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7 NIALL SHEEHY
NOTARYPUBLIC

6/7, Glentworth St,
Limerick

Ireland

Telephone +353 61 414355
Facsimile +353 61 414738
Email nsheehv@sellors.ie

TO ALL TO WHOM THESE PRESENTS SHALL COME. |, Niall Sheehy, Notary Public, duly
authorised, admitted, andsworn, practicing at 6/7 Glenthworth St, Limerick, Republic o flreland,
DO HEREBY CERTIFY that | am familiar with documents as issuedfrom time to time bv Cook
Ireland Ltd and that the original document hereunto annexed namely. Instructions for Use-
Resonance Metallic Ureteral Stent upon which I have signed my name and affixed my Seal of

Office is a true andfaithful original and that the original appears to me to be genuine.

AND IHAVE CERTIFIED as herein at the requestofCook IrelandLtd having itsplace ofbusiness
at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland, andfor the benefit

oftheproper authorities in Russian Federation andfor all to whom it shall come.

INFAITHAND TESTIMONYwhereofl have hereunto set my hand and affixed my Seal o f Office.
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Date

niall sheehy

Notary Public
57 Glentworth St,, Limerick
t.oiTtmissioned For life
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niall sheehy onu

Notary Public
~  Glentworth St., Limerick TS > @

Commissioned For Life WW

INSTRUCTION FOR USE

Resonance Metallic Ureteral Stent

CAUTION: U.S. federal law restricts this device to sale by or on the order of a
(or a properly licensed practitioner).

DEVICE DESCRIPTION

The Resonance Metallic Ureteral Stent Set contains:

* Resonance metal stent with pigtail straightener

* Radiopaque introduction catheter and sheath (positioning system)

Note: The Resonance Metallic Ureteral Stent is constructed of coiled wire allowing
urine to pass through or over any ofthe coils.
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stent

The stent is a metallic double pigtail stent with a pigtail straightener, which is used to straighten
each pigtail as it is introduced into the sheath. The stent is constructed of coiled wire, where
adjacent spirals ofthe coiled wire are in close contact in order to minimise tissue ingrowth.

An internal wire extends the full length of the stent joining either extremity. The wire prevents
the elastic elongation of the stent which is particularly necessary during stent removal. The stent
extremities are terminated with hemispherical non-traumatic closed tips connecting the inner
wire to the coiled wire via welding. Due to the closed ends of the stent, it is surgically introduced
co-axially through a sheath, rather than over a wire guide. The coiled nature of the stent offers
excellent radial strength without compromising longitudinal flexibility. The stent achieves its
continuous drainage by allowing urine to soak into and out of its coils.

The stent should not change the nominal diameter and length by more than 10% after applying a
mforce equal to 3N. The rate of fluid flowing through the lumen of the stent is at least SOOmMvmin.
The breaking force is not less than ION. The elongation at break is not less than 50%. The
compression force is not less than 5N. The product is resistant to corrosion. Radius of rounding
IS 40 mm C. 10 %), The size ofthe loop is I0x 20 mm 10 %). Roughness - no more than 16
microns.

Positioning System

The positioning system (introducer) consists of an optically clear outer sheath with diameter 8.3
Fr/2.74 mm, length 70 cm and numbered ink marked inner catheter with diameter 6 Fr/1.98 mm:
there are 6 ink marks and they are 2 cm apart. The outer sheath has a hollow center that provides
the pathway through which the stent is pushed in order to be deployed. The outer sheath has a
distal radiopaque tip to indicate fluoroscopically when the stent is reaching its intended position.

Inner catheter is used to push the stent through the outer sheath. The numbered ink marked inner
catheter provides a non-fluoroscopic indication of the first pigtail deployment. The inner catheter
also has a proximal ink mark to identify when the second stent pigtail is about to be deployed
from the sheath. The sheath and inner catheter have a Luer adapter at the proximal end: the
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diameter of the small base of the outer cone is 3.925-3.990 mm, the diameter of the large base of
the inner cone: 4.270—4.315mm,thelengthoftheomrooneisnotlesstimn?.SOOmm,the
length of the inner cone is not less than7.500 mm. The breaking force for the introducer is 16.4
N. The breaking force of the sheath is 19.1N,

6.0/198+-0002/005 | 12+-05cm ] 00S1/13+- 0002005
6.0/1.98+ 0,002/ 0.05 14+-05cm | 0.051/1.3 +-0.002/0.05
6.0/1.98+ - 0,062/ 0.05 16+ 05cm | 00S1/13 +-0.002/0.05

6.0/1.98+ - 0.002/ 0.05 20+ -0.5 cm 0.051/1.3 +- 0.002/ 0.05
6.0/1.98+ - 0.002/ 0,05 22+ 0.5 cm 0.051/1.3 + - 0.002/ 0.05

6.0/1.98+ - 0.002/ 0.05 24+ 0.5 cm 0.051/1.3 +- 0.002/ 0.05
6.0/1.98+ - 0.002/ 0.05 26+ -0.5 em 0.051/1.3 +- 0.002/ 0.05
6.0/1.98+ - 0.002/ 0.05 28+-0.5 cm 0.051/1.3 + - 0.002/ 0.05

6.0/1.98+ - 0.002/ 0.05 -0.5 cm 0.051/1.3 + - 0.002/ 0.05

ST “W‘.‘

12.76+ 10%
RMS-060014-R [12.9+ 10%
RMS-060016-R f13.2+ 10%
RMS-060020-R [13.73+ 10%
RMS-060022-R [t4.04+ 10%
RMS-060024-R J14.35+ 10%
RMS-060026-R J14.56+ 10%
RMS-060028-R §14.76+ 10%
RMS-060030-R 1523+ 10%

Alloy MP35N
Alloy MP3SN
Clear sheath Fluorinated Ethylene Propylene R 5386 Yes
Tnner Catheter Polyvinyl Chloride - CAS #9002-86-2 Yes
Ink marking on inner catheter Black Ink UVA 7001015 Yes
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ERECAUTIONS
TMsmodMisMendodfmmbyphyﬁdmsMedmdexpeﬁﬂmdhmlogymchniques.
Standard techniques for urology procedures should be employed.

Do not use this device for any purpose other than the stated intended use,
mmwmmoﬂyhmmﬂwmdﬁonmgsympmﬁdedandmvm

Do not force components during removal or replacement, Carefully remove the components if
any resistance is encountered.
ImproperhmdlhgoftheMpﬁmminmﬁoninmthemetermayhmmﬂwﬁmcﬁonaﬁty of the
stent.Bending,smhingmmyothsrtypeofimpmperhmdlingmaydefomxhesmm.ltis
important that the stent is handled with care.

WARNINGS

0'Ihcsestentsarenotintendedaspennanemindwellingdevim.

* The stent must not remain indwelling more than twelve (12) months. If the patient’s status
permits, the stent may be replaced with a new stent.

* Patients should be checked at regular intervals utilizing techniques such as abdominal X-ray
(KUB film). Patients using calcium supplements must be more closely monitored for possible
swmemrustaﬁommeste:umustbemmowdifencrustaﬁonhampmdminage.
-hdiﬁdudvmiaﬁmofmacﬁmbaweensmnwmdthcuﬁnarysystmmmpmdimbla
-Changeinuﬁneviscositymayhamper&ainage.

