KOMKA

NIALL SHEEHY
NOTARYPUBLIC
6/7, Gieniworth St.,

Limerick
Ireland

Facsimile +353 61 414738
Email nsheehv@sellors.ic

/ Telephone +353 61 414355

TO ALL TO WHOM THESE PRESENTS SHALL COME, |, Niall Sheehy, Notary Public, duly
authorised, admitted, andsworn, practicing at 6/7 Glenthworth St., Limerick, Republic oflreland,
DO HEREBY CERTIFY that | amfamiliar with certificates as issuedfi om time to time by Cook
Medical Europe and that the original document hereunto annexed namely, Instructionsfor Use-
Endoscopic Needles upon which | 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 | HAVE CERTIFIED as herein at the request o f Cook Medical Europe having itsplace of
business at O'Halloran Road. National Technology Park, in the city ofLimerick, Ireland, andfor
the benefit o fthe proper authorities in Russian Federation andfor all to whom it shall come.

IN FAITHAND TESTIMONY whereofl have hereunto set my hand and affixed my Seal o f Office.

Date
Notary Public

NfALL SHEEHY

Wotar/ Publ/c
6" G/entworth St., Limerick.
Commissioned for life

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



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

APOSTILLE
(CoDvendon de La Haye du 5 octobre 1

1.Country: IRELAND

Paya/PaU:

This public document
L»pidseiit acte pid)Uc/ El prcsentc docuneoto pdblico

2.bus been signed by
aM sign6 par

ba lido Qnnado pw /I1"oM
3. acting in the capacity of

agissaoi en qualiid de

gden aetda en calidad de
4. bears the seal / stamp of

estrevbtu do sceeu / timbre de

y estd revestido del eeQo/ timbre de

Certilkd
Attestd / CeitiRcado

5.at 6. the

4/en 1d k le/cl dfa
7.by

par/pw
8. No

sous no

bajo el ndmero

li4@ntna>I>cily c<rm «linttur» anSIh* c*pkHy el m« pwwn whe lim S
=oprapilun, Um ItfaMity ol Vm m Mor IUmp wnicli Nee puClicilDairrMniIMtre.1N t Aombln
ogniw4 Milm daeurntni bi w4 chiiwts Mvgml Ib vtOty M lumbicM d Thii »M



COOK™*

MEDICAL

INSTRUCTIONS FOR USE

Endoscopic Needles

PURPOSE

Intended for insertion through a compatible endoscope to perform various operations during
endoscopy.

DEVICE DESCRIPTION

TablcKofonversieiis

Par~ieter .Conversion
13 Fr 1mm
linch 25.4 mm

Technical characteristics of the needles mentioned as components in this Techmeal Data
Summary;

Connection ofthe needle tip and tube should not be broken under minimum force exercised on the
tip and tube in the direction of their separation, which equals 40 N. Resilience: after force 10.0
N, maximum deviation - 0.45 mm. Straightness: deviation from tube and tip concentricity should
not exceed more than 0.2 mm. Maximum allowed deviation from the tip axis 3°. When needle tip is
deviated at the distance of 17.5 mm - needles should not break. Blunting radius of the working
parts of the instruments should be no more tlian 0.03 mm. Roughness of the surface - no more
than 0.16 mkm.

Tolerances for needles: 16 G /1,65 mm (x0.4mm); 19 G /1.07 mm (x0.03 mm); 20 G /0.89 mm
(£0.03 mm); 21 G/ 0.82 mm (20,01 mm); 22 G /0.71 mm (+0.02 mm); 23 G /0.64 (20.03
mm); 25 G /0.52 mm (£0.01 mm).

NIAU SHEEHY
Notary Public
Glentworth St-, L merick.

Commisdoned lor Life
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Williams Cvstoscopic Injection Needle
(09Q001. 090001-S10. 090001-S26. 090001-S34. 0900QI-S91

090001, 090001-S26, 090001-S34, 090001-S10, 090001-S9

'Fhe Williams Cystoscopic Injection Needle is used for cystocopic injection into urethral
strictures, bladder neck contracture, and the bladder wall. Williams Cystoscopic Injection Needle
come in diameters 23 G /0.64 mm and 25 G /0.52 mm. The Williams Cystoscopic Injection
Needle is a semi-rigid injection needle. French size, gage, length, and tip length will vary by
configuration.

Parameters of FLLA (for 090001-826 only):

Diameters: A - 0.050 inch/ 1.270 mm (£0.002 inch/0.051mm); D - 0.210 inch/5.334mm (£0.005
mch/0.127mm); E - 0.344 inch/ 8,738mm (x0.005 inch/0.127mm);

Length: B - 0.792 inch/ 20.117 mm (£0.01 inch/0.254mm); C - 0.060 inch/1.524mm (£0.005
inch/0.127mm); F - 0.172 inch/ 4.369mm (£0.005 inch/0.127mm); G - 0.28linch/7.137mm
(x0.005 inch/0.127mm);; H- 0.312 inch/7.925mm (£0.005 inch/0.127mm).
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Parameters ofgr/p wim JiLLns:

Lengths: A - 1.222 inch/ 31.038mm (+0.01 inch/0.254mm); B - 0.60 inch / 15.24mm (+0.005
inch/0.127mm).

Order number Needle Sheath
Diameter G/mm  Length mm  Diameter Fr/mm Length cm
Tolerance Indicated in the +10% +10% +10%
technical

characteristics

above
090001 23/0.64 8 5.0/1.67 35
090001-S26 23/0.64 8 5.0/1.67 45
090001-S34 23/0.64 8 3.7/1.23 35
090001-S10 23/0.64 8 3.7/1.23 35
090001-S9 25/0.52 8 5.0/1.67 35
MATERIALS
Component Material Patient Contacting
090001-S26
Needle AISI 304 Stainless Steel: C-Max 0.08; Cr-18 Direct contact
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0.045; S-Max 0.03; Cn-Max 1
Needle Catheter Polyurethane Radiopaque #20493 Direct contact
(sheath)
Leur lock adapter Polyamide 6 # 40340 Indirect contact

Blue colorant:
Cl Pigment Blue 29
Cl Pigment Green 7
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Connector cap Polyamide 6 # 40340 Indirect contact
Blue colorant:
Cl Pigment Blue 29
090001,090001-89
Needle AISI 304 Stainless Steel: C-Max 0.08; Cr-18 Direct contact
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0.045; S-Max 0.03; Cu-Max 1
Needle Catheter Polyurethane Radiopaque U20113 Direct contact
(sheath) Blue colorant:
Titanium dioxide
Cl Pigment Blue 29
Cl Pigment Blue 15

Hub:
Polyurethane # 20060
White colorant:
Titanium dioxide
Cl Pigment Blue 28
Coil AIlSI 304 Stainless Steel: C-Max 0.08; Cr-18 Direct contact
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0.045; S-Max 0.03; Cu-Max 1
Grip wing fitting Polyurethane # 20060 Indirect contact
White colorant:
Titanium dioxide
Cl Pigment Blue 28
090001-S10, 090001-S34
Needle AISI 304 Stainless Steel: C-Max 0.08; Cr-18 Direct contact
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0.045; S-Max 0.03; Cu-Max 1
Needle Catheter Polyurethane Radiopaque #20113 Direct contact
(sheath) Blue colorant:
Titanium dioxide
Cl Pigment Blue 29
Cl Pigment Blue 15

Hub:

Polyurethane # 20060
White colorant:
Titanium dioxide

Cl Pigment Blue 28

Caution: U.S. federal law restricts this device to sale by or on the order of a physician (or a
properly licensed practitioner). Please read all instructions before using this device.
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INTENDED USE

Williams Cystoscopic Injection Needle used for cystoscopic injection into the urethra, bladder neck,
and bladder wall.

CONTRAINDICATIONS

The device is contraindicated in the presence of conditions which create unacceptable risk to the
patient during cystoscopy.

PRECAUTIONS

Do not force the device during the procedure; stop and determine the cause of resistance before
proceeding.

This product is intended for use by physicians trained and experienced in cystoscopic techniques.
Standard techniques should be employed.

POTENTIAL ADVERSE EVENTS

Complications associated with cystoscopy procedures may include, but are not limited to:
* Bleeding

* Urinary tract perforation

* Stricture

« Urinary retention

Additional complications associated with the urological injection needles may include, but are
not limited to:

« Inadvertent puncture with tissue damage or bleeding

* Infection

* Inadvertent injection of the therapeutic agent.

INSTRUCTION FOR USE

1. Securely attach a pre-fllled syringe to the Luer lock fitting on device, then flush air from the
needle. Check for patency and leaks.

2. With the cystoscope already placed in the urethra, introduce the needle into the working
channel ofthe cystoscope.

3. Advance the needle in short increments until it is visualized exiting the cystoscope.
NOTE: Needle should be advanced no further than 5 cm from the end of the scope.

4. Cystoscopically visualize the desired injection site and maintain position of cystoscope.
5. Advance the needle into the intended injection site.
6
7

Perform injection(s) to desired location(s).
Upon completion of injections, carefully remove the needle from the cystoscope.

REFERENCES

These instructions for use arc based on experience from physicians and (or) their published
literature. Referto your local Cook sales representative for information on available literature.

PERFORMANCE CHARACTERISTICS

Endoscopic needles of various types, in packaging are stable at Temperatures in the range o f+10
to + 40"C.
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Endoscopic needles of various types, in packaging are stable at a transportation and storage
temperature in the in the range of-50 to + 50 ®C.

Endoscopic needles of various types are stable under sudden changes in temperature.

Endoscopic needles of various types are stable under vibration loads in the range 10-55 Hz,
amplitude displacement of 0.15 mm.

Endoscopic needles of various types, in packaging are stable under vibration loads in the range
10-55 Hz, amplitude displacement of 0.35 mm and shock loads at peak acceleration of 100 m /
s2 (10g), and duration of shock acceleration of 16 ms.

BIOCOMPATIBILITY TESTING
Product Name/Description  Biocompatibility Test

Williams Cystoscopic Cytotoxicity, Sensitization, Intracutaneous reactivity, Acute

Injection Needle systemic toxicity, Henjocompatibility, Risk Assesment

FUNCTIONAL (TECHNICAL) TEVSTING

Test Description Results
Burst test Pass
Needle Elasticity Pass
Needle bending strength Pass
Tensile test Pass

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS
Cook Incorporated, Cook Ireland and Wilson-Cook Medical Inc. manufacture all medical
products in accordance with Medical Devices Directive 93/42/EEC.

Cook Incorporated and Wilson-Cook Medical Inc. manufacture all medical products in
accordance with the United States Food and Drug Administration (FDA) Quality System
Regulations, 21 CFR Part 820, Quality System Regulations.

All of Cook facilities are also certified to ISO 13485 (2016) Quality Management System.

WARRANTY

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

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

phone: (495) 956-13-09;

Fax; (495) 956-1310,

e-mail: info@schag.ru

Manidacturer's warranty binding on quality products.

SHELF LIFE
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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 dale (hourglass symbol). The
difference between both dates is the shelf life.

Endoscopic Needles of Various Types - have a 3 year expiration date.

STERILIZATION DETAILS

Endoscopic Needles of Various Types 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

Endoscopic Needles of Various Types should be stored in a diy location, away from temperature
extremes.

TRANSPORTATION RULES
Transportation shall accoimt 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.

USAGE CONDITIONS
Endoscopic Needles of VVarious Types are used in the patient care medical institutions.

SUPPLY DETAILS

Endoscopic Needles of Various Types are sold in peel-away packages together with the
instructions for use. Peel-away packages arc put in the corrugated board boxes. Boxes are being
taped with the control tape to cover the sides or along the perimeter.

PACKAGING PARAMETERS - ofthe product packaged in the peel-away pouch

RPN Weight (gr) Height (cm) Width (cm) Tolerance
090001 16.5 12.3 63.5 +/-10%
090001-S10 16.1 12.3 63.5 +/-10%
090001-S26 27 12.4 68.5 +/- 10%
090001-S34 19 12.4 53.3 +/- 10%
090001-S9 17 12.4 55.2 +/- 10%
LABELING

Endoscopic Needles of Various Types 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 of the device shows the following device parameters:
- Company-manufacturer and manufacturing address;
- Device name (trade mark);
- Serial number;
- marking about CE certification;
- marking about sterilization;
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Address ofthe EU representative;

Trade mark of the manufacturer;

manufacturing date;

Sizes;

Schematic picture;

Lot number;

marking for “Single use only”

marking for “Attention. See instruction for use’
marking for “Keep dry”

marking for “Keep away from sunlight”

Shelflife
Williams Cystoscopic injection Needle
SLIP* sk
SOROBAn
1 ZBIm
f( 614290 L .
" M aNiaMMw . _
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n¥Tn*c

REPAIR/MAINTENANCE
Endoscopic Needles packages 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 the guidance document by World Health Organization.
For US countries - in accordance with the US Department of Labor of Occupational Safety and
Health Administration (OSHA)

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.

