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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
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This public document
Le présent acte public / El presente documento publico

N

. has been signed by

a élé signé par Nial! Sheehy
ha sido firmado por

w

. acting In the capacity of

agissant en qualité de Notary Public
quien actila en calidad de

>

bears the seal / stamp of
est revétu du sceau/ timbre de
y esté revestido del sello / timbre de

Certified
Attesté / Certificado
5.at 6. the
alen Cork le /el dia 06/07/2017
" ,?Z,, por Department of Foreign Affairs and Trade
8.No
sous no 7441572017

bajo el nimero

10. Signature: t
Signature:  (L{" iLil

Firma:
Thi* Ibe authenticity of the signature and the capacity o itha pereon who has signed the public
<locunTAAjjAw er® appropriate, the identrty of the seal or stamp which the public document bears. This Apostille
does content of the document tor which it was issued. To verity the Issuance of this Apostilio, sea

fflications.dtal.ie
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INSTRUCTIONS FOR USE
Percutaneous Access Sets
DEVICE DESCRIPTION

Table of conversions
Parameter Conversion

1/3 Fr 1mm

1Inch 25,4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim 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 than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 18 G/1,25 nm (+0,05mm), 19,5 G/0,94 » » (£0,02mm); 21 G/ 0,82 w
(x0,01mm); 22 G /0,71 mw (£0,02mm); 23 G /0,64 nm (£0,03mm).
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Product Catalogue VanSonnenberg VanSonnenberg Stiffening cannula

Number Biopsy Needle needle Stylet
Diameter Lengt Diamete Lengt Diameter Lengt
G/ mm h r G/ h G/ mm h
mm
cm cm cm
Tolerance Indicated in  +10% Indicated in  +10%
the technical the technical
characteristic characteristic
s above s above
DVSNS-100 21/0.873 20 23/0.533 21 18/1.27 15

Parameters of Female Luer-lock adapter:

Diameters: A - 0.063 inch/ 1600 mm (£0.002 inch/0.051mm); D - 0.210
imch/5.334mm  (£0.005 inch/0.127mm); E - 0.344 inch/ 8.738mm (x0.005
inch/0.127mm);

Length: B- 0.785 inch/19.390 mm (£0.01 inch/0.254mm); C - 0.062 inch/1.575mm (+0.005
inch/0.127mm); F- 0.172 inch/ 4.369mm (£0.005 inch/0.127mm); G- 0.281inch/7.137mm
(£0.005 inch/0.127mm); H - 0.312 inch/7.925mm (£0.005 inch/0.127mm).

Adapter is supplied assembled.

Parameters ofconnector cap:

Diameters: A - 0.067 inch/ 1.702 mm (£0.002 inch/0.051mm); B - 0.345 inch/8.763mm
(£0.01 inch/0.254mm);
Length: C- 0.490 inch/ 12.446 mm (£0.01 inch/0.254mm).
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14. Injection of contrast media or fluid aspiration should be used for confirmation of
desired cannula tip location within target anatomy..

15. Once desired location is confirmed, insert a 0.038” or smaller wire guide (supplied
separately) through the cannula into the target anatomic structure.

16. Remove the cannula while maintaining wire guide position within the target
anatomic structure.

Further procedures may now proceed using the wire guide as access to the target

anatomy.

MATERIALS

Disposable VanSonnenberg One-Step Access Needle Set (DVSNS-100)
Device component Material Patient Contacting

VanSonnenberg Biopsy needle with stylet
Stylet hub Monvnamng 6 Ne 40340 Indirect contact
Kpacutens 6enoro: Titanium
Dioxide PW6; Zinc Stearate;
Cl Pigment Blue 29
Stylet Stainless steel AISI 304: C- Direct contact
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
VanSonnenberg needle Stainless steel AISI 304: C- Direct contact
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: Aliphatic and
isopropanol solvents Dow
Corning MDX4-4159 Fluid

Hub Polyamide 6 #40340 Indirect contact
White colorant:
Titanium Dioxide PWG;
Zinc Stearate;
Cl Pigment Blue 29

Cap Polyamide 6 #40340 Indirect contact
White colorant:
Titanium Dioxide PWG;
Zinc Stearate;
Cl Pigment Blue 29

Stiffening cannula

Needle hub Polypropylene S-5827, Pink Indirect contact
PR-033
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STORAGE RULES

Percutaneous access sets should be stored in a dark, dry, cool place; avoid extended exposure
to light.