* Hematuria and Incontinence may indicate fistula formation.
-IfﬂwpackageiSOpmdmdamgedwhenwceived,donotuse.VMyhspemwith
particular attention to kinks, bends and breaks, Ifanabnormalityisdetectedﬁtatwouldpmhibit
pmperwoﬂdngcondiﬁm,donotuse.PleasenoﬁfyCookforremmhoﬁuﬁon.
-Thisdevioeisdesignedfwsingleuseody.Aﬁanpmwmpmoess,reswﬁﬁze,md/ormuselmy
lead to device failure and/or transmission of disease.
-‘Ihesmxtconminsnickelwhichmaycmseanallugicreactioninindividualswithnickel
sensitivity,
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MR INFORMATION

This symbol means the device is MR Conditional.
Non-clinical testing has demonstrated that the Resonance Metallic Ureteral Stent is MR

At 1.5 Tesla Static Magnetic Field At 3 Tesla Static Magnetic Field

= Spatial gradient field of - Spatial gradient field of
450 Gauss/cm or less; and 720 Gauss/cm or less; and
= Maxlinurn whole-body-averaged  » paximum whole-bocty-averaged

specific absorptior_l rate (SAR) of specific absorption rate (SAR) of
1.5 W/kg for 20 min. of scanning 3 W/kg for 15 min. of scanning

In non-clinical testing the stent In non-clinical testing the stent
produced a temperature rise produced a temperature rise
during scanning of less than during scanning of less than
0.80 *C at an SAR of 1.5 W/kg 1.3 *C at an SAR of 3 w/kg for
for 20 min. 15 min_

Note: MR image quality may be compromised if the area of interest is in the same area or
relatively close to the position of the stent. The image artifact extends approximately 16 mm
from the device when scanned in non-clinical testing using: GRE sequence in a 3.0 Tesla
Siemens Magnetom Trio, A Tim System (Software Numaris/4) with the body coil. Therefore it
may be necessary to optimize MR imaging parameters for the presence of this metallic implant.

INSTRUCTIONS FOR TTSF

Note: Use with wire guide diameter 0.038 inch/0.97mm diameter (not included with RMS-
0600XX-R).

Note: Stent may be utilized with either an antegrade or retrograde placement technique. The
figures shown (1 and 2) are for retrograde placement.

1 Using a baseline pyelogram, estimate the proper stent length. Accurate measurement enhances
drainage efficiency and patient comfort. To facilitate this the introduction catheter may be
Utilised for the injection of contrast media using a syringe.

2. Over a previously placed wire guide, pass introduction catheter and sheath into appropriate
position utilizing fluoroscopic guidance or direct vision (Fig. 1). Rigid cystoscopes with a sheath
size of 21Fr or larger allow for insertion of an introduction catheter and sheath with a maximum
outside diameter as specified on the product label.

3. With introduction catheter and sheath in proper position, remove introduction catheter and
wire guide to allow passage of the stent (Fig. 1).

4. Use the pigtail straightener to introduce the stent to the sheath.

Note: Once stent is m the sheath pull the pigtail straightener away from the hub.
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5. Use the introduction catheter to advance the stent through the sheath (Fig. 2) until the
numbered marker corresponding to the stent length being deployed reaches the hub on the sheath
(Fig. 3). At this point the first pigtail will have fully deployed from the sheath.

Note: The sheath tip is radiopaque to aid placement.

6. To prevent further deployment of the stent in the kidney hold the introduction catheter in place
and retract the sheath.

7. When the hub of the sheath aligns with the proximal ink mark on the introduction catheter the

second pigtail is about to deploy. At this point retract both the sheath and introduction catheter
completely. (Fig. 2)

8. The stent may be removed using conventional cystoscopic techniques utilizing forceps or
graspers.

Upon completion of the procedure, dispose of device(s) per institutional guidelines for
biohazardous medical waste.

Ha1

R)3

HOW SUPPTJF.n

Store m a dark, dry location away from temperature extremes. Inventory rotation of sterile
products is essential. Verify the expiration date on the package label prior to using the product.
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WARRANTY

An authorized representative of the manufacturer in the territory of the Russian Federation is the
ZAO "SCHAG".

Russia, 119002, Moscow, Karmanitskiy per., 9, floor 5, office 501.

phone: (495) 956-13-09;

Fax: (495) 956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.

SHELF LIFE
The “use by” date as denoted by symbols on the labeling. The shelf life is shown by indication

the time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The
mlifference between both dates is the shelflife.

Resonance Metallic Ureteral Stent have expiration date - three (3) years.

STEIHLZATION DETAILS

Resonance Metallic Ureteral Stents are supplied sterile in peel open packages utilizing an EtO
(Ethylene Oxide) validated method to a sterility assurance level (SAL) of 10® These devices are
intended for one-time use, sterile if unopened or undamaged. Do not use the product if there is
doubt as to whether the product is sterile.

STORAGE RULES

Store in a dark, dry location away from temperature extremes.

The Cook Ireland Ltd. internal procedures do not provide specific temperature ranges for the use,
storage and transportation of products. Cook has determined, based on risk, that for most
products the placement of the “temperature limitation” symbol was not necessary on the product

label. Cook Ireland Ltd. product labels are compliant with EN ISO 1041:2008 and EN 1SO
15223-1:2016.

TRANSPORTATION RULES

Transportation shall account for the type of transportation employed, the destination, the vendor
used for transportation and an estimation of the frequency and harshness of any handling
required during transportation.

The Cook Ireland Ltd. internal procedures do not provide specific temperature ranges for the use,
storage and transportation of products. Cook has determined, based on risk, that for most
products the placement of the “temperature limitation” symbol was not necessary on the product

label. Cook Ireland Ltd. product labels are compliant with EN ISO 1041:2008 and EN ISO
15223-1:2016.

USAGE CONDITIONS
Resonance Metallic Ureteral Stents are used in the patient care medical institutions.
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SUPPLY DETAILS
Resonance Metallic Ureteral Stents are supplied in individual packaging together with the
introducer and instruction for use. The packaging material is not-leaching, non-toxic, without cracks,

tears and wrinkles.
ggr:ksgr::gt ' Material
Stent pouch Tyvek (High Density Polyethylene) with PET/PE Film
Introducer pouch Tyvek (High Density Polyethylene) with PET/PE Film
Box EFLUTE 540*260*32mm
Individual packages’ parameters.
RPN Weight, g* Width, cm™* Height, cm*
RMS-060012-R 90 25.4 53
RMS-060014-R 90 25.4 53.34
RMS-060016-R 92 25.4 53
RMS-060020-R 114.8 25.5 53.1
RMS-060022-R 92 25.4 53.34
RMS-060024-R 114.2 25.5 52.9
RMS-060026-R 109 25.4 53.34
RMS-060028-R 117.6 25.4 53
RMS-060030-R 116.2 255 53

"Tolerance +- 10%

LABELING
Resonance Metallic Ureteral Stents are supplied in the individual packaging, which should show
no signs of damage or opening. Upon detecting the bends, breaks and other defects the device
cannot be used.
The label ofthe device shows the following device parameters:

- company-manufacturer and manufacturing address;

- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- symbol glossary URL;

- logo of the manufacturer;

- manufactiu-ing date;

- Sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Attention. Consult accompanied documentation”
- shelf life
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MetallicUReters! Stertard IntrodLoer

@RVB030026-R
13634111
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-Devises are single use only, do not attempt to repair, carry out maintenance or reuse.

