOCTb C MPOBOAHVKOBLIM |
KaTeTepom
PacnonoxeHue
(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

MaRKERa

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 atoiima (> 1,4 Mm)

MuH/Ma/IbHasA MUKOBAs MPOYHOCTb
Ha paspbis: 10 H

MvHVMaIbHasA  MWKOBas MPOYHOCTb
Ha paspbiB: 10 H

JAunctansHas YacTtb KMy  He
YCTOWYMBOCTb K M3rUOY 3arnbaetcs nmpu  paguyce  M3ruba
115 mm

JIVHEMHbIA KPYTALWIA MOMEHT

T3paLlaromii MOMeHT i

XapaKTepuUCTUKN
PEHTTeH KOHTPACcTHOCTH

Koppo3noHHas CToMKoCTb

CTEPNNNSALNA

V3penve [omkHO Bbigepxmsatb 0.5
06opoTa 6e3 oTKasa

V3penve fomkHO Bbigepxmsatb 0.5
o0opoTa Oe3 OTKasa

7 Fr (cneumdukaumm ¢ onycKom)
0,014 proiima (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
>300rc(>29H)

<522 rc(<5,1 H)

<76 rCc(<0,7 H)

> 0,0600 atoiiva (> 1.5 Mm)

MUHMMa/IbHaA MUKOBasA MPOYHOCTb
Ha paspbiB: 15 H

MwuH1ManbHad NUMKoBas MPOYHOCTb
Ha paspbiB: 15 H

AuctanbHas  yacte KIY  He
3armbaeTcAd npu paguyce m3runba
15 mv

M3genve gomkHo Bbifepxueats 0.5
060po ra 6e3 oTka:}a

M3genve [omkHO Bbigepxuneas b 0.5
obopoTa 6e3 0Tkasa

BnauMocTb— MeULIMHCKOE M3aenne UMeeT PeHTreHOKOHTPACTbIA KOHUMK-
V1 BXOAHOVA MOPT 4191 MAEHTU(MKALMIN MO, PEHTIEHOCKOMUYECKUM KOHTPONMEM

i MeTannmueckne KOMMOHEHTbI npenusa XCTOVILIVIBI:I K KOppo3un BO Bpemsa

p
NMPUMEHEHNA, TPAHCMOPTUPOBKN U xpaHeva BCOOTBeTCTBVIVI Cco CTaH,qapTOM

ISO 10555-1

1 [laHHoe m3denvie npeaHasHayeHo TOMbKO AN1F OAHOKPATHOro MCMo/b30BaHNA.
2. N3penvie ABNseTCA CTEPUbHBIM.

3. CTepnnn3oBaHo 3TU/IEHOKCAOM.

4. apaHTMpOBaHHbI \ poBeHb cTepunbHocT (MYC) - 107

5. CpoK CcoxpaHeH1st CTepUIbHOCT COCTaB/ISET 2 roJa.

6. lNepBNYHAsA ynakoBKa CTepuinM3oBaHa B COOTBETCTBUM € ISO 11607.

YC/OBUA TPAHCTIOPTUPOBAHUA N XPAHEHUA

PekoMeHAyeTCA XpaHWN b B NPOX/T1a4HOM, CyXOM, TEMHOM MECTe.

OcHoBbIBasiCb Ha TemrepaType, KOTOpOM MoABepia/iocb M3LenMe BO BPeMs  WCTbITaHWA,
peKOMeHAyeTCA XpaHWUTb u3genve npu Temnepartype ot 15 °C go 30 °C B TeUeHMe CpoKa rofHOCTU.
TemnepaTypHble OTKIOHeHNs [0 -35 °C B TedyeHue 2 AHeil n go 55 °C B TeueHue 75 [HeW
NOATBEPXKAEHb! UCTbITAHUAMM.

CPOKropgHocTH

JocTynHo no 3anpocy
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MpunoxxeHne K MHCTpyKuun no akcnyatauum M975890A001
KaTeTep NpOBOAHWKOBLIA YAMHUTENbHBIA Telescope

2 ropa.