ARjuJocLy-g Ob'-

Regulatory Affairs Specialist Date

COOK ?MEDICALEURO;
O’Hailoran Ro?d,
Matjcnal Technoiogy
Limerick, Ireiand.
Corrpany Registration No- 'i"
VAT Registration No.
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MepeBOA C aHIINACKOrO0 A3blKa Ha PYCCKUI A3bIK

HAWNN WNXN
HOTAPUNYC

6/7 'neHTBOP YN.,

r. Jiumepuk

WpnaHans

TenetoH:+353 61 414355
®akc:+353 61 414738
An.noyta: nsheehy@sellors.ie

BCEM 3AVMHTEPECOBAHHbLIM NNUAM, A, Hain LWnxun, HOTapuyc, AO/MKHbLIM 06pasom
YNO/ITHOMOYEHHbIN W NPUCATHYBLUWI, BeAYLWWNIA fena no agpecy: 6/7 FneHTyopT yn., r. Jlumepuk,
WpnaHgna, HACTOAWWMM TIOATBEPXOAK, 4yto 4 03HakKOMWICA C cepTuukatamu,
KOTOpble Nepuojuyeckn BbinyckaeT kKomnaHus Cook Medical Europe, u 4To npunaraemblii
JOKYMEHT ABNAETCA OpUrMHaNoM AoKyMeHTa VHCTPYKUMA NO NPUMEHEHUI0 MeAULMHCKOro
n3genns «rnbl 3HAOCKONMYECKME», HA KOTOPbIX S MOCTaBWU/ CBOK MOAMNUCL U CKPeNnua CBOeNn
neyaTblo, U KOTOPbIA ABNAETCA TOYHbIM W BEPHbIM OPUTUHANIOM, U YTO OpPUTUHAN ABNAETCA
MOA/IMHHbBIM.

TAKXE A MOATBEPXAAHK HacToAwmuM goKyMeHTOM no 3anpocy Cook Medical Europe, uto
KoMnaHua BefeT 6usHec no agpecy: O’XannopaH Poypa, HawHn TekHonomxu Mapk, B ropofje
Numvepnk, WpnaHgua, [NS  COOTBETCTBYHOLWMX KOMMETEHTHbIX OpraHoB B  Poccuiickoi
defepaunn 1 ans BCEX, KOr0 3TO MOXET KacaTbCA.

B MOATBEPXAEHWE YEIO 4 cTaBnto CBOK NOAMNUCH M Neyarsb.

/nognucaHo/ 9 nekabpsa 2020 r.
Haiin LWunxn [Jata
HOTapuyc

LWTamn:

Haiin LLinxn

HOTapuyc

6l eHTYyOopT YN., I. lIUMepuk

[Mo>KM3HEHHasA NULEH3NA OTTUCKHaA nevaTb HOTapuyca
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Kpyrnasi neyars:
[JenapTaMeHT MHOCTPaHHbIX 4eN
1 TOProB/n

AMNOCTUNb
(Faarckast KoHBeHUMA 0T 5 okT6psa 1961 roga)

CrtpaHa: MPNAHONA

[aHHbIli rocy1apCTBEHHbII

2. LOKYMEHT 6bl/1 NOANUCaH: Hain Wnxu
3. BbICTYNatoLLell B KauecTBe: Hotapuyc
4. CKpenJsieHo neyaTbo/WTamnom: HoTtapuyc
3aBepeHo
5. B r. Kopk
6. 17.12.2020 r.
7. JdenaptameHTOM MHOCTpaHHbIX Aen n Toprosnu
8. Ne 8300742020
9. Meuvatb/wramn: JenaptameHT VHoCTpaHHbIX Jen v Toprosnu
10. Moanuce: /noagnucaHo/

HacToAwwin anocTunb NOATBEPXKAAET TOMbKO MOLAMHHOCTb NOAMMCUM W JO/MKHOCTb fivua, NOANMCaBLUEro
Ny6/NYHbIA AOKYMEHT, W, e BO3MOXHO, MNOA/MHHOCTb MeyaTM WAM LTaMna Ha My6/M4HOM [OKYMEHTE.
HacTosLym anoctuib He NOATBEPXKAAET COAEPXKaHMA AOKYMEHTa, A1 KOTOPOro OH 6bin BbinyLLeH. [11s NpoBepkm
BbIMyCKa HAaCTOALLEro anoctung cM. www.authenlications.dfat.ie

Howmep cboky: 263046
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Nortun Cook Medical

NMHCTPYKUNA MO NPUMEHEHUNIO
Nrnbl 3HQOCKONNYECKNE

HASHAYEHWE

Wcnonb3ytoTcs ANs BBEAEHNS Yepe3 COBMECTUMbI/ 3HAOCKON ANS BbIMONHEHUS Pa3INUHbIX
onepauwuii Bo BpeMst 3HLOCKONUN.

OMMNCAHWNE N3AENNA

EanHuubl npeobpasoBaHue
1/ 3Er 1 mMm
1a0nm 25,4 MM

TexHunuyeckune XapaKTepUCTUKN Urn, ynoMAHYTbIX B Ka4€CTBE KOMMOHEHTOB B IaHHOM 0630pe
TEXHUYECKUX AaHHbIX:

CoefMHeHNe BTY/IKN U TPYOKN UINbl HEe AO/HKHO paspyllaTbCA NMPU MUHMMaIbHOM [aB/IeHUN Ha
HAKOHEYHVK W TPYyOKY B HanpasieHUn nx pasgeneHuns. 3710 AasneHvie pasHo 40 H. YnpyrocTb:
nocne npunoxenus cunbl 10,0 H makcumanbHoe OTKNOHeHue - 0,45 MM. TMpPAMONMHEAHOCTb:
OTK/OHEHME TPYOKM Y HAKOHEYHUKA He LO/DKHO npesBbiwarts 0,2 MM. MakcumanbHO AoNyCTUMOe
OTK/IOHEHMEe OT OCY HakKOHeyHMKa - 3°. Korga HakOHEeYHUK Wr/ibl OTK/IOHAETCA Ha paccTosHue
175 MM, Wribl He [O/MKHbI  paspywarbcd. Paguyc nputynneHus paboumx [geTanen
WHCTPYMEHTOB He Ao/keH npsbiwaTte 0,03 mm. LlepoxoBaTocTb MoBepxHOCTU He 6onee 0,16
MKM.

MorpewHocTtn urn: 16 G /1,65 mm (£0,4mm); 19 G /1,07 mm (£0,03mm); 20 G /0,89 mMm
(£0,03mm); 21 G/ 0,82 mm (£0,01mm); 22 G /0,71 mm (£0,02mm); 23 G /0,64 mm (£0,03mm); 25
G /0,52 mm (£0,01Mmm).

/nognucaHo/

LTamn:

Havn LWnxu

HoTapuyc

6/7 CneHTyopTyn., I. JlumMepuk
Mo>KM3HEHHas NNLEH3NA
09.12.2020r.

OTTUWCKHasA neyaTb HOTapuyca
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Mrna Williams Cvstosconic Injection Needle
(090001: 090001-S26, 090001-S34, 090001-S10, 090001-S9)

090001, 090001-S26, 090001-S34, 090001-S10, 090001-S9

Wrna Williams Cystoscopic Injection Needle wncnonb3yeTcsi Ans LMCTOCKONMNYECKOW MHBEKLMUK
B YpeTpy, LeiKy MO4YeBOro nysblps W CTEHKY MOYEBOro Ny3bips. 3TW WUrNbl BbINOAHEHbI C
anametpamu 23 G /0,64 mm n 25 G /0,52 mm. Wrna Williams Cystoscopic Injection Needl
npeacTaBnseT COOOM MONYXECTKYH WHBLEKUMOHHYK wuray. Pasmep B Fr, guameTtp, ANuMHa K
ANMHA HAKOHEYHWKA 3aBUCAT OT KOHMTIypaLmu.

MpameTpbl [lloep-nok aganTepa «Female» (Tonbko gnsa 090001-S26):

OvameTtpbl: A - 0,050at0ima/ 1,270 mm (£0,002a101ima/0,051mm); D - 0,210 atorimals,334Mm
(x0,005 pgtoimal0,127mm); E - 0,344 protima/ 8,738mm (+0,005 grorima/0,127mm);

Onuubl: B - 0,792 proiima/ 20,117 mm (20,01 aroinmal/0,254mm); C - 0,060 aroiimal/l,524mm
(x0,005g01Mma/0,127mMm);  F - 0,172 prorimal/ 4,369vm  (£0,005 pgroinmal/0,127mm); G -
0,281atimal7,137mm (0,005 proiimal/0,127mm); H - 0,312 pwoiimal/7,925mMm (20,005
atonmal0,127mm).
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MapamMeTpbl 3a>KNUMa C Kpbl/bILIKaMu;

OnuHbl: A - 1,222 aroiimal/31,038mm (+0,01at0iimal0,254mm); B-0,60 goinmal 15,24mm
(x0,005 pgroimal/0,127Mm).

Homep B KaTanore Wrna 3awmnTHas 060104Ka UMbl
NPOAYKTOB Anametp G/mm OnvHamm  Ounametp Fr/ivm  [nnHa cm
MorpewHocTb YKa3aHo BblLle B +10% +10% +10%
TEXHUYECKUNX
XapakTepu CTUXax
090001 23/0,64 8 5,0/1,67 35
090001-S26 23/0,64 8 5,0/1,67 45
090001-S34 23/0,64 8 3,7/1,23 35
090001-S10 23/0,64 8 3,7/1,23 35
090001-S9 25/0,52 8 5,0/1,67 35
MATEPWAI/DbI
KOMMOHEHTHI Martepwnan KOHTaKT c nayueHTOM
yCTpOMCcTBa
090001-S26
Mrna HepxaBetowasa ctanb AISI 304: C-Max [1pAMOI KOHTaKT

0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
N1-8 - 10,5;P-Max 0,045;8-Max 0,03; Cwu-

Max 1
3awunTHas o6onoyka [lMonnypetaH PeHTreHOKOHTPACTHbII MpAMOW KOHTAKT
Urnbl Ne20493
Agantep Jltoap-nok [Monnamung 6 Ne 40340 KOCBEHHbI KOHTaKT

Kpacutenu rony6oro:
Cl Pigment Blue 29
Cl Pigment Green 7
Konnauok Monnamng 6 Ne 40340 KocBeHHbI KOHTaKT
Kpacutenb rony6oro:
Cl Pigment Blue 29
090001,090001-89
Wrna HepxaBetowas ctanb AISI 304: C-Max [psAMOI KOHTaKT
0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
Ni-8 - 10,5;P-Max 0,045;S-Max 0,03; Cu-
Max 1
3alnTHas o6onoyka [lonmypetaH PeHTreHOKOHTPACTHbII MpAMO KOHTaKT
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Urnbl Ne20113
KpacuTenb cuHero:
Jdnokecung TutaHa
Cl Pigment Blue 29,
Cl Pigment Blue 15

Brtynka:
MonuypetaHNe 20060
Kpacutenb 6enoro:
Avokeung TntaHa
CI Pigment Blue 28
npy>xwmHa HepxaBetowas ctanb AISI 304: C-Max T[psAMOii KOHTaKT
0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
Ne-8 - 10,5;P-Max 0,045;S-Max 0,03; Cwu-

Max 1
3aXum ¢ Monuypetan Ne 20060 KOCBEHHbIN KOHTaKT
Kpbl/iblLWKamm Kpacutenb 6enoro:

Anokcua TutaHa
Cl Pigment Blue 28
090001-S10, 090001-S34
Nrna HepxaBetowas ctans AISI 304: C-Max [1psMOIi KOHTaKT
0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
Ni-8 - 10,5;P-Max 0,045;S-Max 0,03; Cu-

Max 1.
3aumTHasa obonouka [lonmypeTaH PEHTTeHOKOHTPACTHbIN MpsSAMOIA KOHTaKT
Urbl Ne20113

-Kpacutenb cuHero:
Avokcug TntaHa

Cl Pigment Blue 29,
Cl Pigment Blue 15.

Brtynka:

MonunypetaH Ne 20060
KpacuTenb 6enoro:
Aunokcng TntaHa

Cl Pigment Blue 28

BHumaHune: ®egepanbHbiii 3akoH CLLUA pa3pelnaeT npofaxy 3Toro ycTtpolictBa Bpavam (Mnu
Hagnexawmm obpasoM NULEH3MPOBaAHHbLIM MPaKTUKYIOLWMM BpayaM) WanM No yKasaHWUi Bpaya.
Moxanyicra, NpoYMTainTe BCHO MHCTPYKLMIO Nepes UCNOb30BaHWEM 3TOr0 YCTPOMCTBA.

MOKA3AHWNA KMPUNMEHEHWIO
Wrna Williams Cystoscopic Injection Needl ncnonb3yetcsa ans 4McToCKONUYECKOW MHBEKL MK B
ypeTpy, LWeiKy MOYEBOro ny3bipsd W CTEHKY MOY€EBOr0 My3bIps.