DISPOSAL RULES

Upon completion of procedure, the devices are to be disposed of as per institutional guidelines
for biohazardous medical waste.

For EU countries -in accordance with Council Directive 93/42/EEC

For Russian Federation - in accordance with national requirements, regulated by sanitary' rules
and norms N2.1.7.2790-10 of December 12, 2010 "Sanitary-epidemiological requirements for
the treatment of medical waste". Risk class of medical waste: class B.

HexiT rux. ‘2-lvuJcmeey IS -
Regulatory Affairs Specialist Date
m _ Aicfinoyqv Park
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MepeBog, C aHrMIACKOTrO A3blKa Ha PYCCKMI A3bIK

HANT LUNXWU
HOTAPNYC

6/7 "neHTBOP Y.,

r. Jinmepuk

WpnaHans

TenedpoH; +353 61 414355
®akc: +353 61 414738
3an.nouta; nsheehy@sellors.ie

BCEM 3AVHTEPECOBAHHbLIM JTMUAM, A, Haiin LWuxun, HoTapuyc, LO/MKHbIM 06pa3om
YMNO/THOMOYEHHbIN N NPUCATHYBLUWIA, BeAYLUMIA fena no agpecy: 6/7 neHTBOp yA., . JIUMepUK,
Pecnybnuka Wpnangua, HACTOAWNM MOATBEPXXAAHRD, 4to 4 3HaKOM C JOKYMeHTamu,
KOTOpbIE Neproanyeckn BoinyckaeT komnaHnsa Cook Ireland Ltd, v yto npunaraembiii JOKYMEHT
ABMIAETCA OPUrMHAIOM [OKYMeHTa WHCTPYKUMA MO NPUMEHEHUIO MeANLMHCKOro un3genns
«CTEHTbl MOYETOYHMKOBbIE MeTa/l/IM4ecKne Resonance C MHTPOAbLHOCEPOM», KOTOPbIA S
noanucan M CKpPenun neyatbio, U KOTOPbIA SABNSETCA TOYHbIM M MOLAMHHBIM OPUTMHAIOM,
KOTOPbI Obl1 NPeACTaBNEH MHE Ha PACCMOTPEHNE.

TAKXE A MNMOATBEPXAAK Hactoawmm gokymeHToM rno 3anpocy Cook Ireland Ltd, uto
KoMnaHua BefeT 6usHec no agpecy: O’XannopaH Poya, HawHn TekHonomku Mapk, B ropojae
Nuvepuk, WpnaHgus, [L1S COOTBETCTBYHOLUMX KOMMETEHTHbIX OpraHoB B POCCUIACKOM
degepaumm 1 4N BCeX, KOro 3T0 MOXET KacaTbCs.

B NOATBEPXAOEHWE YEIO s cTaBnto CBOK MOANUCHL U NeYartb.

/nognucaHo/ 17 ceHTa6ps 2020 .
Haiin LWnxu [Jara
HoTapuyc

LWramn:

Hain Lnxu

HoTapuyc

6/7 "'neHTBOp YN., I. JIMepuk

MoXKn3HeHHaa nuueH3na OTTUCKHas neyatb HoTapuyca
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Kpyrnas neyatb:
[enaptaMeHT VIHOCTpaHHbIX fen
n Toprosnu

AMNOCTWU/b
(Maarckast KoHeHums oT 5 okTa6ps 1961 roga)

1 CrpaHa: NPNAHONA

[JaHHbIA rocyapCTBEHHbIN

2. [OKYMEHT 6bln NOAMNMCAH: Haiin LLnxu
3. BbICTYMNatOLLEN B Ka4ecTBe: HoTapuyc
4. CKpEen/ieHo MmeyaTbio/LLUTaMmnom:
3aBepeHo
5. B I. Kopk
6. 22.09.2020 .
1. JenaptameHTOoM MIHOCTpaHHbIX [en u Toproenu
8. Ne 6626482020
0. Meyvats/Wwtamn: JenaptameHT VHOCTpaHHbIX Jen n Toprosiu
10. Mognwuce: /nognucaHo/

HacTosilymini  anocTWnb NOATBEPXAaeT TONbKO MNOAJIMHHOCTL MNOAMWCU W AO/DKHOCTb /ULa, MOAMNUCABLUErO
Ny6NNYHbIA AOKYMEHT, W, TAe BO3MOXHO, MOA/IMHHOCTb MeyaTy WAM wWwTamMna Ha Ny6/AMYHOM [OKYMEHTE.
HacToAlwmMM anocTunb He NOATBEPXKAAET COAEPXaHUS LOKYMEHTA, 4/11 KOTOPOro oH 6bin BbiMylleH. s npoBepKu
BbINyCKa HacTosLLero anoctuaa cm. www.authentications.dfat.ie

Homep c6oky: 335692
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Jlorotmn Cook Medical

Cook Ireland Ltd \ Kyk Ainang /114,
O’XannopaH Poyg,

HawHn Teknonogxun Mapk
Jinmepuk, NpnaHans

Ten.: +353 334440/dakc; +353 334441
WWW.COOKMEDICAL.COM

OTTuCKHaa neyaTb HOTapuyca
/nognucaHo/

LTamn:

Haw Lnxn

HoTapunyc

6/7 CneHTBOP YN., I. IUMEpUK
Mo>Kn3HeHHasa nnLeH3nA
17.09.2020 r

MHCTPYKUWMA MO NPUMEHEHUNIO

CTEeHTbl MOYETOUYHUKOBbIE MeTa/I/INYECKME Resonance ¢ MHTPOALHCEPOM

BHVMAHWE: ®egepanbHble 3akoHbl CLLIA orpaHMuMBatoT Npoaaxy AaHHOro YCTPOMCTBa Nno
pacrnopsXkeHnto Bpaya (M1 COOTBETCTBEHHO JINLIEH3MPOBAHHOIO CrELMaInCTa).

ONMMCAHNME N30ENNA

CTEeHT MOYETOUYHUKOBBI MeTaIIMYECKNI Resonance B KOMMNEKTE;

e MeTannuyeckuii cTeHT Resonance ¢ BbINPSAMUTENEM TUMA «CBUHON XBOCTUK» («MUTTENN»)

*  PEHTreHOKOHTPACTHbIA BHYTPEHHUIA KAaTeTep 1 HapyXHbIlA KOXYX (CUCTEMbI AOCTABKM)
MpvMeyaHme: CTEHT MOYETOUHUKOBLIA METANINMYECKUIA Resonance M3roTOBNEH U3 CBEPHYTOI
B CMMPasib NPOBO/OKM 1 NMO3BOMSIET MOYE MPOXOANTL Yepe3 3aBUTKN CMPa/IN U MUMO HUX.
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Crent