MOPSALOK 1 YCIOBUSA YTWISALIM Nnn YHUUTOXEHUA MEIULIMHCKOIO
V3OENNA

Mocne WCMNOMb30BaHUA 3TO UM3LENME MOXKET MPEACTaB/ATb MOTEHLUMaIbHYIO  OMOJOTMYECKYHO
oracHocTb (Knacc onacHocT B B cootBeTcTBUM ¢ CaHlul 2.1.7.2790-10). Bce nogobHble n3genvs
cnegyeT YTWIM3MPOBAaTb B COOTBETCTBMM C  OOLLEMPUHATON  MEAWLUMHCKON MPaKTUKON 1
MPUMEHVMbIMWA  MECTHBIMM, TOCYZAPCTBEHHbIMU W (hefiepa/ibHbIMA  3aKOHaMU Y HOPMATMBHbLIMU
MOMOXEHVAMMN.

YCJ10BNA SKCTJTYATALUN

W3penms  MoryT  MCMonb3oBartbCd B CTAHZAPTHbIX  YC/OBUAX OMEPaLvoHHON B GOMbHMLE.
JononHuTtenbHble TpeboBaHMA K COOPKe, YCTaHOBKE Wi 0OCTY)KMBaHWIO OTCYTCTBYHOT.

WM3penve npefHasHaueHO /19 MPUMEHEHWst 00yYeHHbIM MEOULWHCKMM MEPCOHAIOM B YC/IOBUAX
OrepaLyiOHHON: MpM KOMHATHOW TemnepaType Bo3ayxa (0T 18 °C) He Bblle 25 °C, OTHOCUTE/NbHOIA
BlaXKHOCTW A0 75 %, aasneHun ot 86.0 4o 106,0 Ki/a.

NMeEPEYEHb  HAUVOHAJIbHBIX U MBEXOAYHAPOAHbLIX  HOPMATVBHbIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVNLUMHCKOE
V3OEJTNE

Ne ctaHgapTa Ne pefjakumn  HasBaHve CTaHAapTa

EN ISO 14971 2012 . Mepouum[ickve n3genna - \ npasneHve puckamu
MPUMEHTENIbHO K MeauUMHCKUM n3germam (1ISO 14971:2007 ¢
rnonpaskamu ot 0L okTsa6psa 2007 T.)

EN ISO 2015. UnCTble MOMELLEHN U CBA3aHHbIE C HUMWU KOHTPO/MPYeMble

14644-1 cpegbl. Yactb 1 Kraccugmkaums 4mMcToTbl  BO3AyXa Mo
KoHUeHTpaummn yactuy, (ISO 14644-1:2015)

EN ISO 2015r. UnCTble MOMELLIEHNA U CBA3AHHbLIE C HUMW KOHIPO/IMpyemble

14644-2 cpeabl. Yactb 2. TeKylpin KOHTPOb A7 MOATBEPXKAEHMS

MOCTOSIHHOrO ~ COOTBETCTBMS  YMCTOTbI  BO3fdyXa MO
KOHUeHTpaumm yvactuy, (ISO 14644-2:2015)

ENISO 13485 2016 n MegyumHckve wmsgenms. CUCTeMbl  YMPaBNeHWs  KayecrBOM.
JIC:2016 n TpebosaHus Ana ueneid perynnposaHmsa (ISO 13485:2016)
AC:2018
EN ISO 2013+A1:2017 BHyTpucocyauctble KateTepbl. CTepunibHble M 0AHOPA30Bble
10555-1 Katetepbl. Yactb 1 O6wpe TpeboBaHna (ISO  105>>
1:2013/A1:2017)

ENISO 11070 2014+A1:2018 BHyTpucocyaucTble WNHTPOABLHOCEPbI. AWnaTaTopbl n
NPOBOAHMKN OHOKPATHOro MPUMEHEHUs CTepunbin..e. Bmp..,
m3paHuve (ISO 11070:2014/A 1:2018)

EN 62366-1 2015 r. MeanumHcKme n3aenms. YacTb 1 ilpii\ieii.ini’
NPOEKTMPOBaHNA ~ MEOUUMHCKMX — M3Ae/MA €  XY.K.M
3KCN/yaTauyioHHON MPUrogHOCTY
(1EC 62366-1:2015)