MPOTUBOINMOKA3AHIUNA
YCTpOCTBO NPOTMBOMOKA3aHO NPU HaNMYMKM YCNOBWiA, KOTOPbIE CO3Aal0T HEMPUEMIEMbIIA PUCK
AN NaLyeHTa BO BPEMS LIMCTOCKOMUN.
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MEPbI MPEAOCTOPOXHOCTW

He npunaraiiTe ycunuii K yCTpPOWCTBY BO BPEMS MNPOLEAYPbl; OCTAHOBMTECh W OMpeaennTe
MPUYMHY CONPOTUBEHUSA, NPEXAE YEM NMPOAOHKNTD.

3T0 M3fenue npeaHasHayeH A5 MUCMOMb30BaHUS BpavaMu, 06YYEHHbIMU ¥ UMEHOWMMU OMbIT
MPUMEHEHUSA LMUCTOCKONUYECKUX METOAO0B. [ OMKHbI 6biThb MCMO/b30BaHbI CTAHAAPTHbIE METOAbI.

MOTEHUWMANbHBIE HEXXENATE/NbHbBIE ABJIEHUA

OCnoXXHeHUs, CBfA3aHHble C npoueAaypamMy  UMCTOCKOMMUM, MOTYT BK/HOYaTb, HO He
orpaHmyunBaKTCA:

e KpoBoTeueHue

* [Mepdopauns MOYEBbIBOAALLUX NYTEN

* CrTpukKrtypa

e 3ajep>xKa mouun

[ ononHUTENbHbIE OCNOXHEHWSA, CBA3aHHbIE C YPONOTMYECKUMU WHDBEKLMUOHHBIMU UrNamu,
MOTYT BKNOYaTb, HO HE OrpaHUYMNBalOTCA:

* HenpegHamepeHHas MYHKLUMA C NOBPEXAEHUEM TKaHU WU KPOBOTEYEHUEM

e  VHpekums

* HenpeaHamepeHHas MHbeEKLMA NeyebHOro cpeacTsa.

NHCTPYKUWMW MO NPUMEHEHWIO

1. HagexHo npuKpenute npeaBapuTeNbHO 3anOfHEHHbIA WNApUY K (UTUHTY Jloepa Ha
YCTPOICTBE, 3aTeM yJannTe BO34yX U3 Urfbl. [1poBepbTe Ha NPOXOAUMOCTb U YTEUKN.

2. C UMCTOCKONOM, Y)XKe NOMEeLLEHHbIM B YPeTpy, BBeAMUTE NIy B paboyunii KaHan LMCTocKona..
3. MpogsuranTe Uray KOPoTKMMY LlaraMu, noka oHa He 6yfeT BM3yan3MpoBaHa, BbIXOAALLEN
13 LMCTOCKONA.

MPUMEYAHWME. Wrna fo/mkHa ObiTb BbIABUHYTa He fanblle, YeM Ha 5 CM OT KOHUa
umcTockona.

4. Lluctockonuyeckn BU3yanusuMpyinTe >Xenaemblii Y4YaCTOK A1 WHBEKUMM WU COXpaHAiTe
MONOXXEeHMe LUCTOCKOmMa.

5. MNpoaBvHbTE Uy B NPeAnosiaraeMoe MeCTO MHBLEKLUN.

6. BbIMNOMHUTE NHBEKUNIO (MHBEKLMN) B HY>XHOE MECTO (MecTa).

7. Mocne 3aBepLUEHNS MHBEKLMUIA OCTOPOXKHO MU3B/EKUTE UFY M3 LUCTOCKONA.

PEKOMEHAAL UM

dTa MHCTPYKLMS MO MPUMEHEHWIO OCHOBaHa Ha OMbiTe Bpayei U (Mnm) nx ony6JMKOBaHHON
nutepaType. O6paTutecb K MeCTHOMY TOproBomy npeactaButento Cook Ans nonyveHus
MHopMaLMK 0 AOCTYMHON NnTepaTtype.

AKCNNYATAUVMOHHBIE XAPAKTEPNCTUKW:

Wrnbl aHQOCKONUYeCKMe  YCTOMYMBBLI Npu TemnepaType oT +10 go +40°C.

Nrnbl aHAOCKOMMYecKMe B TPAHCMOPTHOW yNakoBKe YCTOWUYMBLI NpW TeMnepaType
TPaHCMOPTUPOBaAHMA U XpaHeHusa oT -50 go +50°C.

Nrnbl sHAOCKONMYecKMe B TPAHCMOPTHOW YNakoBKe YCTOWUYMBLI MpW TeMnepaType
TpaHCnopTUPOBaHMA 1 XpaHeHusa ot -50 go +50°C.
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Nrnbl 3HAOCKOMMYECKME  He MOABEPratoTCA Pe3KOMY U3MEHEeHUI0 TeMNepaTypbl BHELIHeN
cpefbl.

Nrnbl 3HLOCKOMMYECKMe  YyCTOMYMBBLI NPY BUOPALMOHHBIX Harpy3kax B gnanasoHe 10-55 Iy,
amnanTyae nepemetieHmsa 0,15 mm.

Nrnbl 3HAOCKONWYECKME B TPAHCMOPTHON yNakoBKe YCTOWUMBbLI NPU BUBPaLMOHHbIX
Harpyskax B guanasoHe 10-55 'y, amnauntyge nepemMetteHums 0,35 MM 1 yaapHbIX Harpyskax
npv NMKosoM yckopeHuu 100 m/c2 (10g) v 4nnuTenbHOCTU YAAPHOTO YCKopeHns 16 mc.

TECTUPOBAHWE HABVUOCOBMECTMNMOCTDb

HanmeHoBaHue TecT Ha 6MOCOBMECTHMOCTb

n3genns

Mrna Williams LIMTOTOKCMYHOCTb, CEHCMOUNN3aLNs, BHYTPUKOXKHAA peakuus,
Cystoscopic Injection oCTpas 061ad TOKCUMYHOCTb, FTEMOCOBMECTUMOCTb, OLeHKa PUCKOB

TEXHWYECKOE TECTUPOBAHWE

OnucaHne TecTa PesynbTathl
VicnbiTaHWe Ha pa3pbiB MpoigeH
ANacTUYHOCTb UMbl MpovigeH
MpPOYHOCTL UMbl NpY n3rnbe MpoiigeH
VcnbiTaHMe Ha pacTaXeHune MpoWigeH

COOTBETCTBWE nogxogAaAwmMm HOPMAM N TEXHUYECKNM CTAHOAPTAM
KomnaHun Cook Incorporated, Cook Ireland n Wilson-Cook Medical Inc. nponssogsaTt Bce
MeANLNHCKNE N3AeNnsl B COOTBETCTBMN C AMPEKTUBOI N0 MeAULMHCKMM npubopam 93/42/EEC.
KomnaHun Cook Incorporated u Wilson-Cook Medical Inc. npon3BogaT BCe MeAULUUHCKNE
N3fenna B COOTBETCTBUM C PernameHTOoOM CUCTEMbl KOHTPONSA KayecTBa Y nNpaB/ieHUs no
KOHTPO/IK0 KayecTsa NPOAYKTOB NUTaHUA 1 ieKapcTBeHHbIX cpeacts CLUA (FDA), npasunio 21
CFR yacTtb 820.

Bce nponssoacTBeHHble naowaakun Cook o6nagatoT ceptugmkarom 1SO 13485 (2016) no
CucTemMe MeHe>KMeHTa KayecTBa.

FAPAHTUWHBLIE OBA3ATE/ILCTBA

YNONHOMOYEHHbIM NpeAcTaBUTENIEM NPOM3BOAUTENS HA TeppuTOopumn Poccuinckoi degepaynm
ABnsAeTcs 3aKpbITOe akuMoHepHoe obwecTBo «LWAT» (3BAO «LLUAT»)

Poccus, 119002, r. MockBa, KapmaHuukuii nep. 4.9, atax 5, omc 501a.

Ten. (495)956-13-09;

thakc (495) 956-1310,

e-mail: info@schag.ru

FapaHTUKX NPoM3BOAUTENSA B 0653aTe/IbHOM MOPSAKe PacnpoCTPaHATCA Ha Ka4eCTBO M3LeNNIA.

CPOK TOAHOCTHN

[arta «ucnonb3oBaTh A0» YKa3aHa CUMBO/IaMW Ha 3TUKeTKe. CPOK roAHOCTU MpU XpaHeHUn
yCTaHaB/MIMBAETCA MO YKa3aHHbIM BPEMEHW M3roTOBJIEHNA (PALOM C CUMBOIOM (habpukmn) u

CPOKY UCTeYeHUs rogHocTu (PALAOM C CUMBOJIOM MECOYHbIX YAcoB). Pa3HOCTb MeXay 3TUMU
[ABYMS flaTamun U COCTaBNAET CPOK rofaocTH.

CpoOK rogHOCTM UTN 3HLOCKOMUYECKNX - 3 roja.
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OCOBEHHOCTWU CTEPNALWATNWNN

Nrnbl aHpocKonunyeckme NOCTaBNAKTCA CTEPWbHBIMU B YNakoOBKax C OTCNanBaemol
NnoBepxXHOCTbO. CTepunbHOCTL 06ecneymBaeTcs ucnosb3oBaHneMm EtO (okcupga 3TuneHa),
0A06pPEHHOro MeToda C YPOBHEM rapaHTuu cTepunbHocTu (SAL) 10"  [laHHble yCcTpolcTBa
npefHa3HayeHbl A9 OLHOPA30BOr0 MCMO/Mb30BAHUA, OHW CTEPWbHbI, E€CNM YMNakoBKa He
BCKpbITa M He noBpexfjeHa. He wucnonb3yiTe wsgenve, €cnnm Bbl COMHeBaeTeCb B €ro
CTepUSIbHOCTMW.

YCNOBUNA XPAHEHINA
WNrnbl 3HpocKonuyeckme HeOBXOAMMO XpPaHUTb B CyXOM MecTe, n3beratb pe3kux nepenasos
TemnepaTypbl.

MPABUJTA TPAHCITOPTUPOBKW

Mpy TpaHCMOPTUPOBKE CNeAyeT yuuTbiBaTb TWUM  WCMO/Mb3YyeMOro TpaHCnopTa, MecTo
HasHayeHWs, MOCTaBLiMKA, WMCMOMb3YeMOro Aas TPaHCMOPTUPOBKM W OLEHKY 4acToTbl U
CYPOBOCTU MOrPYy304HO-Pa3rpy30UHbIX paboT, HE06XOAMMbIX NMPY TPAHCMOPTUPOBKE.

YCNOoBUNA NCIMONBb3OBAHINA
Nrnbl 3HAOCKOMMUYECKME MCNONb3YITCA B MEAULUMHCKUX YUPEXAeHUsSX [ANS NedeHuns
MaLneHToB.

OCOBEHHOCTW NMOCTABKN

Nrnbl a3HgOCKOMMYeCKMe MOCTaBAAKOTCS B pa3pbiBaeMblX YNaKOBKax BMeCTe C MHCTPYKLMeR no
aKcnnyaTaumm. YnakoBKW NMOMeLLalTcs B KOPOOKM U3 rodyprpoBaHHOro kapToHa. Kopobku
3aK1enBaKTCA KOHTPO/IbHOW INMKOW NEHTOI N0 BCEM CTOPOHAM M MO NepuMeTpy.

MAPAMETPbI YITAKOBKW - nsgenve ynakosaHo B pa3pbiBHble NaKeTbl

YcTpolicTBO Macca () BbicoTa (cm) WunpuHa (cm) Jonyck
090001 16,5 12,3 63,5 +/-10%
090001-S10 16,1 12,3 63,5 +/- 10%
090001-S26 27 12,4 68,5 +/- 10%
090001-S34 19 12,4 53,3 +/- 10%
090001-S9 17 12,4 55,2 +/- 10%
MAPKVPOBKA

Wrnbl a3HLOCKONUYeCKMe NOCTABAATCA B MHAMBUAYA/IbHbIX YNaKoBKax, Ha KOTOPbIX He
[AO/HKHO 6bITb NPU3HAKOB NOBPEXAEHUS NN BCKPbITUA. Mpu 06HapyXXeHUn n3rn6os, pa3pbiBOB
W Apyrux geteKToB YCTPONCTBA He CiefyeT UCNONb30BaTb.

Ha aTuKeTKe yKa3blBalOTCS Clefytolime napaMeTpbl yCTPONCTBa:

- (hupma-npon3BoANTeNb N afpec NPOM3BOACTBA,;

- Ha3BaHMe ycTpoiicTBa (TOProeas Mapka);

- CEPUHbIV HOMep;

- MapKupoBKa o0 cepTuukaumm EC;

- MapKMpoBKa 0 CTepUIn3aLmm,;

- agpec npeacrasutensa B EC;

- TOproeas Mapka npov3BoAuUTeNs;
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m1aTa NPOW3BOACTBA;

mpa3Mepsbl;

-CXeMaTMYecKoe 1306paXKeHme;

mHOMEp NapTuu;

' MapK1poBKa «TO/bKO ANs 0OfIHOPA30BOr0 UCMNO/Nb30BaHMUSA»;

- MapKMpoBKa «BHMMaHMe. CM. MHCTPYKLMIO NO NPUMEHEHMNIO,
*MapKMPOBKa «XPaHUTb B CYXOM MeCTe»;

-MapKMpoBKa «bepeyb 0T NONafaHMs COMHEUHbIX NyYeit»;

- CPOK FOfIHOCTMW.