Hannoe ycTpoficTBO SBNAETCA MCTAIIHYCCKMM CTCHTOM C ABOMHEIM (QIATTEHIOM», 3 TakKe
BHIPAMATENIEM HITEHI», KOTOPHI NMPUMCHACTCH IS BHIIPAMICHUA K&OXKAOro KOHLA THNA
(ATTEH TIpH er0 BBEACHHH B HHTpOABIOCEp. CTEHT COCTOMT H3 NPOBOJNIOYHOH CrMpam,
CMEKHBIC BHTKH KOTOpOH# HaXOAATCA B OIM3KOM KOHTAKTe Ul MAHUMH3AHKA BPACTaHHS TKaHH.
BryTpeHHHI NpOBOX pacHpsMIAeTcs N0 Beel AIHHE cTeHTa, coemuHas ofa xomma. [Iposon
NPEeAOTBPAMALT YIPYIoe YANHHCHHE CTCHTA, 9T0 OCOOCHHO BAXKHO BO BPEMs €ro H3BJICYCHHA.
Ha KORIAX CTEHTA PacNoNOKeHE NONycHepHICCKHE aTPABMATHYCCKHE 3aKPHITHIC HAKOHECYHHKH,
KOTOPHC COCAMHAIOT BHYTPCHHWH NMPOBOA C NPOBONOYHON CNHPANLIO MOCPEACTBOM CBAapKH.
3aKpHTHE KOHIH CTEHTa CIOCOGCTBYIOT €ro BBEHGHWIO XHPYPrHUeCKHM CrocoloM tepes
MHTpOIBIOCED, & He N0 NpoBOOHHKY. CuHpaneBHaHad CTPYKTypa CTeHTa ObecrmeunBaer
pagHANBHYI0 NpPOYHOCTh, HE BHI3LIBag mpoxonbHOd rmbkoctn. IlpomomxmTentHoe
APSHHPOBAHHE CTEHTOM NOCTHracTCs Onarogaps BIHTHBAHMIO MOYHM BHTKAMH CHMDANH U €
NOCHAEAYIOMEMY BEIACICEHIO.

CrTeHT nocne MpHIOKCHHA YCHIHA paBHOro 3H He Ao/keH H3MEHATh 3HAYCHHA HOMHHAILHOIO
anaMerpa 1 anuHa Gonee ueM Ha 10%. CxopocTh XMAKOCTH, MpOTeKalomeH depes mMpoceer
CTeHTa — He McHee 500 mu/mun. Ycuwimme Ha paspuie — He MeHee 10 H. Orrocmrentioe
YATHHEHHE Ha pasphiB — He Meree 50%. Ycumue ckatns — He meree 5 H. Wspemue ycroitunso x
KopposHH. Pamuyc okpyrnchus — 40 MM (£10%). Pasmep nerint — 10 X 20 MM (£10%). LllepoxosaTocts
—He 6onee 16 MKM.

Hutponpiocep

CHucTeMa JOCTABKH CTCHTAa (HHTPONBIOCEP) COCTOHT M3 HAPYXHOIO TPO3PAYHOrO KOXKYXa
auamerpoM 8,3 Fr/2,74 MM, nnumoii 70 oM M BHYTpeHHEro karerepa anamerpoM 6 Fr/1,98 MM ¢
MapKHpPOBKOH: 6 OTMETOK Ha pacCTOSHHE 2 CM APYT OT ApYTa.

TonocTs HapYXKHOTO KOXKYXa — MYCTas, 910 00ecnednnaeT NPoXogUMOCTs MUl NMPOTATKHBAHHA
CTEHTa C e€ro JanbHEHIHAM pacKpuTHeM. HapyxHulli KOXKYX HMeEeT paauOKOHTPacTHHIA
AYCTANBHEIN KOHUMK Anf (pHKCHpoBaHWA NMPHOMDECHHMA CTEHTa K HEOOXOAMMOMY MECTY €ro
YCTaHOBKH NOCPEACTBOM PECHTTEHOCKONHH.

BHyTpennmii KaTerep HCNONb3yeTcda AN NPOTANKHBAHHUA CTCHTa CKBO3b HApYXHHIA KOXYX.
Packpy4HBaHHE NIEPBOTO IHTTEINA» PUKCHPYETCS MPOHYMEPOBAHHHIM BHYTPEHHHM KaTCTCPOM
C UYCPHWIBHOH MAapKHpOBKOlM HegumyopockonudeckuM myreM. Ha NpOKCHMANTBbHOM KOHIE
BHYTPEHHETO KaTeTepa HMECTCA YCPHWIbHAA OTMETKA, NMPEANasHauYeHHadA Il QUKCHPOBAHUA

2
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MOMEHTA HETIOCPE/ICTBEHHO ITepeil BEIXOJIOM BTOPOrO «IIHTTeiIa» CTEHTa M3 KoXyxa. Koxyx n
BHyTpeHHM karerep HMeioT Jlioep pasheéM HA NPOKCHMAILHOM KOHIEC: NHAMETP MAJIOTo
OCHOBAHHA HAPYXHOro KoHyca: 3,925 — 3,990 MM, ruameTp 6016II0M0 OCHOBAHHA BHYTPEHHETO
xonyca: 4,270 — 4,315 MM, JJIHHA HapYKHOrO KOHYCa He MeHee 7,500 MM, JUTHHA BRYTPEHHETO
KOHyca He MeHee 7,500 MM. Ycunne Ha pasphiB Jid MHTPOABIOCEPHBIX KATETCPOB — 16,4 H.
PaspuiBHOe yeunue 060104kn HHTpoAbiocepa — 19,1 H.

1t bi:
RMS-060012-R 6.0/1 .98-+~ - 6.002/ 0.05 12+ 0.5 cm 0.051/1.3 + - 0.0027 0.05
RMS-060014-R 6.0/1.98+ - 0.002/ 0.05 14+-0.5cm 0.051/1.3 + - 0.002/0.05
RMS-060016-R 6.0/1.98+- 0.002/0.05 16+ 0.5 cm 0.051/1.3 + - 0.002/ 0.05
RMS-060020-R 6.0/1.98+ - 0.002/ 0.05 20+ -0.5cm 0.051/1.3 + - 0.002/ 0.05
RMS-060022-R 6.0/1.98+ - 0.002/ 0.05 22+ <0.5¢cm 0.051/1.3 + - 0.002/ 0.05
RMS-060024-R 6.0/1.98+ - 0.002/ 0.05 24+ 05 cm 0.051/1.3 + - 0,002/ 0.05
RMS-060026-R 6.0/1.98+ - 0.002/ 0.05 26+ -0.5 cm 0.051/1.3 + - 0,002/ 0.05
RMS-060028-R 6.0/1.98+ - 0.002/ 0.05 28+-0.5cm 0.051/1.3 + - 0.002/ 0.05
RMS-060030-R 6.0/1,98+ - 0.002/ 0.05 30+ -0.5cm 0.051/1.3 + - 0.002/0.05
Hapyxupiil xoxyx 8374 70
Bayrpeunuil xarerep 6/1.98 71.5
RMS-060012-R 2.76+- 10%
RMS-060014-R S+ 10%
RMS-060016-R 3.2+ 10%
RMS-060020-R 13,73+ 10%
RMS-060022-R 4.04+- 10%
RMS-060024-R [14.35+- 10%
RMS-060026-R [14.56+- 10%
RMS-060028-R [14.76+- 10%
RMS-060030-R [15.23+- 10%
MATEPHAJTBI - Konraxrupyontse ¢ HauuenTom
' -y e Vi Ll
CTAILIHYECKAR NPO 0UHER
cnupams MP35N
Tiposoa (crpyna) MP35N Cnnas MP35N Ta
Tiposparmrstii xomyx srunennponmncH R 5386
TNomemmuxnopun- CAS
BayTpensmi kateTep #9002-86-2 o
MapkupoBRa Ha BHYTPCHHEM Yepuule uepunna UVA Aa
KaTeTepe 7001015
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HA3HAUEHWVE

MOUYETOUYHNKOBbIA  MeTaNIMYecknii  CTeHT Resonance MpPUMeHSiETCS  Ans  BPEMEHHOro
CTEHTMPOBaHUA MOYETOYHMKA Y B3POC/IbIX MALUMEHTOB C BHELLHEA 06CTPYKLME MOYETOUHMKA.
MpegHa3HaueH Ans OfHOPa30BOro MCMO/b30BaHMS.