USAGE CONDITIONS
Percutaneous access sets are used in the patient care medical institutions.
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.

PACKAGING PARAMETERS

Percutaneous access sets 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.

Gross
Height, Width, Weight
Order number (cm) (cm) Q)
Tolerance
DVSNS-100 45.3 152 234
LABELING

Percutaneous access sets 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 of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- Sizes;

- schematic picture;
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- lot number;

- marking for “Single use only”

- marking for keep dry

-marking for keep away from sunlight
- shelf life

Product Label

Disposable COOK MEDICAL
VanSonnenberg  One-  Disposable VanSonnenberg One-Step

Access Needle Set

Step Access Needle Set
m DVSNS-100

(DVSNS-100) LLE1 G03389 iimiiniiiiiiii
18G/15cm
N>
21G/20cm
bosbh -e

|(rrenkeleo| 2 20210307
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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 Medical
Devices Directive 93/42/EEC. For Russian Federation in accordance with national
requirements. Risk class of the medical waste: class B.
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YKecTKas KaHHs
Ctunet

Wrna
BaHCOHHeH6epr

KO/na4vok

aganTep

Ha6op ans upeckoxHoro goctyna Disposable VanSonnenberg One-Step Access Needle Set
COCTOUT M3 UMbl BaHCOHHeH6epr B CO60pKe CO CTUNETOM, MMEIOLLMM Cpesbl C 3 CTOPOH Mo 60°

KaXKAbI, W XKECTKON KaHONW.

Wrna BaHcOoHHeHGepr n3rotasnmeaeTcs guametpom 210/0,82 Mm 1 gnuvHoi 20 cm

JKecTkas KaHiNA M3roTaB/IMBaETCA C 3aTyM/eHHbIM KOHLOM, MMetowasa avameTp 18 0/1,25 mm

n onnHy 15 cm.

Howmep B Wrna
KaTanore BaHCOHHeHO6epr
NPOAYKTOB Ouametp  [OnuHa
0/Mm cm
lNorpewHoCcTs  YKaszaHo +10%
BblLLe B
TexHuye
Page 2 of 9
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Ctunet nrnsl JKecTKas KaHons

BaHCOHHeHO6epr
Ovamvetp  AnuHa [Auametp  OanHa
O/mm cM O/mm cMm
YKaszaHo +10%  YKasaHo +10%
BblLLIE B BblILLIE B
TEXHUYECK TEXHUYe



CKNX nx CKNX

XapakTep XapakTepu XapakTep
NCTUKAX CTMKax NCTUKAX
DVSNS-100 21/0.82 20 23/0.64 21 18/1,25 15

MapameTpbl aganTepa Jlto3p-J1ok "Female

Onamvetpol: A — 0,063 pgronma/ 1,600 mm (£0.002 paroima/0,051mm); D - 0,210
aronmal/s,334mm  (20.005 paroiimal/0,127mm); E - 0,344 pgrorima/ 8,738mm (+0.005
aroinval0,127vm);

[nuHbl: B -- 0,785 pgroinmal/19,390 mm (0,01 groimal/0, 254mm); C —0,062 aroitmal/l,575mm

(x0.005 groiima/0,127mm); F- 0,172 arovima/ 4,369mm (£0.005 atoinmal/0,127mm); G -
0,281atoima/7,137mm (£0.005 grorima/0,127mm); H - 0,312 atoiimal/7,925mm (+0.005
aronmal/0,127mm).