Williams Cystoscopic injection Needle

83 N

i wM N 11111
19168880 2derm | {pgeun Kabmdk
MB=1014220

COOK "
NIwadLj) [Qriiim ]2 < - Mka] Al o

PEMOHT / TEXHWYECKOE OBCNYXXWNBAHWE
Nrnbl 3HAOCKOMUYECKNE SABNAIOTCS W3AENMAMM OfHOPA30BOr0 MCMONb30BaHWUS TEXHUYECKOMY
06CNYXVUBAHWNIO 1 PEMOHTY He NoAnexart.

MPABUNNTA YTUNTN3ALUNN

Mocne  3aBeplleHMs  MNpoueaypbl  YCTPOWCTBA  AO/MKHbI  YTUAW3UPOBATLCH  COMAcHO
WHCTUTYLMNOHANbHbIM PYKOBOACTBaM A1 6UO0TMYECKUX MeAULNHCKUX OTXOLO0B.

Onsa ctpaH EC - B COOTBETCTBMM C PYKOBOAAWMMU AOKYMeHTamu BcemupHoit OpraHusayum
34paBooxpaHeHus.

Ona US cTpaH - B cooTBeTcTBUM ¢ MuHuctepctsom Tpyaa CLUA o BesonacHoctu v 'nmrueHe
Tpyaa (OSHA).

Ona  Poccuitickor  Pefepauum  COrfacHO  HauMoOHanbHbIM — TpeboBaHWAM,  KOTOpble
pernaMmeHTUpPyTCA CaHUTapHbLIMW nNpasunamyv n Hopmamu N2.1.7.2790-10 oT 12 gekabps 2010
roga “"CaHuTapHO-anufemuonornyeckme TpeboBaHUA K o6paweHnto ¢  MeLAULUHCKUMU
oTxodamun". Knacc onacHoCcT” meguMUMHCKNX OTXOA0B: Knacc b.

/
noanucaHo/ 03 gekabps 2020 r.
Cneuwnannct no sonpocam perynmpoBaHus Jata

LTamn:
COOK MEDICAL EUROPE LTD.
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Poccuiickas ®efepauns
["opog Mocksa
[Bajguarb AeBATOro fekabps fiBe TbiCAYM 4BaAALATOrO rofa
A, PoguHa YnbsHa AnekceeBHa, BpeMEHHO UCNOMHAIOLWAA 06513aHHOCTU

HoTapuyca ropoga Mocksbl Kopcrka Bnagrmupa KoHcTaHTUHOBMYA,
CBW/ETE/bCTBYIO BEPHOCTL KOMWUW C MPEeSCTaB/IeHHOro MHe [JOKyMeHTa.
3aperncTtpuposaHo B peecTpe; Ne 77/2138-H/77-2020-'"M* /32 .7
YnnayeHo 3a CoBepLLEHNe HOTapUabHOTO AeiCTBUA: 00 Kon.

Yy Poa

>)N)LLHYpOBaHO, MPOHYMEPOBaHO
'q, neyateto™ / nuctCakos)

* . HoTapuyca

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



NIALL SHEEHY
NOTARYPUBLIC

6/7, Glentworth St.,
c Limerick
Ireland

Telephone +55J 61 414355
Facsimile +353 61 414738
Email Pshcchv@ sellors.ie

TO ALL TO WHOM THESE PRESENTS SHALL COME, I, Niall Sheehy, Notary Public, duly
authorised, admitted, andsworn, practicingat 6/7 Glenthworth St., Limerick, Republic o flreland,
DO HEREBY CERTIFY that 1amfamiliar with certificates as issuedfrom time to time by Cook
Medical Europe and that the original document hereunto annexed namely. Instructionsfor Use-’
Endoscopic Needles upon which | 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 | HAVE CERTIFIED as herein at the request of Cook Medical Europe having itsplace of
business at O'Halloran Road, National Technology Park, in the city ofLimerick, Ireland, andfor
the benefit o fthe proper authorities in Russian Federation andfor all to whom it shall come.

IN FAITHAND TESTIMONY whereofl have hereunto set my hand and affixed my Seal of Office.

Niall Sheehy Date
Notary Public

NJAU SHEEHY

Notary Public
Y7 Glentworth St.. Limenck.
Commissioned For life
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APOSTILLE

{Convcaitkm de La Haye du 5 octobre 19’

1. Country:
Pini/Fafi: IRELAND

This public docmuent
Lc'present acte public/ El presente documento pdblico
2.has been signed by
a 6t6 signd par
hasido Ennado por
3>acting in the capacity of
agkgant en qualitd de
quiea Bctdaen calidad de
4.bean the seal/ stamp of

estrevStu du sceau/ timbre de
y esti revestido del sello/ timbre de

Certified
Ailesld / Certificado
5. at ti. the
li/eo lefelda 4 A
7.by
par/pM
8. No
Sou* Do
bajo el ndroero N .b / A4 I
Ib. Signature:
Signatu:
Fiima:

tv dahcnlieny of tho ligMhjr* and Vbo capacflv of Ne poroon who has «fpoM Pw pubic 'St
opprepnm». tio ktonoiy of Ne= so*l orUunp «Men (ho pubNedoeumori bmk. T » Apotfila
conioni of tho boeumonl lof which IlwH aiuod. To vorif/ Iho Ittuthco alH o Apotiiia, too

X

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



COOK

MEDICAL

INSTRUCTIONS FOR USE

Endoscopic Needles

PURPOSE

Intended for insertion through a compatible endoscope to perform various operations during
endoscopy.

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
V3 Fr 1mm
1Inch 25.4 ram

Technical characteristics of the needles mentioned as components in this Technical Data
Summary:

Connection ofthe needle tip and tube should not be broken under minimum force exercised on the
tip and tube in the direction of their separation, which equals 40 N. Resilience: after force 10.0 N,
maximum deviation - 0.45 mm. Straightness: deviation from tube and tip concentricity should not
exceed more than 0.2 mm. Maximum allowed deviation from the tip axis 32 When needle tip is
deviated at the distance of 17.5 mm - needles should not break. Blunting radius of the working
parts of the instruments should be no more than 0.03 mm. Roughness of the surface - no more than
0.16 mkm.

Tolerances for needles: 16 G /1.65 mm (=:0.4mm); 19 G /1,07 mm (x0.03 mm); 20 G /0.89 mm
(£0.03 mm); 21 G/ 0.82 mm (x0.01 mm); 22 G /0.71 mm (x£0.02 mm); 23 G /0.64 w
mm); 25 G /0.52 mm (x£0.01 mm).

WIALL SHEEHY

IMotar/ Public
6/7 Glentworth St., limerfck.
Commissioned For Life
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ECHO-20-CPN

Tile Ecb-oTip Celiac Plexus Neurolysis Needle (ECHO-20-CPN) is comprised ofa 20G/0.89 mm
needle enclosed in a sheath and with a handle to allow the user to adjust the extension ofthe needle
and sheath, The distal end ofthe needle has a pencil point/cone lip with four side openings toward
the tip to administer a uniform radial spray of neurolysing agent, diameter of the openings 0.038
inch/0.97 mm, distance between openings of 1.01 inch/25.65mm. The stylet has a diameter of
0.020 inch/0.508mm (+/- 0.001 inch/0.0254mm) length of stylet - 170.5cm (+3mm/-2mm). The
device has a 6 Fr/2 mm outer sheath for protection of the needle and the scope, and it is attached
to the accessory channel of an ultrasound endoscope and the handle allows the needle to be
advanced through the sheath by a distance of 0- 8cm and sheath adjustment length of 5 cm. The
tip of the needle is dimpled diameter 0.0045 inch/0.1143mm (z 0.0015 inch/0.0381mm) creating
an echogenic pattering effect to enhance echogenicity of the tip. Laser cut, 660 dimples (£ 3%)
allow for needle tip visualisation under ultrasonography.

Dimple parameters:

Diameter - 0.0045 inch/0.1143mm (£ 0.0015 inch/0.0381mm)
A-95mm; B- 1.0mm (£ 0.75mm)
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The EchoTip Celiac Plexus Neurolysis Needle is used to inject neurolysing agents into the celiac
plexus under the guidance of Endoscopic ultrasonography. The needle is advanced endoscopically
through the stomach wall and into the Celiac Plexus, which is adjacent to the Aorta and inferior to
the Super Mesenteric Artery, and Celiac Artery (trunk). The procedure will be performed under
the guidance of Endoscopic ultrasonography. Injection allows neurolysis to take place, providing
temporary pain relief for patients suffering from inoperable malignancies, for example, pancreatic
cancer. Minimum endoscope accessory channel - 2.8 mm.

Product Diameter  Length Diameter Lengt Diameter  Length
h
Code/Model Fr/mm cm G/mm inch/mm cm
cm
Tolerance +/-10% +/-10% Indicated in the - +/-0.001 +3/-2 mm
technical 10% inch/
characteristics above 0.0254mm
0.020/ 170.5
ECHO-20-CPN 6/2 142.2 20/0.89 8 0.508

Parameters ofhandle:

A -4.528 inch/ 115.011mm (£0.005/0.127mm); B -0.591 inch/ 15.01 Imm (+0.003/0.076mm);
C - 0.504 inch/ 12.802 mm (£0.003/0.076mm); D - 0.384 inch/ 9.754mm (+0.015/0.381mm); E
—0.110 inch/ 2.794mm (£0.005/0.127mm).

r

Parameters ofLuer~lock:

Length: A - 0.661 inch/ 16.789mm (£0.005inch/0.127mm); B —0.285 inch/ 7.239 mm
(2£0.005inch/0.127ram); C- 0.171 inch/ 4.343 mm (x0.005inch/0.127mm);

Diameters: D - 0.215 inch / 5.461 mm (£0.002inch/0.051mm); E - 0.200 inch/ 5.08 mm

(+0.000inch/0.000mm;  -0.005inch/0.127mm); F - 0.0720 inch / 1.829 mm
(x0.005inch/0.127mm).
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MATERIALS

Component

Needle

Needle Catheter (sheath)

Stylet

Stylet cap

Handle

Locking ring

Materia]

Needle assembly with stylet
AISI 304 Stainless Steel: C-Max 0.08; Cr-18
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0,045; S-Max 0,03; Cu-Max 1.

Coating: S# 63148-62-9
Polydimethylsiloxane
Dow Corning 360
Polytetrafluoroethylene #110852
Sheath fixator:
Polycarbonate Lexan 241R, Nickel CDA 360
Hub:
Brass CDA 360
AISI 304 Stainless Steel: C-Max 0.08; Cr-18
- 20; Fe-66.345-74; Mn-Max 2; Ni-8 - 10.5;
P-Max 0.045; S-Max 0,03; Cu-Max 1
Polycarbonate: Lexan 121R-112
Colorants:
Blue - Mevopur-Blue
Grey - MevoDur-Grey
Handle assembly
Polystyrene STYRON 484
Grey colorant; Q757-3-4,
Blue colorant: DynaFlex D3202-1000-03

Luer lock adapter:
Nickel plated brass CDA 360

Proximal stop:
Polystyrene Dow 484W,
Polycarbonate Lexan 121
Colorant: white WHI 164

0-ring:

BUNA-N

Polystyrene STYRON 484
Grey colorant: Q757-3-4

Hub: Brass CDA 360
Screw: AISI 304 Stainless Steel: C-Max 0.08;

Cr-18 - 20; Fe-66.345-74; Mn-Max 2; Ni-8 -
10.5; P-Max 0.045; S-Max 0.03; Cu-Max 1
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Patient Contacting

Direct contact

Direct contact

Direct contact

No contact

No contact

No contact



Caution: U.S. Federal Law restricts this device to sale by or on the order ofaphysician (or properly
licensed practitioner).

INTENDED USE
EchoTip Ultra Celiac Plexus Neurolysis Needle (ECHO-20-CPN) is used to deliver neurolysing
agents to the celiac plexus under guidance by endoscopic ultrasound.

CONTRAINDICATIONS

Contraindications include those specific to the primary endoscopic procedure to be performed in
gaining access to the desired injection site.

Contraindications to celiac plexus neurolysis include, but are not limited to: coagulopathy, use of
anticoagulants, aspirin or nonsteroidal anti-inflammatoty drugs (NSAIDs).