MPOTMNBOMNOKA3AHNA
OTCyTCTBYIOT 13BECTHbIE MPOTUBOMNOKA3aHWA K NPYMEHEHUIO JaHHOrO YCTPOMCTBA.

MTEHTTUAITbHBIE HEXXEJTATE/IbHbLIE ABJTEHUA

MoTeHUManbHble HeXenaTteNbHble SBMEHUS, CBA3aHHblE C MOCTOAHHLIMUA MOYETOYHWUKOBLIMU
CTEHTaMW, BK/IHOYAKOT: aNNEPrMyeckyto peakUuM0 Ha HUKeNb, CrnasM MOYEBOr0 MNy3bIps;
CHMDKEHME BbIXOA4a MOUM/OKKMIO3MKO CTEHTA; /IMXOpagKy; obpasoBaHMe (UCTYNbI, BKIOYas
apTepuoypeTapHyto  (UCTYNY; KPOBOWU3NMSAHWE, TUAPOHE(PO3; WHPEKLUMIO; HEeLOCTATOUHbI
BbIXO4 MO4YM; OTKa3 (DYHKUMM MoYeK; 60/b/AUCKOMGOPT; nepdopaumio MnoYek, MoYeyHoi
NOXaHKMU, MOYETOYHMKA nivnm MOYEBOro ny3bIps; NePUTOHUT, nuypuio,
Jerpafaunio/paspyLUeHe CTeHTa; CMeLLeHVe/MUrpaunio CTeHTa; o06pa3oBaHMe HAaCcNOeHW Ha
CTEHTE; OTKa3 CTeHTa; BpacTaHue B TKaHb; MOYETOUYHUKOBbLIV PEQ/IHOKC; CUMMATOMbI CO CTOPOHbI
MOYEBOro TpakTa (4acToTa MOYEUCMYCKaHWUS, HEeOT/IOXHbIE MO03biBbl K MOYEUCNYCKaHWHO,
HeflepykaHue, An3ypus, rematypus); 1 3po3no TKaHel MOYEBLIBOASALL,UX MYTEN.

MEPbBI MPEJOCTOPOXXHOCTN

N3penve npeAHasHayeHO [N UCMONb30BaHWS  Bpadvamu, MPOLLEAWNMU  CreLmanbHyo
MOATOTOBKY W MMEIOWMMU  OMbIT  BbIMOMHEHUS  YPONOTUYECKMX  npoueayp. CnegyeT
CMOMb30BaTb CTAHAAPTHYH METOAUKY YPO/IOrMYECKUX BMELLATE bCTB.

He wucnonb3yinTe 3TO YCTPOMCTBO A1 KaKUX-IMOO WHbLIX Leei, KpoMe 3asB/IEeHHOro
Ha3HaueHws.

CteHT Resonance pa3peLuaeTcs UCMONb30BaTb TOMLKO C MOCTAB/IAEMOA BMECTE C HAM CUCTEMOW
A0CTaBKN,M Hao6opoT.

He npumeHsiiTe cuny nMpu  yaaieHUMM WM 3aMeHe  KOMMOHEHTOB. Ecnu  oulyulaetcs
COMNPOTUB/IEHME, OCTOPOXKHO M3BNIEKNTE KOMIMOHEHTBI.

HenpaBunibHOe obpallieHre Co CTEHTOM Nepes, ero BBeAeHNEM B MOYETOUHMK MOXKET NPUBECTM K
HapyLLEHNIO (YHKUMIA CTeHTa. W3rnb, pacTsikeHue wunv Nrboi Apyrov TMn HenpaBWbHOMO
obpalLeHVst MOTyT AethopMMpoBaTb CTEHT. BaXXHO 06paLLaTbCsi CO CTEHTOM C OCTOPOXXHOCTHHO.

MPEAYTIPEXXAEHNA

e [aHHble CTEHTbI He NpeAHa3HaueHbl 4151 NOCTOSHHOrO NPebbIBaHUA B OpPraHn3Me nalyeHTa.

o CTEeHT He [O/MKEH HaxoauTbCA B opraHusMe 6onee aeHaguatn (12) mecsueB. Ecnm
COCTOSIHME MauyeHTa MNO3BONSET, CTEHT MOXET ObITb 3aMEHEH Ha HOBbI CTEHT.

e [laumeHTbl AO0MKHbI PErynspHO MpoXoAuTb 06CnefoBaHME C  UCMOMb30BaHUEM  TaKUX
METOA0B, KaK peHTreHorpadus OptowHoA nonocTn (063opHas yporpagwms). [MauueHTam,
MCNOMb3YIOLNM KanbLiMeBbIe A06aBKKM, CnefyeT NPoXoanThb 6onee TulaTenbHOe 06CneaoBaHME C
LieNb0 OTCNEXMBaHNA 00pa30BaHMst KaNbLMEBLIX HACNOEHWUIA Ha CTeHTe. CTEHT A0/KeH ObITb
y[aneH, ecnim HacnoeHWst NPensTCTBYHOT APeHaXYy.

e HeBO3MOXHO npeAckasaTb WHAMBUAYaNbHble BapuaHTbl B3aUMOAENCTBUA CTEHTa C
MOYEBbIENNTENbHOM CUCTEMOM.
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* VI3MeHeHVe BA3KOCTU MOYM MOXKET 3aTPYAHUTL APEHaX.

o [emaTypus 1 HeaepXKaHne MOryT ObITb NPM3HAKOM 06pa30BaHNst (UCTYbI.

e EcCnm ynakoBka OTKpbITa WX MOBPEXAEHa MPU MOAYyYeHUW, He WUCMONb3yWTe YCTPOICTBO.
BHMMaTe/IbHO NpoBepbTe YCTPOMCTBO BU3yaslbHO Ha Mepernbbl, M3rnbbl U paspbiBbl. Ecm
06Hapy»eHa npobema, KoTopas UCKNOYaeT HaZ/exallee paboyee 1CNob3oBaHUE YCTPOMCTBA,
He ucnonb3yiiTe ero. MoxanyicTa, coobwmte 06 3ToM B KomnaHuo Cook Ans nonyyeHus
paspeLLleHns Ha BO3BpaT.

e OTO YCTPOWCTBO MpeAHa3Ha4YeHO WCKIOUNTENBHO [A1S OAHOPAa30BOr0  MCMO/b30BaHUS.
MoNbITKA MOBTOPHON 06paboTKW, cTepunmnsauyum U (UAKM) MOBTOPHOIO WCMOJb30BaHUS MOMYT
NPVMBECTM K OTKa3y YCTPOCTBA U (MNIN) pacnpoCcTpaHeHMIO 3a60/1eBaHNS.

o CTeHT COAEPXXWUT HUKeNb, KOTOPbLIN MOXET Bbl3BaTb a//IEPryecKyto peakumio y Nofein c
4yBCTBUTE/IbHOCTbLIO K HUKESHO.