JocTynHo no 3anpocy
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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 ISO
10993-7

EN ISO
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
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YnakoBKa A1 MEOQUUMHCKUX W3O/,  NOAMIeXalLmx
(WHUWHOM  cTepumzaumn.  Yactb 1 TpeboBaHus K
matepuasiam, CUCTeMaM 3aLLMTbl CTEPUILHOCTM Y YNaKOBOYHbLIM
cuctemam (ISO 11607-1:2017)

YnakoBKa 41 MEQUUMHCKUX — W3OENWA,  MOLIEXALLNX
(MHWLLHONM CTepunm3aumn. Yactb 2. TpeboBaHMA K Ba/MpaLmn
MPOLIECCOB  (POPMMPOBaHKS, repMeTvsaumm n céopkm (1SO
11607-2:2017)

MegvupHckme  m3genmd.  CUMBOMBLIL,  NPUMEHSAEMbIE  TMPU
MapKMPOBKE MEAVLIMHCKUX W3LEMNIA, a Takke B 3TUKETKaX WU
COMPOBOANTENBHON  AOKyMeHTaumu.  Yacte 1 (Towye
TpeboBaHmsa (ISO 15223-1:2016)

WHopmauws, nocTaBnsemas M3roToBUTENEM  MEAVLIMHCKUX
n3pennii (EN 1041:2008m 1)

Crepynmsaumsi  MEOUUMHCKWMX — M3pe/miA.  TpeboBaHMst K
MEANLMHCKAM U3LENNAM KaTeropum «CTepuibHble». Yacsb 1
TpeboBaHWA K MEOUUMHCKUM  U3LENNAM,  MOLSIeXaLLym
(OMHMLLIHOIA CTepunm3aLmn.

Crepyimsaups - MeQUUMHCKVUX — m3genmin.  Okeug  arunena.

TpeboBaHMA K pa3paboTke, BaMbaLMM W TEKYLLEMY KOT POJIO
npouecca CcTepumsaumn MeauumMHCKmMX magenmid (ISO - 11135:
2014)

BakTepuasibHble  3HAOTOKCMHLL  MeTogonorma — UCMbIraHui,
perynspHbIA MOHUTOPUHI Y aNlbTEPHATMBbI UCMbITAHUIO MapTuiA
Crepunmzaums MeAUUMHCKMX 13fennia. Mukpobuosnormyeckme
meTogbl. Yactb 1 OueHka MonynaumMmM MMKpPOOPraH13MoB ra
m3penmsax (ISO 11737-1:2006/Monpaska 1:2007)
CTrepunmsaums MeAULMHCKMX u3fenmid. MuKpobuonormnyeckme
MeToabl. YacTb 2. VcnbiTaHNA Ha CTePUIbHOCTb, MPOBOAMMbIE
npy Ba/mMaaLUmm npoueccos ctepunmsaumm (1ISO 11737-2:2009)
Crepunmsaums  MeAMLMHCKOA  MPOA}KUMW.  Bronormnyeckue
MHAMKATOpbl. PYKOBOACTBO MO BbIOOPY, MCMO/Mb30BAHUIO U
MHTepnpeTaummn pesynbtatos (1ISO 14161:2009)

OueHKa 61OIOrMYecKoro [eicTBMA  MELULMHCKUX  U30ENNA.
Uactb 7. OcTatouHOe cofepaHue 3TWIeHOKCUaa nocne
ctepunmsaupm (ISO 10993-7:2008/Monpaska 2009)

OueHKa 61OMIOrMYECKoro AeMcTBUA  MEAULMHCKUX  U3LENNIA.
Uactb 1 OugeHKa 1 MCMbITaHWS B paMKax npoLecca yrpas/ieHus
prckamm (ISO 10993-1:2009)

OueHKa OK1ONOTNYECKOro AeNCTBUS  MEAULWHCKMX  U3LENNIA.
UacTtb 4. Bbl6op MCribITaHUiA, OTHOCALLMXCA K B3aMMOAEVCTBUIO
¢ kpoBbto (ISO 10993-4:2017)

OueHKa 610I0rMYecKoro AencTBmuS MeAUUMHCKUX W3AENWIA -
UacTb 5. VcnbitaHns Ha LMTOTOKCUMYHOCTb B /1a60PATOPHbIX
YCNoBMAX (lSO 10993'52009)



MpunoxeHuve K NHcTpyKummn no akcnnyatauum M975890A001
KaTeTep NpoOBOAHMKOBLIA YAIMHUTENbHLIV Telescope

OueHKa 61ONIOrNYecKoro [AeiCTBUS MEAVULIMHCKUX W3AENNA.