E

AjanTep BbINOMHAET QYHKLUMIO BTY/KN.
MapameTpbl COEAMHNTENBKOrO Konnauka:
Ovametpbl: A - 0,067 groima/ 1,702 mm (£0,002 groinma/0,051mm); B - 0,345 groiimal/8,763Mm

(x0,01 atoinma/0,254at0MMa);
OnvHa: C- 0,490 groinva/ 12,446 mm (£0,01 atorima/0,254mm).

[ 11111

-45"0'0"

CoenHUTENbHBIA KONMAY0K COeAMHSET aganTep u urny.
BTynka >KeCKoii KaHm:

Page 30f9
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16. Y [anuTe XeCTKYH KaHH/0, COXPaHss NOMOXEHUE NPOBOAHMKA B LIENEBOM
aHaTOMMYECKOM 3/1IEMEHTE.
Tenepb MOXHO NepexoanTb K fanbHeALWnM NpoLeaypam, UCMob3ys NPOBOAHMK ANs AOCTyNa K

LIeIeBOMY aHAaTOMUYECKOMY 3/IEMEHTY

MATEPUWAJIbI

Ha6op Disposable VVanSonnenberg One-Step Access Needle Set (PySNS-100)

AnemMeHTbl KOHCTPYKL MK

Matepuan

Wrna BaHCOHHEHGEpPT CO CTUNETOM

BTynka ctuneta

Ctunet

Wrna BaHCOHHEHGepr

BTynka

Konnayok

YKecTKasa KaHons
BTynka urnbl

JKecTKas KaHH/s

Monnamng 6 Ne 40340
Kpacutens 6enoro: Titanium
Dioxide PW6; Zinc Stearate;
Cl Pigment Blue 29
Hepxasetowad crtanb  AlSI
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

Hepxasetowas ctaib  AlSI
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

MokpbITHE: AngaTnyecKnii n
M30NPONMIOBbLIN
pacteoputenu «ay KOpHUHr»
Xnakocte MDX4-4159
Monnamng 6 Ne 40340
Kpacutens 6enoro: Titanium
Dioxide PW®6; Zinc Stearate;
Cl Pigment Blue 29
Monnamng 6 Ne 40340
Kpacutens 6enoro: Titanium
Dioxide PW6,Zinc Stearate, ClI
Pigment Blue 29

MonunponuneH S-5827,
Kpacutens po3osoro PR-033
Hepxasetowad ctaib  AlSI
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

SKCINMYATAUNOHHbBIE XAPAKTEPUNCTUKWN

Page 6 of 9
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KOHTaKT ¢ naymeHToMm

HenpsiMoit KOHTaKT

MpAMON KOHTaKT

MpAMOI KOHTaKT

Henpsamoin KoHTaKT

HenpsiMoi KOHTaKT

Henpsamoli KOHTaKT

MpAMOI KOHTaKT



{DVSNS-100)
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MepeBoa, AaHHOIO TeKCTa CAenaH MHOM, nepeBoaYMKoM ACTBaLaTYpsH [eopriem
KoHCTaHTUHOBIYeM. TpeboBaHMs K TeKCTY nepeBoga (MakcuManbHasi TOYHOCTb, FpaMOTHOE

V3NO>KEHNE) MHE Pa3bACHEHI.

NoAMNMChH

Poccuiickas defepaums
["opoz MockBa
[BeHaauaToro nona ABe TbiCAYM CeMHaaLaToro roga

A, [ecTpeuoBa TaTbAHa AHApeeBHa, HoOTapuyc ropoda MOCKBbI, CBUAETENbLCTBY!
NO4/IMHHOCTL NOANMCK NepeBofYnKa AcTeauatypsaH Meoprua KOHCTaHTMHOBMYA.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb MoAnucaBLLEro JOKYMEHT YCTaHOB/EHA.