NHP®OPMALNA O MPT

3TOT CMMBO/ 03HAYaeT, 4YTO YCTPOMCTBO coBMEeCTUMO ¢ MPT npu onpeaeneHHbIX
YC/IOBUSIX.

L OKNMHNYeCKNe UCMbITaHUA NOKa3aan, YTO METUIIMYECKMIA MOYETOUYHMKOBbBIA CTEHT Resonance
coBMecTM ¢ MPT npu onpefenieHHbIX ycnoBuax. Ero 6esonacHoe CKaHMpOBaHWE BO3MOXHO
npv cnefyroLLmx yCnoBusx:

Mpwn cTaTMyeckoM MarHUTHOM nosie
1,5Tn

Mpn cTaTM4eckoM MarHMTHOM: none
3Tn

*[IpOCTPaAHCTBEHHbIN FpagneHT
MarHMUTHOTO Mnoss He 6onee
450 'c/em; n

*MakcumanbHasa ycpegHeHHas
yAenbHas norsoweHHas MOLWHOCTb
WOHU3NPYIOLLETrO U3NyUYeHUs
ons scero Tena (SAR) 1,5 BT/kr B
TeyeHue 20 MNH CKaHMpPOBaHUA.

Bo BpemMs OOK/IUHNYECKNX
ncnb!TaHU CTEHT Bbl3biBasl
NoBbILLIEHUE TeMnepaTypbl Npu
cKkaHupoBaHnu meHee 0,80 °C npwu
SAR 1,5 BT/Kr B TeyeHune 20 MUH.

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

e[pOoCTpaHCTBEHHbI FpagneHT
MarHUTHOro nonda He 6onee
720 I'c/em; m

eMakcumasnibHasa ycpegHeHHas
yAenbHasa norjoweHHas MOLWHOCTb
WOHU3NPYIOLWEro U3slydyeHna ans
Bcero Ttena (SAR) 3 BT/Kr B TeueHue
15 MnH ckaHMpoBaHUA.

Bo BpemMs OOK/IMHUYECKUX
NCNbITaHUI CTEHT Bbl3bIBas
noBbllWEeHWe TeMmnepaTypbl Npu
CcKaHupoBaHuun meHee 1,3 "C npwu
SAR 3 BT/Kr B TeyeHune 15 MUH.



MpumeyaHve: KauecTBO MP-M300paXeHNs MOXET CHU3UTLCH, €CNU uccnefyemas 061acTb
HaxoAnTCA B TOW e 06/1aCTV UM OTHOCUTENBbHO 6/IM3KO K MECTOMOMIOXKEHMIO CTeHTa. ApTethakT
N306paKeHns NPOCTUPaeTCA NPUMEPHO Ha 16 MM OT YCTPOMCTBA NPU CKaHWPOBaHWN BO BPEMS
[OOKNMHUYECKUX UCNbITaHUIA C UCNOMb30BaHNEM; MOCNEeA0BATEIbHOCTU UMMY/bCOB rPafveHT-
3X0 Ha ckaHepe 3,0 Tesla Siemens Magnetom Trio, cucteme A Tim System (mporpaMMHoe
obecrieueHne Numaris/4) ¢ npuémo-nepefaroLlleli KaTyLKOn ans vuccnefoBaHWiA BCEro Tena.
[Mo3aTomy, BO3MOXHO, NOHAA00MTCA ONTUMMU3MPOBATL NapameTpbl MPT-BM3yanu3auum ¢ y4eTom
HaMuna MeTa/INIMYECKOro UMMIaHTara.

NHCTPYKUNA MO MPUMEHEHWIO

MpumeyaHwue: Kcnonb3osaTe C MPOBOAHMKOM auametrpom 0,038”/ 0,97 MM (He BXOAMT B
Komnnekt ¢ RMS-0600XX-R).

MpumedaHne: CTEHT MOXeT ObITb WCMNOMb30BaH C MPUMEHEHVMEM aHTerpagHom wunu
PeTporpagHoin yctaHoBKM. Ha npefcTaBneHHbIX puUcyHkax (1 v 2) nokasaHO peTporpagHas
yCTaHOBKa CTEHTA.

1. Vicnonb3ys 6a30Byt0 Nuenorpammy, oueHuTe NpaBuibHYI0 A/IMHY CTeHTa. TOUYHOEe M3MepeHue
MoBbILLAeT 3(MMEKTUBHOCTL [peHaxa M KOMQOPT nauueHTa. B 3atux uensx nnsa BBefeHMS
KOHTPACTHOr0 BELLECTBA C MOMOLLGHO LUMPULLA MOXKHO MCMO/b30BaTb BHYTPEHHUIA KaTeTep.

2. Tlo paHee YCTaHOB/IEHHOMY TMPOBOAHWKY W MOL PEHTTeHOCKOMUYECKUM WAN  MPAMbIM
BM3yasibHbIM KOHTpO/eM npoBeauTe KateTep (introduction catheter) v HapyXXHbIA KOXYX A0
Hagnexawero nonoxeHus (Puc. 1). YKecTKue LMCTOCKOMbI C pasmepoM 060104kn 21Fr mnm
OonbLUe NO3BOMAKOT BBOAUTL KaTeTep U 0060/104KY C MakCUMa/bHbIM BHELLUHUM [AMaMeTPOM,
YKa3aHHbIM Ha MapKUPOBKe U3LeNns.

3. MNocne ycTaHOBKM KaTeTepa ana BBedeHus (introduction catheter) n Koxyxa B Hag/iexatlee
MoMOXKeHWe, W3BMEKUTE KaTeTep W MPOBOAHWK, 4TOObI CO34aTb YCNOBMA AN MPOXOXAEHMS
creHTa (Puc. 1).

4. T1py NOMOLLM BbINPSAMUTENS TUMA «MUITENNT» BBEAUTE CTEHT B KOXKYX.

MNpuMeyaHue: Mocne TOro, Kak CTEHT OK&XETCA B KOXYXe, W3BMEeKUTEe BbINPAMUTENb Tuna
«MUITEAN» U3 BTYNKW.

5. Ana nNpoABvXKeHUs CTeHTa Yepe3 KOXyX WCMosb3yiTe kateTep ans BeedeHws (introduction
catheter) (Puc. 2) po Tex nop, Moka MPOHYMepPOBaHHbIA MapKep, COOTBETCTBYHOLWMIA [A/INHE
CTEHTa B PacKpbITOM COCTOSIHUW, He AOCTUTHET BTYNKW, Haxopslleincs Ha Koxyxe. (Puc. 3). B
3TOT MOMEHT NePBbIN «MUITENT» 6yAeT NOMHOCTLIO BbIABUHYT U3 KOXYXa.