%993_10 IS0 2013 . Uactb 10. WcnbiTaHns Ha pasgpaxeHue 1 CeHcMbunm3aumio
ko (ISO 10993-10:2010)
EN 1SO OueHKa 6MONOrMYECKOro [AeiCTBUA  MEAULMHCKUX  U3LENNIA.
2018 r. Yactb 1]. McnbiTaHMs Ha CUCTEMHYHO TOKCUYHOCTL (ISO 10993-
10993-11 )
11:2017)
OueHka 6MONOrMYeCKOro [LenCTBUA MeAULMHCKUX  U3LEeNIA.
EN ISO
10993-12 2012 . Uactb 12, [lMogrotoBka npo6 W KOHTPO/bHble 06pasLbl
(1ISO 10993-12:2012)
OueHKa 6MOMOrMYecKoro [AencTBusS MeAULMHCKUX  U3AENNIA.
EN ISO o
10993-17 2009 r. Uactb 17. YCTaHOBNEHWe TMOPOrOBbIX — 3Ha4YeHUN  ANnd
BbIMbIBaeMbIX BeLLecTB (ISO 10993-17:2002)
OueHka 61OMOrMYecKOro AencTBUS MEAULMHCKUX  U3AENNIA.
EN ISO o
10993-18 2009 r. Yactb 18 ViccnepoBaHne XUMMWMYECKUX CBOUCTB MaTepuasios
(ISO 10993-18:2005)

rapaHTuiiHble ob6a3aTenbCcTBa

Cpok rogHocTn (MHhopMauyst ykasaHa Ha MapKUPOBKE MeAULWMHCKOro u3fenns)-2 roga

OTKa3 OT rapaHTUM COrfacHO MHCTPYKLMM HO aKCryaTauum: . .
HECMOTPA HA TO, YTO KATETEP MNMPOBOAHVNKOBbBIVI YONVHUTE/IbHBIV, OAJIEE
VMEHYEMbIIA «MPOAYK ». TMPOM3BOANTCA B TLWATE/IbHO KOHTPOJ/IMPYEMbBIX
YCNoBUAX. KOMIMAHNA «MEATPOHUK» N EE ®UJTMAJIbl (BMECTE «MEDTRONIC»)
HE MOEYT KOHTPOJIMPOBA b YCJIOBUA SKCTUTYATALNN MPOAYKTA. HO3I'OMY
KOMIMAHVA  «<MEATPOHMK»  OIKA3BIBAETCA OT BCEX  TAPAHTUW! 1bI\
ObA3ATE/IbCTB, KAK TMPAMbIX. TAK 1 OMNOCPEAOBAHHbBIX. MO OTHOLLL 11K > K
OJAHHOMY  TMPOAYKTY. BK/MOYAA. HO HE OIPAHMUYMBAACH JTFObbIMIA
OMOCPEAOBAHHBIMA _ TAPAHTUAMW  HPUTOAHOCTW A3 MPOAAXN  mill
COOTBETCTBUA KAKOV-TMBO ONMPEAE/IEHHOW LIE/TN.