3aperncTpmposaHo B peecTpe: No

B3bICKaHO rocyapCTBEHHON NOLLIMHBI (Mo Tapudy): 100 py6™
YnnayeHo 3a OKasaHue YCnyr npaBoBOr0 U TEXHNUYECKOTO X

MEYATH oA

[MEYATD

Bcero  npoLuHypoBaHo,
CKPenneHo neyartbto
nucra\os

HoTtapuyc: I—I O ,ﬂ.n

Poccuiickas deaepaLyia
l'opan Mooea

NBeHapy/3TT nona ase wauncew JauaTro roga

1, MecTpeuoBa TarbsiHa AHApeeBHa, HoTapuyc ropoga MockBbl,
CBMAETeNbCTBYI0 BEPHOCTb KOMWWM C MNPeACTaBleHHOr0 MHe

[OKYMEHTa. n 1y ~o0T
3apeructprposaHo B peectpe: N 7 N
B3bICKaHO rocyAapCTBEHHON NOLWMHBI (N0 Tapudy):_
BlnaueHo 3a OKasaHue MPaBOBOrO M TEXHIHECKOrO XapaKTepa: —
) yemr paTepa Bcero npowHypoBaHo
NPOHyMepoBaHO N CKpenneHo
neyaTtbio__ -
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COOK*

MEDICAL

DEVICE DESCRIPTION

Table of conversions
Parameter Conversion

13 Fr 1 mm

1Inch 254 mm

Technical characteristics

COOK I\CDsCAL EUROPE LTD.
0'Ha;ioran Road,
oio-ly RarX
Vm aa, aa &
CQiT'iar..y Rocy
Va T Registration Me. C776234K

INSTRUCTIONS FOR USE

Percutaneous Access Sets

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim 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 than 0.03 mm. Roughness of the surface - no more that 0.16

mkm.

Needles tolerance: 18 G /1,25 »» (£0,05mm), 19,5 G /0,94 » » (£0,02mm); 21 G/ 0,82 i w
(x0,01mm); 22 G /0,71 ww (£0,02mm); 23 G /0,64 mm (£0,03mm).

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



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



‘© Chiba Needle with stylet

Trocar needle with stylet

Dilators

"3 Wire guide with inserter

Order number Chiba needle Trocar needle
Needle Stylet Needle Sty et
Diamet Lengt Diameter Length, Diamet Lengt Diamet Lengt
er h,cm inch/mm cm er h,em er h, cm
G/mm G/mm inch/m
m
Tolerance Indicate +10%  +10% +10% Indicate +10% +10% +10%
d in the d in the
technica technica
characte characte
risties ristics
above above
080000 22/0,71 20 0,018/ 22 18/1,25 20 0,040 215
0,46 /1,02

Shape Characteristics:
Wire guide - Straight with J tip
Dilator - Tapered

Set components: 080000:
Chiba needle diameter 22 G, length 20 cm - 1p;
Stylet diameter 0.46 mm, length 22 cm - 1p;
Trocar needle diameter 18 G, length 20 cm m 1p;
Stylet diameter 1.02 mm. length 21,5 cm - 1p;
Wire guide diameter 0.97 mm, length 80 cm - Ip;
Dilator diameter 6.0Fr/2.0 mm, length 20 cm - 1p;
Dilator diameter 7.0 Fr/2.33 mm. length 20 cm - | p;
Dilator diameter 8.0 Fr/2.67 mm, length 20 cm- 1p;
Dilator diameter 9.0 Fr /3.0 mm, length 20 cm - 1p;
Dilator diameter 10.0 Fr/3.33 mm, length 20 cm - 1 p;
Dilator diameter 12.0 Fr /4.0 mm. length 20 cm - 1p;
Dilator diameter 14.0 Fr/4.67 mm. length 20 cm - 1p;
Dilator diameter 16.0 Fr /5.33 mm, length 20 cm - 1 p;
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Percutaneous Entry Set: 080500

The percutaneous entry set, 080500 is comprised of a Chiba needle with stylet, access needle,
eight dilators and a wire guide.