POTENTIAL ADVERSE EVENTS

Potential adverse events associated with gastrointestinal endoscopy and celiac plexus neurolysis
include, but are not limited to: airway obstruction, allergic reaction to medication, allergic reaction
to nickel, aspiration, cardiac arrhythmia or arrest, discomfort, fever, gastroparesis, hemorrhage,
hypotension, infection, inflammation, lower extremity weakness, nausea, paraplegia, paresthesias,
perforation, renal puncture, respiratory depression or arrest, sepsis, transient diarrhea, transient
increasing pain and vomiting.

WARNINGS

Not for use in the heart or vascular system.

The tip of the needle and stylet are sharp and could cause injury to the patient or user if not used
with caution.

This device is designed for single use only. Attempts to reprocess, resterilize, and/or reuse may
lead to device failure and/or transmission of disease.

If the package is opened or damaged when received, do not use. Visually inspect with particular
attention to kinks, bends and breaks. If an abnormality is detected that would prohibit proper
working condition, do not use. Please notify Cook Medical for return authorization.

PRECAUTIONS
Refer to package label for minimum channel size required for this device.

The needle must be retracted into the sheath and the thumbscrew on the safety ring must be
locked at the 0 cm mark to hold the needle in place prior to introduction, advancement or
withdrawal ofthe device. Failure to retract the needle may result in damage to the endoscope.
Ensure the stylet is fully inserted when advancing the needle into the target site.

A thorough understanding of the technical principles, clinical applications and risks associated

with endoscopic ultrasound and celiac plexus neurolysis is necessary before using this device. The
use of prophylactic antibiotics is recommended for endoscopic ultrasound- guided celiac plexus
neurolysis. The use of general anesthesia may be needed in some cases.

Do not use this device for any purpose other than stated intended use.
Use of this device is restricted to a trained healthcare professional (Rx only).
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IN; I R USE

1. Identify the desired injection site by endoscopic ultrasound.

2. With the needle retracted into the sheath and the thumbscrew on the safety ring locked at the 0
om mark to hold the needle in place, introduce the ultrasound needle into the accessory channel of
the scope. Caution: If resistance is encountered on needle introduction, reduce angulation of the
scope until smooth passage is allowed.

3. Advance the device, in small increments, until the Luer lock fitting at the base of the sliding
sheath adjuster meets the Luer fitting on the accessory channel port.

4. Attach the device to the accessory channel port by rotating the device handle clockwise until
the fittings are connected.

$. Adjust the sheath to the desired position, ensuring that it is visible on the endoscopic image,
emerging from the working channel of the scope. To adjust length, loosen the thumbscrew lock on
the sliding sheath adjuster and slide until the preferred Jength is attained. Note: The reference mark
for the sheath length will appear in the sliding sheath adjuster window (Fig. 1). Tighten the
thumbscrew on the sliding sheath adjuster to maintain the preferred sheath length.

6. While maintaining position of the scope, set the needle extension to the desired length by
loosening the thumbscrew on the safety ring, and advancing it until the desired reference mark for
needle advancement appears in the window of the safety ring (Fig. 2). Tighten the thumbscrew to
lock the safety ring in place. Note: The number in the safety lock ring window indicates the
extension of the needle in centimeters. Caution: During needle adjustment or extension, ensure
the device has been attached to the accessory charmel of the scope. Failure to attach the device
prior to needle adjustment or extension may result in damage to the scope.

7. Extend the needle, by advancing the needle handle of the device to the pre-positioned safety
ring, to the desired injection site. Cantion: If excessive resistance is encountered on needle
advancement, retract the needle into the sheath with the thumbscrew locked at the 0 cm mark,
reposition the scope and attempt needle advancement from another angle. Failure to do so may
result in needle breakage, device damage or malfunction.

8. Remove the stylet from the ultrasound needle by gently pulling back on the plastic hub seated
in the Luer fitting of the needle handle. Preserve the stylet for use if additional neurolysing
injections are required later.

9. If required, inadvertent puncture of & blood vessel may be determined by attempting to aspirate
blood. A Luer lock syringe may be attached to the Luer fitting on the needle handle for this purpose
and then removed.

10. Attach the Luer lock fitting of a previously prepared syringe, containing local anaesthetic and
neurolysing agents, securely to the Luer fitting on the needle handle. Instill volume required while
observing the ultrasound view.

11. Retract the needle completely into the sheath by pulling back on the needle handle and lock
the thumbscrew on the safety ring at the 0 cm mark to hold the needle in place.

12. Disconnect the Luer lock fitting of the device from the accessory channel pont, by rotating the
device handle counterclockwise, and withdraw the entire device from the scope.

13. For additional neurolysing injections at alternative sites on the celiac plexus, disconnect the
syringe from the Luer fitting on the needle handle and gently reinsert the stylet. Repeat Steps 2
through 12 of the “Instructions for Use”. Note: Prior to reinserting stylet, wipe with saline or sterile
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water. While supporting the stylet at the Luer fitting, advance the stylet in small increments, until
the hub is engaged in the fitting.

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

Sliding Sheath Adjuster Needle Handle
1
1
—an i) i

0 » ®.lc>=c'o!3ioii) irt
1
Sheath Safety Ring Styiet Hub

Reference

Mark
Flg.l
WA 1
Fig. 2

PERFORMANCE CHARACTERISTICS

Endoscopic needles, in packaging are stable at temperatures in the range o f+10 to + 40 ° C.
Endoscopic needles, in packaging are stable at a transportation and storage temperature in the in
the range of-50 to + 50 ° C.

Endoscopic needles are stable under sudden changes in temperature.

Endoscopic needles are stable under vibration loads in the range 10-55 Hz, amplitude displacement
of 0.15 mm.

Endoscopic needles, in packaging are stable under vibration loads in the range 10-55 Hz, amplitude
displacement of 0.35 mm and shock loads at peak acceleration of 100 m / s2 (1Og), and duration
of shock acceleration of 16 ms.
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Product Name/Description Biocompatibility Test

EchoTip Ultra Celiac Plexus Neurolysis Cytotoxicity Study, Sensitization Study, Irritation /

Needle (ECHO-20-CPN) Intracutaneous Reactivity, Acute Systemic Toxicity,
Intracutaneous Toxicity, Implantation, Evaluation of
Equivalency and Biological Risk Assessment of
PTFE stents

Test Description Results
Product Evaluation Testing Pass
Compression Testing of Needle Tip Pass
Tensile Testing of the Stylet Hub Pass
Tensile Testing of Luer to Cannula Solder Joint Pass
Tensile Testing of Strain Reliefto Cannula Solder Joint Pass
Tensile Testing of Sheath holder. Molded Hub to PTFE Tubing bond Pass
Dimpling Validation Pass
Product Dimension Checks Pass

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS
Cook Incorporated, Cook Ireland and Wilson-Cook Medical Inc. manufacture all medical products
in accordance with Medical Devices Directive 93/42/EEC.

Cook Incorporated and Wilson-Cook Medical Inc. manufacture all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21 CFR
Part 820, Quality System Regulations.

All of Cook facilities are also certified to 1ISO 13485 (2016) Quality Management System.

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 shelflife is shown by indication the
time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The
difference between both dates is the shelf life.

Endoscopic Needles - have a 3 year expiration date.
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STERILIZATION DETAILS

Endoscopic Needles 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 ifunopened or undamaged. Do not use the product if there is doubt as to whether
the product is sterile.

STORAGE RULES
Endoscopic Needles should be stored in a dry location, away from temperature extremes.

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.

USAGE CONDITIONS
Endoscopic Needles are used in the patient care medical institutions.

SUPPLY DETAILS

Endoscopic Needles are sold in peel-away packages together with the instructions for use. Peel-
away packages are put in the corrugated board boxes. Boxes are being taped with the control tape
to cover the sides or along the perimeter.

RPN Weight (gr) Height (cm) Width (cm) Tolerance
ECHO-20-CPN 244.4 42.8 24.5 +/- 10%
LABELING

Endoscopic Needles 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 of the device shows the following device parameters:

- Company-manufacturer and manufacturing address;

- Device name (trade mark);

- Serial number;

- marking about CE certification;

- marking about sterilization;

- Address ofthe EU representative;

- Trade mark ofthe manufacturer;

- manufacturing date;

- Sizes;

- Schematic picture;

- Lot number;

- marking for “Single use only”

- marking for “Attention. See instruction for use”

-Shelf life
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Echotip* Ultra
CtfUc PiuttS Neurolysis Needle

EKHO-2IKPN

ISFloem?

10Q

il 8mur

COOK*

REPAIR/MAINTENANCE
Endoscopic Needles packages 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.

Regulatory Affairs Specialist Date

COOK (ri:TDICAL EUROPE LTD.
O'Ha’lortin Road,

Malioaa; Techr.oicgy Park
Ljmeric'c, Iro.'ond.
Company idegistt'adc-n No. 492272

MIAT Registration No. S776234K
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AllepeBoa ¢ anrnuiickoro A3bIKa Ha PYCCKHit A3BIK

HAWI LLIUXH
HOTAPHYC
6/7 CaentrOp Y0,
r. Jinmepux
Wpnaumus

Tenedon: +353 61 414355
dakc: +353 61 414738
An.noyra: nsheehy@sellors.ie

BCEM 3AUHTEPECOBAHHbBIM JIMLIAM, S, Haiin Illnxn, HoTapuyc, AOMKHBIM 0Opa3oM
YTIOJIHOMOYCHHBINH ¥ NPUCATHYBIIMIA, BERYIHIt Acna 1o aapecy: 6/7 [nenTyopr yi., r. JInmMepuk,
Upnanmua, HACTOAIUUM TIIOATBEPXKIAID, uyto A 03HaKoMHACA ¢ CepTHOHKATaMH,
KOTOpEIC nepuonnuecki Beimyckaer koMnauua Cook Medical Europe, H uTO npmunaraemsli
JOKYMCHT SIBNAETCA OPHTHHANIOM AOKyMeHTa HHCTpyknuS Mo NpaMeHEHHI0 MEAHNHHCKOTO
maeans «Mriast FJHI0CKONATECKHE», Ha KOTOPLIX A ITOCTABHI CROIO OJITHCH H CKPENHJI CBoeH

NeYaTeio, H KOTOPHMH SBNACTCH TOYHBIM U BEPHBIM OPHIHHANOM, H YTO OPHIHHAJI ABJIACTCA
NOATMHHEIM,

TAKXE 5 [IOATBEPXIAIC racrosmuMm aokymeHToM no 3anpocy Cook Medical Europe, uro
xoMnaHus BeaetT GusHec no aapecy: O’ Xawtopan Poya, Hamun Teknonoaxu Iapk, B ropoae
Jinmepuk, Hpnaupus, ANs COOTBETCTBYIOWUMX KOMIETEHTHBIX opraHos B Poccuiickoit
®enepanyu H 19 BCEX, KOO 3T0 MOMKET KacaThCs.

B [IOATBEPXJAEHWE YEI'O 5 craBmo cBoIO MOAMHCH H CNyXeOHYIO neyars.

/moanucaHo/ 9 nexabpa 2020 r.
Haitn Dluxu Hara

Horapuyc

Limamn:

Hain Luxu

Homapuyc

6/7 F'renmyopm ya., 2. JTumepux
Hoxcusnennan nuyensus

Ommucknan nevams vomapuyca
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Kpyrnas nevars:
JenapTaMeHT HHOCTPAHHBIX AN
H TOPTOBIA

ATIOCTHIIb
(T'aarcxaa Koneenums ot 5 oxrabps 1961 rozua)

1. Crpana: HUPJIAHAUA

JlaHHbi# rocyzapcTBeHHbIH
2. OOKYMCHT ORI MOANKCAR: Haiin [Tuxu
3. BLICTYTIAIONEH B Ka4eCTRE: Horapuyc
4, CKpEIUIEHO NEYaThIO/MITaMIIOM: HoTtapuyc

3apepeHo

5. B I. Kopk
6. 17.12.2020 r.
7. Henapramerrom Uroctparneix Jlen u Toprosnu
8. Ne 4073142020
9. Ileuats/mramn: [lenaprament Mnocrpanusix Jlen u Toprosmau
10.  Tloanwmce: /noanucaxo/

Hactoswufi anocTunb NOATBEPKAACT TOABKO NORAMHHHOCT MOANMMCH W AO/XKHOCTE JAMLA, NOANMCABUICTO
nyGnnuHbift NOKYMEHT, W, Ffie BOIMOXKHO, NOMTMHHOCTH MEHATH MAW ITAMNE HA NYOAHMHOM AOKYMEeHTe.
HacTosiim anocTnms He NOATBEPKAALT CONCPHAHUA AOKYMEHTA, A1 KOTOPOro ox Getn BeIMymeH. JInA Npoeepky
BhINYCKA HACTOALLCIO ANOCTHAS CM. www.authentications.dfat.ie

Homep ¢6oky: 263043
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NMHCTPYKLUWNA no MPUMEHEHWIO

W rnbl aHgoCKonnyeckue

HA3SHAYEHWE

Mcnonb3yoTcs Ans BBEAEHMS Yepe3 COBMECTUMbIA 3HA0CKON AN BbINOIHEHUS Pa3INUYHbIX
onepaumii BO BpeMsi 3HAOCKONUN.