MpuMeYvaHue: KOHUMK KOXYXa SABNSETCH PEHTITEHOKOHTPACTHbIM A/15 06/1eryeHmns yCTaHOBKM.

6. UT0Obl He JONyCTWUTb AasibHelillee pas3BepTbiBaHME CTeHTa B MOYKY, YAepXuBaiTe KaTeTep
[19 BBEAiEHNS Ha MECTe 1 OTBEAUTE KOXYX.

7. Korga BTy/Ka KOXyXa OKaXKeTcs Ha OfIHOM YpOBHE C NMPOKCMMa/IbHO METKOW KaTeTepa [A/is
BBefeHus (introduction catheter), BTopol «nurTeiin» OyaeT roToB K pasBepTbiBaHWUIO. B 3ToT
MOMEHT TMO/IHOCTLIO WM3BMIEKUTE KaK KOXYX, TaK W kaTteTep ana BeeaeHus (introduction
catheter) (Puc. 2)

8. CTeHT MOXeT ObITb yAaseH C MCMO0/b30BaHNEM OObIYHBIX LMCTOCKOMMYECKUX METOLOB C
NCMONb30BaHMEM LUMMLOB WM 38>KUMOB.

Mocne 3aBepLUEHNS NMPpoLEeaypbl YCTPOMCTBO (YCTPOMCTBA) HEOOX0AMMO YAaNuUTb B OTXOAbI
B COOTBETCTBUWN C NpaBuiamMm MeAULMHCKOr0 YUYpeXXaeHUs OTHOCUTENIbHO MeAMLUHCKUX
0TXOA0B, NPeLACTaBNAOLLNX OMOMOrMYECKYH OMacHOCTb.
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Px.1

Puc. 2

Puc. J

POPMA BbIlNMYCKA
XpaHUTb B TEMHOM, CyxOM MecTe 6e3 3KCTpeMa/lbHOro nepenaga Temmnepatyp.

O60pauMBaeMOCTb MHBEHTAPHbIX 3arMacoB CTEPWIbHbIX W3AENNIA SBNSETCA Heob6XOAMMbIM
MPOLLECCOM.

FAPAHTUMHBIE OBA3ATE/IbCTBA

YNONHOMOYEHHBIM NpeAcTaBUTENEM NMPOU3BOANUTENSA Ha Tepputopun Poccuiickon deaepauum
ABNAeTCA 3aKpbIToe akyMoHepHoe 06LwecTBo «LLIAM» (3AO «LLIAT»)

Poccus, 119002, r. Mockea, KapmaHuukuia nep. a. 9, atax 5, ogwmc 501.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail: info@schag.ru

"apaHTUW NPOM3BOAUTENS B 0653aTENIbHOM NOPAAKe PacnpoCTPaHATCA Ha Ka4eCTBO U3/

CPOK FrOAHOCTWU

«CpoK TOAHOCTV» OMpeaenseTcs CUMBOMAMU Ha 3TUKeTKe. CpOK rogHOCTU 0603HauaeTcs
YKa3aHMeM OT BPEMeHN U3rOTOBMEHMS U3aenus (CMMBON «habpuKax») 0 AaTbl MCTEUEHUS CpOKa
FOHOCTN (CMMBON «MECOYHbIE Yachbl»). PasHMLA MeXmay 3TUMK ABYMs AaTaMU W COCTaB/iseT
CPOK rOfIHOCTW.

CpOK roTAHOCTM METa/IMYECKOro MOYETOYHUKOBOIO CTeHTa Resonance - Tpu (3) roga.
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CBEAEHPLL O CTEPUNIN3ALUN

MeTaniMyecku MOYETOUYHMKOBbIE CTEHTbl Resonance MOCTaBNATCA CTepUIbHbIMA B
OTC/anBatoLLECs YrNakoBKe C NPMMEHEHMEM paTuduumpoBaHHoro EKO-metoaa (3TuneH okcua)
ANs obecrieveHnst CTeneHW rapaHTUpoBaHust cTepuibHocTM (SAL) 10 YcCTpoinctsa [JaHHOro
TUNa npefHa3HayeHbl AN OJHOPA30BOr0 WCMOMb30BaHUA W OCTaKOTCA CTEPWUIbHLIMK MpU

COXPaHeHNN repmMeTMYHOCTU M LeNIOCTHOCTU YynakoBku. He MCHOﬂbSyﬁTe n3genne B Ciy4dae
BO3HWKHOBEHWS COMHEHWIA M0 nosoay €ro CTepubHOCTH.

MPABUJTA XPAHEHUA

XpaHUTb M3aenmMsa B TEMHOM, CYXOM MecTe u3beras 4pe3MepHOro nepenaga Temnepatyp.
BHyTpeHHMe npoueaypbl «Kyk AlinaHg J1ta.» (Cook Ireland Ltd.) He npeaocTaBnsitOT TOUHbIE
TemnepaTypHble [aHHble 41 UCNOMb30BaHMS, XPaHEHUA U TPaHCMOPTUPOBKM n3denmin. Cook
onpegenun Mo nepcnekTnBe pUcka, YTo ANA 6OMbLUMHCTBA U3LAENWIA CUMBO/ «TEMMEPaTYpPHbIiA
npegen» He ABNSNCA HEOOXOAMMbIM ANS pPasMeLeHUs Ha STUKETKE MPoAyKTa. OTUKETKM

npoaykToB «Kyk AinnaHg Jita.» (Cook Ireland Ltd.) cootBetcTByeT IS EN 1041:2008 1 EN ISO
15223-1:2016.

MPABUTA TPAHCITOPTUPOBKI

Mpwn TPaHCNOPTUPOBKE HYXXHO YUYUTbLIBATL MCMOb3YEMbIA BUA TPAHCMOPTa, MECTO Ha3HaueHus,
MOCTaBLUMKa YCyr TPaHCMOPTUPOBKM N OLEHKY YaCTOTbl U XXECTKOCTM NOOLIX MaHUNyNauuii ¢
YCTPOINCTBOM, HEOOXOAMMBIX MPU TPAHCMOPTUPOBKE.

BHyTpeHHMe npoueaypbl «Kyk AinnaHg 1ta.» (Cook Ireland Ltd.) He npefocTaBnsitOT TOUHbIE
TemnepaTypHble AaHHble A1 MCMONb30BaHUSA, XPaHEHUS W TPaHCMNOPTUPOBKM m3genunid. Cook
onpegennn no MepcrneKkTMBe pUcka, YTo And 60MbLUMHCTBA U3LENWIA CUMBON «TeMMepaTypHbIii
npegen» He SABNANCS HEOOXOAMMbIM [N pasMeLLeHMst Ha 3TUKETKE MPOoAyKTa. ITUKETKM

npoaykToB «Kyk Aiinang Jita.» (Cook Ireland Ltd cootBetcTByeT IS EN 1041:2008 1 EN 1SO
15223-1:2016.

ycnosumd rnMPMMEHEHNA

MeTannmyeckre MOYeTOMHNKOBbIE CTEHTLI Resonance NMPYMEHSKOTCS B YCMOBUAX MEAULMHCKNX
YUPEXAEHWNIA.