The Chiba needle is manufactured in a diameter of 22G/0.72mm and in a length of 22.5
centimeters. The Chiba needle is supplied with a stylet. The tip of the Chiba needle has a 45
degree angle.

The entry access needle is manufactured in a diameter of 18G/1.25mm and in a length of 14
centimeters.

The wire guide is designed with a 0.038 inch/ 0.97mm (£10%) diameter and a length of 80
centimeters. The distal tip is characterized by a 3 millimeter (+10%) curve radius.

The sets also include 8 dilators in diamters of 6.0 Fr/ 2mm, 7.0Fr/2.33mm, 8.0Fr/2.67mm,
9.0Fr/3mm, 10.0Fr/3.33mm, 12.0Fr/4mm, 14.0Fr/4.67mm and 16.0Fr/5.33mm diameters
(£10%). All dilators measure 20 centimeters (£10%). The dilators are manufactured without a
hub, and have a distal endhole which measures 0.040 inch/1.02mm (£10%) in diameter.

Chiba neec le Entry Access Needle
Order . Needle Stylet
Number Diameter G/mm Lengt Diameter Lengt Diameter G/mm  Length
h(cm) inch/mm h(cm) (cm)
Toleran  Indicated inthe  £10% +10% +10%  Indicated inthe  +10%
ce technical technical
characteristics characteristics
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above above
080500 22/0,71 225 0.018/ 245 18/1,25 14
0,46

"© Chiba Needle with stylet

Lz m© Access needle with stylet

Dilators

VA Wire guide with inserter

Shape characteristics;

Wire guide - Straight with J tip
Dilator - Tapered

Set components: 080500:

Chiba needle diameter 22 G, length 22.5 cm - 1p;
Stylet diameter 0.46 mm, length 24.5 cm - 1p;
Access needle diameter 18 G, length 14 cm- 1p;
Wire guide diameter 0.97 mm, length 80 cm - 1p;
Dilator diameter 6.0Fr/2.0 mm. length 20 . - 1p;
Dilator diameter 7.0 Fr/2.33 mm , length 20 c. - 1 ;
Dilator diameter 8.0 Fr/2.67 mm, length 20 . - 1p;
Dilator diameter 9.0 Fr/3.0 mm, length 20 cr. - 1 p;
Dilator diameter 10.0 Fr/3.33 mm, length 20 .. - 1p;
Dilator diameter 12.0 Fr/4.0mm. length 20 . - 1p;
Dilator diameter 14.0 Fr/4.67 mm, length 20 ¢ - 1 ;
Dilator diameter 16.0 Fr /5.33 mm, length 20 ... - 1p;
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Percutaneous Entry Set: 080000-DOCIMO

™ "7 "5 I

o ) Peel-away sheath with a
[T «” dilator and needle
¢«dsiiP1'OTLLJ.

ViV

Dual lumen catheter

<- Bentson wire guide

J - -\4y-N
bixty OSsSi:/ - it Amplatz wire guide
" D7

MY

The percutaneous entry set, 080000-DOCIMO is comprised of a peel-away sheath with a
dilator, a needle and two wire guides, as well as a catheter.

The peel-away sheath is manufactured in a diameter of 11.0Fr/ 3.67mm, lenght of 11.5cm
and is supplied with a dilator. The dilator has a 0.040 inch/1.02mm (£10%) diameter endhole.

The catheter is manufactured with a dual lumen with a dimeter of 10.0 Fr/ 3.33mm and a
length of 40 centimeters. The catheter shaft is characterized by incremental marks spaced 1
centimeter apart. The 5centimeter mark, and the 10 centimeter mark is indicated by 2 marks,
with 3 marks indicating 15 centimeters. The distal tip extends 7 millimeters from the catheter
shaft and has a radiopaque marker, width: 2 mm (£1 mm).