KOMIMAHWA MEDTRONIC HE MNMECET OTBETCTBEHHOCTW TEPEA JIKOBbIM  11IMIKOM
WA OPTAHUBALMEN 3A PACXOAbl HA MEAVLIMHCKOE OBCAYXXVBALi iMi1 -\
NHOBbIE MPAMBIE. CITYYANHbIE WA OMNOCPEAJOBAHHBIE YBEbITK. BO3NLL 1I..... "
PE3YJIBTATE JTKOBOIO NCIOJIb3OBAHNA, AEPEKTA. bIEVCINPABL KOC 111 ... » 1y
PABOTE OAHHOIO TMPOAYKTA. BHE 3ABUCUMOCTW OT TOIO. (1ton.\ju. -Im
3AFBMEHVE O TAKWX YBbITKAX HA TAPAHTUAHBIX 0ObA3\ IMUA X \ n
KOHTPAKTE, MPAXIAHCKNX MPABOHAPYLLEHNAX M IP il
OBCIOATEJIBCTBAX. H/A OAHO NMUO HE WMEET nonHomouwuu ( WMLilin vik
KOMIMAHMKO MEDTRONIC KAKUMW-TMBEO 3AABNEHNAMW WIA 1\P\1111i IM i ih»
OTHOLWEHMIO K JAHHOMY TPOAYKTY.

BbILLEN3TOXEHHbIE UCKMHOYEHUS U OorpaHM4yeHna He MoryTt noHMmMan.o!' nw w n-n UT.UMMI U
TakMM 00pa3oM, 4YTOObl MPOTUBOPEYUNTL 003aTe/IbHbIM MOMIOXKEHMAM MOTU UK Mi  ............

HOpM. ECnn Kakas-nMbo YaCTb WM YCNOBME JAHHOIO OTKA32 OT oo e, ne'n
KOMMETEHTHOr0 Cyfla HE3aKOHHbIMW, He WMEKLWMMM BO3MOXKHOEeIiN <i\imi. uqmnuwm * in
nojayn wucka Wwm nNPOTMBOPeYaLLMM  MPUMEHSeEMOMY sakonn miv W 11 e iinnn inuy,

HaCTOALLIEro 0TKa3a OT rapaHTN COXpaHsAeT CBOHO topnanyeck\to en \\
CEPBVCHOE OBC/TY>XXBAHUE K/ITMEHTOB

KoHTaKTHasi HopMaLys:

[locTynHo o 3anpocy
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Tprnowenue x Uuctpy ki o xciutyaraigm MO7530A00
Karterep npoBoaHHKOBbI yuimuuTenbhbtii Telescope

[To Bcem BONpOCaM, BKAOYAA Kano0b HA MPOIYKUHIO, PEMOHT H TEXHHHECKOE obcnyxkupaHue,
ofpaiaiitech k odHuMansHOMy nipeacTasuTemo B Poccun:

000 «MearpoHnk»,

123112, r. Mocksa, [pecnenckas uab.. a. 10, srax 9, nom. IIl. komxara 4]

Ten.: (495) 580-73-77, dakc: (495) 580-73-78,

www.medtronic.ru

T T
NN

HoanHcano oT nMenrH xoMnaunn «Mearponux Haw.»

Maiik I'pun

Crapiumnii pyKoBOAWTEND OT.AEN3 HOPMATHBHO-MPABOBOTO PETYHPOBAHHA
[Moanuce:

Hara:

JlocTy e no 3anpecy
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KCIM OQKHO20 DOKyMenma nepeedn nepeeoduux Paxumiynoe Insdap Cepranuesuy, Inanue uRocmpannozo
medmo. Boinonnennsiis nepeeod ReAREMCR NPAsUAVHYM, MOSHEIM 8 NOTHYM,

Pocculickan Deoepayun
Fopod Mockea
Asaduams uemsepmoo 0exabps 0se moicauu dsadyamozo 200G
A, Touxun Juumpuis Banepvesuy, nomapuyc 20poda Mockew, ceudemeascmeyio nodsuniocms ng
nepeeodvuxa Paxuwxynoea 3avoapa Cepranuesuva. .
Hoonucy coenana & moem npucymemeunu. >
JTusnocme nodnucasute2o dokyMenm yemaroesena.

PO Ho e?i&eecmpe Ne 77/2079-n/7 7-2020- FARRA S
jbnpcmeem?by nowsuns: (no ma ShSE——
A4 W oasaaauue }myaklpae?oev‘u mexnuneckozo xapasmepa: 300 pyé.
Heiy o -ﬁ.«-;{-., 5
1
i

l
i _1:*-.,..;.;::?, et . A B. Towxun

ucxpenwggaw 15 aucm
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Poccuiickas degepaums

l'opog, Mocksa
Beero npoLLHypoBaHo,
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