KOMIJIEKT MOCTABKW/
MeTannmyeckme MOYETOYHMKOBbIE CTEHTbI Resonance NOCTaBAOTLCSA MOLWTYYHO B KOMIMIEKTE

C CUCTEMOI AOCTaBKM (MHTPOABKOCEPOM) M UHCTPYKLUWMEA Mo NpUMeHeHWH0. Matepuan ynakoBKY
HeBbILLE/IAYMBAEMbIA, HETOKCUMUHBII 11 HE UMEET 3amaxa; TPeLLWH, Pa3pbIBOB, MOPLLMH.

YnakoBka KOMMOHEHT Martepnan

Tyvek (MONN3TUNEH BbICOKOW NMIOTHOCTN) C MNIEHKOMN U3
nonnaTuneHTepedTanara 1 NOAM3ITUIEHA

Uexon cTeHTa

Tyvek (NOMaTUIEH BbICOKOI NNOTHOCTK) C NIEHKON U3
nofnaTuNeHTepedTanaTa 1 NoOAU3TUIEHA
\ KopobKa kapToHHas EELCTE 540*260* 32mMm

Uexon wnHTpoAbrocepa
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RPN
RMS-060012-R
RMS-060014-R
RMS-060016-R

RMS-060020-R
RMS-060022-R
RMS-060024-R
RMS-060026-R
RMS-060028-R
RMS-060030-R

AMorpelHocTb +/-10%

MAPKWVPOBKA

Macca, r*

92

1148
92
114,2
109
117,6
116,2

LLinpuHa, cm*
254
254
254

255
254
255
254
254
255

BbicoTa, cM*
53
53,34
53

531
53,34
52,9
53,34

MeTannmyeckre MOUYETOUHMKOBbLIE CTEHTbI Resonance NOCTaBAAOTCA B OTAENbHbIX YMaKoBKax,
Ha KOTOPbIX HE JO/MKHO BbITb MPU3HAKOB MOBPEXAEHUA UM BCKPbITUA. B criyyae 06HapyXeHns
N3rnboB, MOBPEXAEHWA W MPoYMX [edeKToB [asbHelllee UCMOoNb30BaHWe YCTPOCTBA

HEBO3MOXXHO.

Ha 3TuKeTKe n3genns ykasaHbl cregyroLume napamMeTpbl:

- KOMNaHA-N3roToBUTESNb N €€ afpec,;

- HaMMEHOBaHWe YCTPOIicTBa (TOProBasi MapKa);

- CEPWHBIN HOMEP;

- MapK1poBKa cepTugmkaummn CE;
- MapKMpOoBKa 0 CTepUIN3aLmnu;

- CCblNKa Ha rnoccapuii CMBOJIOB;
- IOrOTUN WU3roTOBUTENS;

- [laTa NPOV3BOACTBA;

- pa3mMepsl;

- CXEMaTUYECKNIA PUCYHOK;

- HOMEp NapTuK;

- 0603HaueHune “[1ns 0AHOPA30BOro NEMO0b30BaHNA”

- 0603HaYeHMe “BHMaHKe. PyKOBOACTBYMTECH CONPOBOAUTENIbHON JOKYMEHTaLMen”

- CPOK XpaHeHust
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A,
Resonance®

Metailic Urateral Stant and Introducer

GORMS-060026-R
e

[Bawnw | | |

forunes  [ednee | @[T

Tlocne 3aBepmeHHA nponeAYPH H3ASHHA CICAYCT YTHIM3HPOBATE B COOTBETCTBHHM ¢
HAUMOHANLHEIME HHCTPYKIHAMH ANA OHOIOrMYMECKM OMACHHIX MEAMIMHCKHX OTXozoB. [ns
Crpan EC cornacuo Jupexruse 93/42/EQC.

Ana  Poccuiickoli DefiepaiM  COrmacHO  HAUMOHAIBHHIM  TPeGOBAHMAM, KOTOpEIE
PETAAMERTHPYIOTCA CAHHTAPHEIMH NpaBIIaMH H HopMamu N2.1.7.2790-10 or 12 pexa6pa 2010
roga «CaHHTApHO-NMHACMHONOTHICCKHES TpeGOBAHAX K OOPAlIeHMIO ¢ MEAMINHCKHMH
orxozaMu». Kinacc onacHOCTH MEIMIMHCKUX OTXOROB: Knacc B,

/momAcano/ 15 cenraGpa 2020 r.
CrieLanmicT 1o BOMpOcaM peryiupoBaHas Hara

Limamn:

COOK IRELAND LTD.

O Xaraopan Poao,

Howsnn Texnonrodxcu Iapx

I JTumepux, Hpranous

Pezucmpayuonri nomep xomnawu:230176
Pezucmpayuonnwiii nomep HIIC:IE 5203176 O
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MepeBos AAHHOTO TeKCTa BbINONHEH NEPeBOAYUKOM KOTNAp0BbIM AHTOHOM Mropesnyem.

Poccuiickaa depepayms

oo IVbokea
BocuMOro oKTs0pA 188 Th M [B30LATON0 MR

[ PopgnHa YnbaHa AnekceeBHa, BPeMEHHO MCNONHAK WA 0693aHHOCT N HOTapuyca ropoaa Mockssl Kopcuka

Bnagnmunpa KOHCTaHTUHOBMYA, CBUAETENbCTBY NOLAUHHOCT b NoAnucK nepesogumka KoTnaposa AHTOHa
Mropesuua.
Moanuce caenaHa B MOeEM NPUCYTCTBUN.

JIn4yHOCTb NOANMUCaBLIEro JOKYMEHT YyCTaHOBNeHa.

3aperucrpupoBaHo BpeecTpe: No 77/2138-H/77-2020-" 7 SC
B3bickaHo no Tapugy: 100py6. 00 kon.

YnnayeHo 3a OKa3aHWe ycnyr npaBoBOro M TexHuyeckoro xapakTepa: 300 py6. 00 kon.

epboBas neyvaTb
HoTapuyca ropoga MocCKBbI

Kopcuka B.K. I'IQUFVCb

WHH 770474847174

Bcero npowHypoBaHo, TOHYMEpPOBaHO
N CKPEnJIeHo neyaTtbio nuct(a)(oB)

BPWO HoTapuyca noanmncob

Poccuiickan degepauns
opog MockBa
BocbMOro oKT6psa ABe ThiCAYM 4BaALATOro roga
A, PoavHa YnbsiHa AnekceeBHa, BPEMEHHO MCMONHAOLLASA 0653aHHOCTN
HoTapuyca ropoga Mocksbl Kopcrka Bnagnmmpa KoHcTaHTUHOBMYA,
CBUWAETENLCTBYIO BEPHOCTb KOMUM C NPEACTaBIEHHOr0 MHNOKYMEHTA.

3apeructpuposaHo B peectpe: Ne 77/2138-H/77-2020- 3 b 2L

B3biBano rocyfapcTBeHHOM NownmHbl (no Tapudy)a™ ® py6. 00 Kon.

Y anadeH”a okasaHuve yc/yr NpaBoBOro U TEXHUYECKOro xapaicrepa: j (e}
Y.A.PoauHa

Bcero npowHypoBaHo, MPOHYMepPOoBaHO
N cKpenneHo nevatbto c2'5 nuct(a)(oB)

BPWO HoTapuyca
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