OMMCAHWE N3AENNA

EAnHNLbI npeobpa3oBaHue
IFr/3 1 MM
1 aonm 25,4 Mmm

TexHnyeckne xapakTepucTUKK Urn, ynoMaHyThbiX B KAYeCTBE KOMNOHEHTOB B JaHHOM o63ope
TEeXHNYEeCKNX AaHHbIX:

CoefjHeHMe BTY/IKM N TPYOKN UrNbl He LO/HKHO paspyLlaTbCa NpuM MUHUMANbHOM [aB/fieHUU Ha
HaKOHEeYHWUK ¥ TPy6Ky B HanpaB/fieHUN UX pasgeneHns. 1o faBneHune paBHO 40 H. YnpyrocTs:
nocne npunoxeuuns cunol 10,0 H makcumanbHoe OTKNOHeHMe - 0,45 MM. TMPSAMOAMHEAHOCTb:
OTK/IOHEHME TPYOKM N HAKOHEYHWKA He A0/DKHO npeBbiwarts 0,2 MM. MakcumanbHO JonycTumoe
OTK/OHEHME OT OCM HaKOHeYHMKa - 3°. Korga HakOHEeYHUK WUI/ibl OTK/IOHAETCS Ha paccTosHue
175 MM, wurabl He [O/MKHbI  paspywartbca. Paguyc nputynneHus pabouumx petanei
WHCTPYMEHTOB He Ao/KeH npsblwaTh 0,03 mM. LLlepoxoBaTocTb NoBepXHOCTU He 6onee 0,16
MKM.

MorpewHocTn nrn: 16 G /1,65 mm (x£0,4mm); 19 G /1,07 mm (£0,03mm); 20 G /0,89 mm
(£0,03mm); 21 G/ 0,82 mMm (£0,01mm); 22 G /0,71 mm (£0,02mm); 23 G /0,64 mm (£0,03mMm); 25
G /0,52 mm (£0,01 mm).

/nognucaxo/

W Tamn:

Hain Wuxn

HoTapuyc

6/7 CneHTyopTyn., I. Iumepunk
IMo>Kn3HeHHas nuUeH3na
09.12.2020r.

OTTUCKHaa neyaTb HOTapuyca
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Wrna EchoTip Ultra Celiac Plexus Neurolysis Needle
fECHO-20-CPN>

Mrna HeBponusa conHeyHoro cnneteHusa EchoTip (ECHO-20-CPN) cocTouUT U3 UMbl
anametpom 20 G/0,89 MM B 3alMTHOW 060104Ke B COOPKe C PYKOATKOW, MO3BONSAKOLWMMM
NoNb30BaTEe/N0 PerynnupoBatb YA/JWHEHWe Wrnbl U 060/104KU. [UCTaNbHbIA KOHEU  WIbl
BbINOJIHEH B BUAE KOHYyCa, C YeTbipbMA 60KOBbIMWU OTBepcTUAMM gmameTpom 0.038 atoiim/0,97
MM Ha KOHLE WI/bl, KOTOpble CnyXaT [ANf PaBHOMEPHOro pajnanbHOro  pacnblieHuns
HEBPONMN3HbIX BELLECTB, 3TU OTBEPCTUSA, HAXOAATCA Ha paccTosaHumn 1,01 atoinm/ 25,65 mm.
Ctunet gnameTp 0.020 atoiima/0,508mm (+ 0.001 grtoitmal/0,0254mm). AnunHa ctuneta 170.5 cm
(+3MM/-2 MM). AnameTp 3aWMTHON 060104YKN UINbl 6 Er/2MMm - OHa CNyXXWUT AN 3aWnTbl UMbl H
9HAOCKOMA M KPenuTcs K BCMOMOraTe/lbHOMY KaHany Y/bTpa3ByKOBOr0 3HAOCKOMA, PYKOATKA
no3BonseT BbigBuratb urny ot 0 o 8 cMm. a 3awuTHyO 060104ky Jo 5 cm. Urna mmeet
yrny6nexnmsa guametp 0,0045 pgroiimal/0.1143mm (x 0,0015 aroiima/0,0381MMm) Ana ynyudlleHUs
yNbTPa3BYKOBO BU3yanu3auny HakOHEeYHUKa Urnbl. Yrny6neHns 660 wt (+ 3%) Bbipe3aHHble
nasepom KoTopble 06ecneynBatoT yNbTPasByKOBY BU3yann3ayuio KOHLA UMbl

MapameTpbl Yry6neHuii:

OvnameTtp - 0,0045 aroiimal/0.1143mm (+ 0,0015 groiimal/0,0381mm)
A-95wmvm;B- 1,0 MM (£0,75Mm)
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Nrna npumMeHseTcs AN8 WHBLEKLUM HEBPONU3HbIX BELIECTB B CONMHEYHOE CMNeTeHMe Mof
KOHTPONIEM YNbTPa3ByKOBOro 3HAocCKona. Mrna aHAOCKONMYECKM NPOABUraeTcs Bnepén uepes
CTEHKY >XeNnyflka U B COMHEYHOE CM/IeTeHMe, KOTOPOe NPUMbIKAET K aopTe W, HUXE, K BepxHei
OpbI>KEeYHO apTepun 1 YpeBHoi apTepun (cTBoAy). Mpoueaypa BbINOMHAETCS NOJ KOHTPO/EM
3HAOCKOMUYECKO  ynbTpacoHorpaun. WHbEKUMs NO3BOMSET  BbINOMHUTL  Helposm3uc,
obecrneuvBaloWniAi  BpeMeHHOe o06neryeHme 60AM Yy NALUMEHTOB, CTpajallux  oOT
Heonepa6esbHbIX 3/10KAYECTBEHHbLIX OMYXOMEei, HanmpumMep, OT paka MOAXKEeNy[04YHON XKenesbl.
MUHMUManbHbI pasmep KaHana COBMECTVMOF0 3HA0CKONA - 2,8 MM.

3awnTHas Ctuner
Howep B 060/104Ka Uikl Urna
Katanore
NPoayKTOB Ouametp  OnuHa Onametp G/mm OnunHa OnameTp OnnHa
Er/mm cm cm AroAm/MM cM

MorpewwHocTb +/- 10% */- YKa3aHo Bbllle B +~0.001 +3/-2 Mm

10% TEXHUYECKMNX +/- 10% atovimal/

XapakTepucTunkax 0,0254mm

ECHO-20-CPN 6/2 142.2 20/ 0,89 8 0.020/0,508 1705

MapameTpbl PYKOATKN:
A - 4528 pwoiima/ 115,011mm (+0,005a101ima/0,127mm); B - 0,591 provima/ 15,011mm
(£0,003at0iMma/0,076mm); C - 0,504 gronma/ 12,802 mm (£0,003at01imal0,076mm); D - 0,384
atoinmal/ 9,754mm  (x0,015at01ima/0,381Mm); E - 0,110  pgtorimal 2,794MM
(£0,005at01MMmal0,127Mm).

Tl

T'T

MapameTpbl aganTepa Jltoep-nokK:

Onvubl: A - 0,661 awolima/ 16,789mm (x£0,005at01ima/0,127mm); B - 0,285 atoiimal 7,239 MM
(x0,0054t01Mmal0,127mm); C - 0,171 grorima / 4,343 mm (£0,0054t01imal/0,127MmMm);

Ounametpbl: D - 0,215 groiima / 5,461 mm (+0,002at01ma/0,051mm); E -0,200 aroiimal 5,08 mMm
(x0,000gt0iMMma/0,000mm; -0,005at01imal/0,127mm); F - 0,0720 pawiima /1,829 mm
(x0,005at01Mmal/0,127MmMm).
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MATEPUAIJbI

KOMMOHEHT

nrna

3awmTHas 060n104Ka
UrNbl

Ctunet

Konnayok ctuneta

PykosaTka

MpenoxpaHuTensHoe
KOMbLO

Ha3BaHue matepuana

Wrna co ctunetom B cbope
Hepxxaserowaa crans AISI 304: C-Max
0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
Ni-8 - 10,5; P-Max 0,045; S-Max 0,03; Cu-
Max 1
MokpbiTre: CnnnkoH Ne 63148-62-9
Polydimethylsiloxane
Dow Coming 360
MonuteTtpadTopaTneH Ne 110852
dukcaTop 3aLMTHON 060M10UKN:
Monnkap6oHat Lexan 241R, Hukens CDA
360
Brynka:

NatyHb CDA 360

Hepxasetowaa ctans AISI 304: C-Max
0,08; Cr-18 - 20; Fe-66,345-74; Mn-Max 2;
Ni-8 - 10,5; P-Max 0,045; S-Max 0,03; Cu-
Max 1

MonvkapboHat: Lexan 121R-112
Kpacutens:

CuHnii - Mevopur-Blue

Cepeblit - Mevopur-Grey

PykoaTKa B cbope
Monuctpupon STYRON 484
KpacuTesb ceporo: Q757-3-4,
Kpacutenb rony6oro: JaiHadnekc D3202-
1000-03

Agpantep Jlto3p-J1ok
HukennpoBaHHasa naTyHb
CDA 360

OrpaHuunTenb

Monuctmpon Dow 484W,
nonukapboHar Lexan 121

Kpacutens: 6enbiii WH1164
YNNoTHUTENBHOE KOMbLO:

Kayuyk 6yTaaveHakpunoHUTpuibHLEW

Monuctpupon STYRON 484 Kpacutenb
ceporo: Q757-3-4

Brynka:

NatyHb CDA 360

BuHT: Hepxasetowaa ctans AlISI 304: C-
Max 0,08; Cr-18 - 20; Fe-66,345-74; Mn-
Max 2; Ni-8 - 10,5; P-Max 0,045; S-Max
0,03; Cn-Max 1.
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KOHTaKT ¢ opraHu3mom
nauyieHTa

MpAMOIA KOHTaKT

MpsAMOl KOHTaKT

MpsMOI KOHTaKT

HeT KoHTakTa

HeT KoHTaKTa

HeT KoHTaKTa



BHuMmaHue: defepanbHblii 3akoH CLUA paspeluaeT npogaxy 3Toro ycTpoiicTBa Bpadam (Mnu
HaZnexauim 06pasom NULEH3UPOBAHHbLIM MPAKTUKYIOLMM Bpayam) UK Mo yKasaHUIo Bpava.

MOKA3AHWA K MPUMEHEHWIO
Wrna EchoTip Ultra Celiac Plexus Neurolysis Needle (ECHO-20-CPN) npumeHseTca ans

WHBEKLUMIN HEBPO/N3HbIX BELLECTB B CO/THEYHOE CM/eTeHMe NojJ KOHTPONEM Y/bTPa3ByKOBOIO
3HA0CKONA.

MPOTUMBOIMOKA3AHNA

MpoTMBOMNOKa3aHWs, XapakTepHble ANA MNEpPBUYHON 3HLOCKOMUYECKON npouesypbl, KOTopas
JOMKHa OblTb npoBefeHa [ANA  NOJyYeHUA [OCTyna K O>KeNlaeMoOMy MEeCTY WHBeKLuu.
MpoTNBOMOKa3aHNA K HEBPO/IN3Y COJSIHEYHOrO CMAETEHUS BKNHOYAlOT, HO HE OrpaHU4uBaroTCA
Koarynonatuei, WCMOMb30BaHWEM  aHTUKOArynsHTOB, acnvpuHa WM HeCcTepoufHble
npoTusosocnanuTeNbHble cpeacTtea (HMBC).

MOTEHUMNANBbHBIE HEXXENATEJIbHBIE ABJIEHNA

MoTeHuManbHbIe HeXenaTeNnbHble ABNEHUSA, CBA3AHHbIE C 3HLOCKONUEN XeNyA0YHO-KMLLIEYHOro
TpakTa ¥ HEBPO/IN30OM CO/IHEYHOrO ChJ/eTeHUs, BK/IKOYAOT, HO He OrpaHu4MBalTCA UMU:
00CTPYKUMIO AblXaTeNbHbIX M>Tel, aNfieprmyeckyto peakuUUo Ha fekapcTBa, anfiepruyeckyto
peakuuio Ha HUKenb, acnumpauuio, apuTMUIO UM OCTAHOBKY cepiua, AUCKOMMOPT, NMXopasky,
racTpornapes, KpPOBOW3NUAHWE, TUMOTEH3UIO, WHMEKUUO, BOCNaneHue, cnabocTb HUKHUX
KOHEYHOCTeMN, TOWHOTY, napansfierno, napecTe3unto, nepgopauunto, NPoOKoa MOYKMK, YrHETeHue
AbIXaHWA WM 0CTaHOBKA [blXaHWA, CENCUC, BPEMEHHYIO uapes, BPEMEHHOe ycuneHue 6onm u
pBO'TY.

MPEAY HPEXXAEHWNA

He ans ©cnonb3oBaHWUs B CEPALLE WM COCYAMCTOIN CUCTEME.

KOHUMK MIAbl 1 CTWAETA OCTPble M MOTYT NPMBECTW K TpaBMe MauueHTa WKW MoNb30BaTenNs,
eC/ He WUCMOMb30BaTh MX C OCTOPOXKHOCTbIO.

9TO yCTpOICTBO npefHasHaYeHO TOMbKO [f1s OAHOPA30BOr0 UCMOMb30BaHWSA. [OMbITKM
nepepaboTKW, NOBTOPHOI CTepunm3auny u/ uam NoBTOPHOIO0 UCMNONb30BAHUS MOTYT NPUBECTM K
BbIXOZY YCTPOCTBa 13 CTPOS v / nnu nepeaaye 3ab6onesaHus.

Ecnu ynakoBKa OTKpbiTa WM MOBPEXAeHa Mpu MOMy'YeHUW. HC MCMOMb3yiiTe YCTPOICTBO.
BusyelbHO ocmMaTpuTe YCTPOICTBO, 06pallas BHUMaHMe Ha Hanuume nepern6os, 3arméam u
paspbiBoB. Ecnu o6Hapy)eHa HEMCNpPaBHOCTb, KOTopas MeLaeT Haa/nexallemy pa6odyemy

COCTOSIHUIO, He MCMOoMb3yinTe ycTpoincTeo. MoxanyicTa, 3anpocnte Cook Medical paspewelrve
Ha BO3BpaT.

MEPbI MPEAOCTOPOXHOCTWU
ObpaTuTecb K 3TMKETKE Ha YMakoBKW [A/18 OMnpefenieHUs MWHUManbHOro pasmepa KaHana,
Heo6X04MMOro ANs 3TOro YCTpOCTBa.
Nrna gonxHa 6bITb BTAHYTa B 0060/104KY, & BUHT Ha NpefoXpPaHUTENIbHOM KOMbLie AO/MKEH BbiTh
3auKcupoBaH Ha oTMeTKe OCM, UTO6bI yaepXnBaTb UMy Ha MecTe 40 BBeAeHUS, NPOABMKEHNA
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/ WA N3BNIEYEHNSA YCTPOACTBA. HEBO3MOXHOCTb ybpaTb UIy MOXET NPUBECTU K MOBPEXAEHUIO
3HgocKona.
Y6eanTech, YTO CTUMET MONHOCTbIO BCTaBMEH MPU MPOABUXEHUMN UMbl K LEESIEBOMY Yy4acTKY.
Meped vcnonb3oBaHMeM AaHHOMO YCTpoOlcTBa Heo6X0AMMO npuobpecT rNy6oKoe MOHUMaHWe
TEXHUYECKUX  MPUHLMNOB,  KAWHWYECKOTO0  MPMMEHEHMUA WU PUCKOB,  CBA3AHHbLIX C
3HAO0CKOMMYECKMM YNbTPa3ByKOM W HEBPO/IN30M COSTHEYHOrO cnneTeHus. lMepefd NpoBefeHMEM
HeBpPO/NM3a COJIHEYHOrO CM/eTeHUs Mof4  KOHTPOAEM  3HAOCKOMWMYECKOro  YynbTpasByKa
peKkoMeHAyeTCA NpopUIaKTUYECKMIA NpueM aHTUBMOTMKOB. B HEKOTOPbIX Cly4vasX MOXeT
noTpe60oBaTbCs UCMONb30BaHME OOLLENA aHECTE3NN.
He ncnonb3aylitTe 370 YCTPOINCTBO ANt KAKUX-TNGO Lienel, OTANYHBIX OT 3asiBNEHHbIX.

Wcnonb3oBaHWe [aHHOTO YCTPOWCTBa paspelleHo TONbKO O00YyYeHHOMY MeAULMHCKOMY
paboTHUKY (Rx only).

MWHCTPYKUWMW MO NPUMEHEHWIO

1. OnpefenuTe Xenaemoe MeCTO UHBHEKLMUM C MOMOLLbIO 3HAOCKOMNUYECKOr0 yNbTPa3ByKa.

2. Korpga wrna BTAHyTa B 000/104KY, a BMWHT-6apalleK Ha MpefOXpaHUTE/IbHOM KO/bLie
3amkcmpoBaH Ha oTMeTke OcM, YTOObI YAepXXuBaTb Ury Ha MecTe, BBEAUTE Y/IbTPa3BYyKOBYIO
Urny B BCNOMOraTeNlbHbI KaHa/n 3HAockona. lMpefocTepeXxeHue: ecniv Npu BBeAEHWUU Wbl
BO3HMKaeT CONPOTMBNEHNE, YMEHbLUANTE YroN 3HAO0CKONA, NokKa He 6yaeT obecneyvyeH NiaBHbIN
XO[.

3. Mpoguraiite ycTPOWCTBO HEOGONbLWIMMM LWaramMum O Tex nop. noka utuHr Luer lock B
OCHOBAHWUWN pPEerynaTopa CKOJIbXXeHUs 000/104YKM He BCTPeTUT (MUTUMHI Luer Ha OTBepcTUn
BCMOMOraTe/IbHOro KaHasna.

4. TlopcoefnHWTe YCTPOWCTBO K MNOPTY BCHOMOlaTenbHOro KaHasa, MoBOpayuBas pPyuky
YCTPOWCTBa NO 4acoBOI CTpesnike, NoKa UTUHTU He 6YAYT COEMNHEHbI.

5. YcTaHoBMTEe 0060/104KYy B HY)XXHOE MNOMOXeHWe, yb6eaMBLIMCL, 4YTO oOiia BuUAHa Ha
3HAOCKOMMYECKOM UM306paxkeHUKN, BbIXOAAWEA Kn3 paboyero KaHana 3Hgockona. YTobbl
OTperynupoBaTb AJ/IMHY, ocnabbTe (MKcaTop BuNTa-6apawika Ha PerynsaTope CKOMbXeHUs wu
cABurailTe ero Ao Tex nop, Moka He 6yfAeT [OCTUTHYTa MpeanoyvTUTeNbHas [AJ/IMHa.
MpumeyaHune. KOHTpPONbHAA MeTKa A1 [LAUHbI 000/104KM MOSBUTCA B OKHE perynstopa
CKONbXeHns (puc. 1). 3ataHnTe BUHT-Oapallek Ha perynatope CKOJIbXXeHUs, YTobbl COXpaHUTb
NPeanoYTUTENbHYIO A/IMHY 060/104KMN.

6. CoxpaHasi NOMOXeHWe 3HAOCKOMAa, YCTaHOBUTE YAJMHUTENb WINbl Ha HYXHYH [LAUHY,
ocnabus BUHT-6apallek Ha NpefoXpaHUTeNbHOM KO/bLEe W MpojBuras ero 4o Tex Mop. noka B
OKHEe MpefoXpaHUTENbHOr0 KOJiblia He MOSBUTCA HY)XHas KOHTPO/bHAf OTMeTKa ANA [L/UHbI
urnel (puc. 2). 3atsaHWUTE BUMHT, 4TOObI 3ahMKCMpPOBaTb MPefoXpPaHUTeNIbHOE KOJ/IbLO Ha MecTe.
MpumeyaHue: Homep B OKHe 6e30MacHOCTM NPefOXPaHUTENIbHOIO KOJfiblia YKasblBaeT Ha
paclwupeHne Urnbl B caHTUMeTpax. BHUMaHMe: BO BpPeMS PEryampoBKU AW YAJUHEHUW WUT/ibl
ybeguTtecb, 4TO YCTPOWCTBO MOAK/HOYEHO K BCMOMOraresibHOMY KaHany 3HAo0CKo]la.
HenpaBunbHOe MNOAKNHOYEHWE YCTPOWCTBA A0 PEryMpoBKUM WAN YASIMHEHUS Wbl .MOXET
MPUBECTU K MNOBPEXEHUIO 3HA0CKONA.

7. BblABUHbTE  UrAy, BbIABUHYB PYKOATKY WIAbl  YC3pOWCTBA K MpeABapuTenbHO
YCTAHOBNEHHOMY  NpPeAOXPaHUTeNlbHOMY  KO/bLY, B  JKe/aeMoe  MeCTO  UHbEeKLUMW.
MpepocTepexkeHne. Ecnm npu NpoOABVXKEHUW Wbl BO3HMKAeT 4Ype3MepHOe COMpOTUBIEHMUE.
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BTAHMTEe WUrny B 060M104KYy, 3a)MKCUpOBAB BUHT-6apalick Ha oTMeTke O CM, W3MeHUTe
MoNOXeHne 3HA0CKOMa 1 NonpobyinTe NPOLBVXKEHWUE UMbl NOL APYTrMM YrnoM. HeBbINonHeHue
3TOro TpeboBaHMA MOXET MPUBECTM K MONOMKE Wr/bl, MOBPEXAEHUIO YCTPOCTBA WM
HencrnpasHOCTMW.

8. CHMMUTe CTUNET C YNbTPa3ByKOBOW WI/bl, OCTOPOXHO MOTAHYB 3a MNACTUKOBOK BTY/IKY,
pacnosioxXeHHyto B PuTUHle Luer Ha pyKoATKe urnbl. CoxpaHuTe CTUNET 415 UCNOJb30BaHWS,
ecnm nose noTpebytoTCsA LONOMHUTENbHbIE NEeAPOIN3HbIE UHBEKLUN.

9. Mpn Heo6XOAMMOCTM HenpefHamMepeHHas MYHKLWA KPOBEHOCHOrO cocyfa MOXET 6biTb
onpefeneHa nN>TeM MonbITKW 3a6opa KpoBW. NS 3ToW Lenu K PUTUHTY Luer Ha pyKosTKe Wrfbl
MOXHO npukpenutb Luer lock wnpwuu,.

10. HapgexHo npukpenute ¢uTUHTr Luer lock npefsapuTenbHO MOArOTOB/IEHHOrO LWINPULA,
COAepXallero MecTHble aHeCTeTUKM W Heliponu3aTopbl, K QUTUHTY Luer Ha PYyKOATKE WIfibl.
BanTb 06bem, He06X0aUMBbI A8 HabNOAeHUS MOA YbTPa3BYKOM.

11. TTONHOCTbIO BTAHUTE UrY B 060/104KY, NOTAHYB 38 PYKOATKY WUI/bl, U 3aDUKCUPYINTE BUHT-
bapallek Ha NpejoxXpaHUTeNbHOM KOJblie C OTMeTKON O cM, YTO6bI yAepXuBaTb Uy Ha MecTe.
12. OTcoeguHuTe uTUHr Luer lock ycTpoiicTBa OT NopTa BCMOMOraTeNbHOro KaHana, NoBepHyB
PYKOSATKY YCTPOICTBA MPOTMB 4acoBOW CTPENKU, U BblTalLUTe BCE YCTPOMNCTBO U3 IHAOCKONMA.

13. Ana [ONONHUTENbHbIX HENPONN3UHBIX WHBLEKUWIA B anbTepHATUBHbIX MecTaxX CO/IHEeYHOro
CN/eTeHNs, OTCOeAMHUTE WNpUL, OT (UTUHra Luer Ha pyKOATKE Wrbl U OCTOPOXHO BCTaBbTe
ctunet. ToBtopute warn 2-12 «WHCTPYKUMIA UO NpuMeHeHuto». [lpumedaHue: nepej
MOBTOPHOM YCTaHOBKOM CTU/IETA, NPOTPUTE €ro (U3nMoNormMyeckMM pacTBOPOM WU CTEPUIbHOW
Bofoi. Moppepxusas ctunet B uTtuHre Luer, npogsurainte ctunetr Heb6ONMbLIMMM LLAramu,
MoKa BTY/NKa He 3auKCcupyeTcs B (PUTUHTE.

Mocne 3aBeplweHWs npouesypbl YTUNU3UPYWATE YCTPOMUCTBO COrNacHO YCTAHOBJIEHHbIM
PYKOBOAALWMM MPUHLMUMNAM 418 6MONOTMYECKN ONaCHbIX MEAULUHCKNUX OTXOL0B.

_:locoo0310) M

Puc. 1
1 ®dwukcatop 3aWnTHON 060/104KN
2. PyKoATKa urnbl
3. MapKnpoBKa 3aWnTHO 060/104KHN
4. TlpepoxpaHuTesibHOe KOJibLo
5. BTynka ctuneta
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Puc. 2

AKCMNMNYATALUNOHHBIE XAPAKTEPNCTUNKW:

Mrnbl 3HAOCKONMYECKUE YCTOMUYMBLI Npu TemnepaTtype oT +10 go +40°C.

Wrnel  3HZOCKONMYeCKMe B  TPaHCMOPTHOM  ynakoBKe YCTOWYMBBI MNpWM  Temnepartype
TpaHCnopTMpPOBaHMA U XpaHeHusa oT -50 go +50°C.

Nrnbl aHLOCKOMWYECKME  He MOABEPralTCA Pe3KOMY W3MEHEHWUID Temmnepatypbl BHELIHEN
cpefbl.

Nrnbl 3HJOCKONMYECKMEe YCTOMYMBLI NPy BMOGPaLMOHHbLIX Harpyskax B guanasoHe 10-55 Iy,
amnautyge nepemeweHmsa 0,15 mm.

Wrnbl aHLOCKONMYECKMEe B TPAHCMNOPTHOM YNakoBKe YCTONYMBbLI NPU BUOPALMOHHBIX Harpy3sKax
B AnanasoHe 10-55 I'u, amnantyge nepemeweHns 0,35 MM 1 ygapHbIX Harpyskax npu nuKoBOM
yckopeHuun 100 m/c2 (10g) n onnTenbHOCTM yAapHOro yckopeHus 16 mc.

TECTUPOBAHME HA BUOCOBMECTUMOCTb

HanmeHoBaHue TecT Ha 6MOCOBMECTMMOCTb
n3gennsa
Wrna EchoTip Ultra WccrnegosaHue LMTOTOKCUUYHOCTU, UCC/elOBaHMe

Celiac Plexus Neurolysis  ceHcubunmsauumn, BHyTPUKOXHaA npoba Ha pasfpaxeHue, ocTpas
Needle (ECHO-20-CPN) o06Lias TOKCUYHOCTb, BHYTPUKOXHAA TOKCUUYHOCTb, OLEHKa
MMNaHTauun, 3KBUBAIEHTHOCTU U BMONOTMYECKOr0 PUCKa .

TEXHNYECKOE TECTUPOBAHWE

OnucaHue TecTa Pe3synbTaThbl
MPOYHOCTb UI/IbI MpoiigeH
VcnbiTanu Ha paspbiB BTY/IKM CTUIETA MpoipgeH
VMcnbiTaHue Ha pa3pbiB coefuHeHns JTioep-noK MponaeH
VcnbiTaHye Ha pa3pbliB 3aWMUTHON 06010YKN UMbl MpoiaeH
Banugauus yrny6neHunii Ha kaHone MpoligeH
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COOTBETCTBH () UM HOPM EXHHYECKHM CTAHAAPTAM

’ Komnanuu Cook Incorporated, Cook Ireland n Wilson-Cook Medical Inc. npoussonsrt ece
MERHUHHCKHE H3ACMHA B COOTRETCTBHH ¢ JlupexTHBo# no meanunncknm npubopam 93/42/EEC.
Komnannru Cook Incorporated m Wilson-Cook Medical Inc. npomssoasT Bce MeanmHMHCKHE
M3OENNS B COOTBETCTBHH C Pe2ramenmom cucmemsl KONmMpoas Kavecmeéa YNpaBReHHs MNo
KOHTPO/IO KayecTBa NPONYKTOB nuTaHus U aexapcTBenHbiX cpeacts CLUA (FDA), npasuno 21
CFR uacts 820.

Bce npousponcTeenbie nromanku Cook obnanaior cepruduxarom ISO 13485 (2003/2016) no
Cucmeme mereddncmenma xavecmea.

TAPAHTHWHBIE OBS3ATEJLCTBA

YnonHOMOYEHHEIM NPEACTaBHTENIEM NPOU3BOAUTENR Ha TeppuTopud Poccuiickoli deaepauun
asngerca 3A0 «LLATI ».

Poccus, 119002, r. Mockea, Kapmanuuknit nep. .9, stax S, opuc 501.

Ten. (495) 956-13-09; .

dakc (495) 956-1310,

e-mail: info@schag.ru

I"apal-mm NPpONUIBOAHTCNA B oba3aTensHoM NopAAKEe pacnpoCTPaHAIOTCH HA KaYeCTBO Hiaenui.

CPOK FOJIHOCTH

Jlata «ucmonb30BaTh A0O» yKasaHa CAMBOJaMM Ha 3THKeTke. CpoX TOAHOCTH NPH XpaHCHHH
YCTaHABAWBAETCA MO YKa3aHHBLIM BPEMEHH H3rOTOBAEHHS (pagaoMm ¢ cuMBonoM ¢aGpHku) u
CPOKY HCTEHEHHA TMOAHOCTH (PAROM ¢ CHMBOJIOM MECOYHBIX YacoB). PasHOCTL MeXIy 3THMH
IABYMS 1aTaMH H COCTaBAAET CPOK FOAHOCTH.

CpoK rostHOCTH MI FHAOCKONHYECKHX » 3 roja.

CT A
HUrnel 3HOOCKONMYECKHE TNOCTABIAIOTCA CTEPHIBHRIMH B YNAaKOBKax ¢ oOTCaanBacMoO#H
nopepxHocTeio. CrepunbHocTy oOfecnmeuuBaeTc Hcenonb3oBaHMeM EtO (okcuna 3THneHa),
0Z0OPEHHOro METOAa C ypOBHeM rapanThu crepunbioctTH (SAL) 10, Jannwie ycrpoiicTsa
ApeaHa3sHaueHB AN OHOPa3O0BOrO HCMOMNb3OBAHWA, OHM CTCPHIbHbI, €CM YNAaKoBKa He
BCKpHTa M He noBpexacHa, He ucnone3yitte u3zenne, ecnd Bbl COMHEBaeTeCb B €ro

CTEPHIBHOCTA,

YCJOBHSA XPAHEHHUA

Hrap sHa0cKonuyeckHe HeoOXOAUMO XpaHHTbL B CYXOM MecTe, u3berath pe3kuX fnepenanos
TEMNIEPATyphl.

HPABWIA TPAHCII BKH

[Mpy TpaHcNOpTHpOBKE CleAYeT YYHTBIBATh THN HCRONBL3YEMOrO TPAHCMOPTA, MECTO
Haj3HayeHHs, NOCTABIMKA, HCHONB3YEMOTO JUIA TPAHCNOPTHPOBKM M OLCHKY 4acTOTH H
CYPOBOCTH NOrPY304HO-Pasrpy304uHbIX paboT, HEOGXOAMMBIX IMPH TPAHCNIOPTHPOBKE,

YCJIOBHA HCIIO. HHUSA

Crpanmua 9ma 11
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( Hrnel 3HROCKOIMHYECKHE HCHOIE3YIOTCA B MEAHIIHHCKHX YHPEKACHUAX NI JIEYCHUA NALREHTOB.

OCOBEHHOCTH NOCTABKH

Urnu suaockonuueckne NOCTARIAIOTCA B pasphiBAEMEIX YIIAKOBKAX BMECTE ¢ MHCTPYKiHe# mo
SKCIUTyaTalliH. YNAKOBKH NMOMEIMAIOTCA B KOpoOkH M2 rodpuposaHHoro Kaproxa. KopoGku
3aKIEHBAIOTCA KOHTPONBHON JMIKON JICHTON IO BCeM CTOPOHAM M TO IEPUMETDY.

HNAPAMETPbBI YIIAKOBKH - n3genue ynakoBaHo B pa3pHBHEIC NTAKSTH

Ycrpoilicrso Macea (1) Buicora (cM) IInpnua (cm) Jomycx
ECHO-20-CPN 2444 42,8 24,5 +/- 10%

MAPKHPOBKA

Wbt SHAOCKONIHYECKHE TIOCTABIIIOTCA B HHAMBHAYANBHBIX YIIAKOBKAX, HA KOTOPHIX HE AOMKHO
OLITH MPH3HAKOB MOBPEKACHAS WIH BCKpLITHA. [Ipn o6Hapyxennn n3rnGoB, paspHBOB H APYFHX
nedeKTOB YCTpONCTRA HE CIS/YET HCNONBE30BATE. -~

Ha atHkeTKke yKa3HBalOTCA CAeAYIOMIME TApaMeTphl YCTpOHCTRa:

- GHpMa-TIPON3BOANTENS M aJPEC IPOH3BOZICTBA;

- Ha3BaHHe ycTpoiicTBa (TOpropas Mapka);

- CCpHAHBIA HOMED;

- MapKHpOBKa o cepTHdukanuu EC;

- MApPKHPOBKa O CTEPHIN3ALIIH;

- agpec npeacraeurens B EC;

- TOProBas MapKa IpOH3BOJAHTES;

~ AATa IPOU3BOICTBA;

- pa3Mepsl;

- CXEMaTHIECKOE H300pakeHHe,;

- HOMED NaPTHH;

- Mapkapoeka « TonbKo IS OAHOPa30BOrO HCNOIL30BAHHAY,

- MapkupoBka « Baamanne. CM. HHCTPYKLMIO MO NPHMEHEHHION.

-MapKHpOBKa «XpaHHTh B CYXOM MecTe» (TONbKO AIA UHUCTOCKONHISCKUX WHBCKIHOHHBIX HIJI
Williams # ana 3HZ0CKONMHYECKHX WHBEKUHOHHBIX UTI);

-MaprapoBka «Bepeub oT nonagaHHs conHeuHbIX Jrydeid» (TONBKO MMM LUCTOCKONMHYECKHX
RHBLEKIHOHHBIX Mt Williams H 1 2HACCKONMYECKUX HHBEKUHOHHEIX HII);

~ CPOK FOZXHOCTH.

Crpannuya 10 s 11
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Echotip* Ultra

Celi«c PIvKus Neurolysis Netdk
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PEMOHT / TEXHWYECKOE OBCNYXWNBAHWNE
Nrnbl 3HA0CKOMMUECKNE ABNAKOTCS WU34eNUAMW OfHOPA30BOr0 MCMO/b30BAHUS TEXHUUYECKOMY
06CNY>KMBAHUIO N PEMOHTY He MOoJ/1exar.

MPABUNA YTUITN3ALUWNU

Mocne 3aBepleHMs Mpoueaypbl un3fenua cnepgyet YTWUAM3MpoBaTb B COOTBETCTBUMM C
HaLWOHANbHLIMN MHCTPYKLUAMUN A1 6UONOTMYECKN ONACHBIX MEAULMHCKNX OTXOA0B.

Ona CtpaH EC cornacHo AupekTtuse 93/42/E3C.

Ona  Poccuitickoir ~ Pefepaumm  COrnacHO  HauuoHanbHbIM  TpeboBaHMAM,  KOTOpble
pernameHTUpPYOTCSA CaHUTapHbIMU npasuiamMn n Hopmamm N2.1.7.2790-10 ot 12 gekabpsa 2010
roga «CaHuTapHO-anuaemMuonornyeckne TpeboBaHMA K 06paleHnio C  MefULUHCKAMYU
oTxofamMu» . KOLwce onacHOCTN MeAULIMHCKMX 0TX0A0B: Knacc b.

/noagnucaHo/ 03 pekabps 2020 r.
CneunanncTt Nno Bonpocam peryanpoBaHus [JaTta

LLTamn:

LI OK MEDICAL EUROPE LTD.
O’XannopaH Poyg,

HawHn TekHonomxku lMapk,
Numepyrk, Vpnanauna

Pernctpaumst komnaHum Ne 492272
VAT peructpauma  9776234K
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Ilepesod oa. 020 mexdma cOenan MHod, nepesoduKoM Acmeayamypsn Ieopzuem

Koncman em./Tpebosanus k mexcmy nepesooa (MAKCUMARLHAR MONKOCHY, ZPAMOMHOE
’ uznoxHce HEHbI,
Poccniickas ®exepanns,
Topox Mocksa.

Jsaauars xepsaToro Aexabps npe TeicHIH ABAXNK

s, Tlectpenopa TarssiHa AHIpECBHa, HOTapHyc roposa MGCKms,

NIOUTHHHOCTH MOAMHCY NepesoinKa Acrpanarypsd [eoprus Koner OBEYR, v,
[Mommuce caenana B MOSM NPHCYTCTBAH, St
JINYHOCTH MOANMCABIIErO JOKYMEHT YCTAHORICHA.

3aperncTpEpOBaHO B peecTpe: Ne 73/218-r/77-20204 £~ £ L2424
YnnageHo 3a coBepHIeHRe HoTapuanboro feficTous: 400 py6. 00 xon.

T.A. Tlectpenosa

i

Beero  mpomHypoeawo, npon

CKpeTIeno nesarsiqd §:

JIHCTA\OB
Horapuyc;
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Poccuiickas depepanms
[opog MockBa
[Bajguartb fesaToro fekabps fiBe TbiCAYM 4BAALATOrO rofa
A, PofuHa YnbsHa AnekceeBHa, BpeMEHHO UCMONHAIOLWas 06513aHHOCTU

HoTapuyca ropofa Mocksbl Kopcuka Bnagumupa KoHCTaHTUHOBMYA,
CBW/ETE/NLCTBYIO BEPHOCTL KOMWM C MPEeSCTaB/IeHHOr0 M M [0 *MeHTa.
3aperncTpupoBaHo B peecTpe; Ne 77/2138-H/77-2020-*"P7 3 A A
YnnayeHo 3a COBEpLLEHME HOTapuasbHOro AeiicTaus: TV&py6- 00 Kor.

/o I'
* Ml (#1powHypoBaHo, raOHyMepoBaHoO
ANennieHo neyartb nuct(a)(oB)

BPNO HoTapuyca
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