The needle is manufactured in a diameter of 18 G/ 1.25mm and a length of 5 centimeters.
This needle is designed with a blade with a lenght of 1cm, width of 5.2mm and 15 to 25
degree bevel. The proximal hub of the needle is designed with a notch 0.215 inch/ (£0.005/-
0.008)/ 5.461 mm (£0.127/-0.203mm) inch to indicate the position of the needle tip.

The Amplatz wire guide and Bentson wire guides are manufactured in a diameter of 0.035
inch/ 0.89mm and a length of 145cm. With the last 20 centimeter of the tip being flexible.
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Order
number

Toleranc
e

080000-
DOCIM
0

tB
Sheath Needle
Diamet Lengt Diameter Lengt
er h, cm G/mm h, cm
Fr/mm
+10% +10% Indicated *10%
inthe
technical
character!
sties
above
11/3,67 115 18/1,25 5

Shape characteristics;

Bentson wire guide - Straight
Amplatz Wire guide - Straight
Dilator - Tapered

Catheter - Double lumen with manifold straight

Dual lumen
catheter
Diamet Lengt

er h, cm
Fr/mm

+10% +10%

10/333 40

Parameters ofdilator hub (for 080000-DOC1MO):

Bentson wire guide
Amplatz wire guide

Needle

Peel-away sheath with a
dilator

Dual lumen catheter

Wire guide 1, 2 Dilator
Diameter Lengt Diamet Lengt
inch/mm  h, cm er h, cm

Fr/mm
+10% £10% +10% +10%
0,035/ 145  11/367 138
0,89

Diameter: D- 0.344 inch/ 8.738mm (£0.005 inch/0.127mm); E - 0.281 inch/7.137mm
(£0.005 inch/0.127mm).
Length: A - 0.840 inch/21.336mm (x0.015 inch/0. 381mm); B - 0.350inch/8.890mm (x0.015
inch/0.381mm). Angle «C» - 22 degrees.
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1 Using aseptic technique and per hospital standard procedures.
2. Insert preferred needle set to determined location.
3. Once the needle has established access, remove needle stylet and introduce

wireguide.

4. Remove needle and insert dilator.
5. Remove dilator.

Percutaneous Entry Sets (080000-DOCIMO)

1 Using aseptic technique and per hospital standard procedures.

w N

Insert preferred needle set to determined location.
Once the needle has established access, remove needle stylet and introduce

wireguide.

© oo N ook

Remove needle and insert dilator.

Remove dilator.

Introduce the catheter.

Introduce second wireguide into the second lumen of the catheter.
Remove catheter.

. Place sheath over first wireguide.

10. Remove sheath.

MATERIALS

Percutaneous Entry Set 1080000, 080500, 080000-DOCIMO)

Device
component

Material Patient Contacting

Chiba needle wit 1 stylet (only for 080000; 080500 )

Needle hub

Needle

Stylet hub

Compound # 31590 Indirect contact
Dark Grey colorant:

Carbon Black,

Cl Pigment Red #254,

Cl Pigment Yellow 138

Stainless steel AISI 304: C-Max Direct contact
0,08; Cr-18 - 20; Fe-66,345-74;

Mn-Max 2; Ni-8 - 105; P-Max

0,045; S-Max 0,03; Cu-Max 1

Coating: Polyvinylpyrrolidone

PVPKQ0.

Compound # 31590 Indirect contact
Dark Grey colorant:

Carbon Black,

Cl Pigment Red #254,

Cl Pigment Yellow 138
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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.

PACKAGING PARAMETERS

Percutaneous access sets 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.

Gross
Height, Width, Weight

Order number (cm) (cm) ©)
Tolerance
080000 56 20.2 109.2
080500 76.2 20.3 113
080000-DOCIMO 124 68.1 79.4
LABELING

Percutaneous access sets 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 of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- Sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Consult instruction for use” (only for 080000-DOCIMO)
- marking for keep dry

-marking for keep away from sunlight

- shelf life
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Product

Percutaneous Entry Set
(080000, 080500,
080000-0 0 CIM 0)
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Label

COOK VEDICAL
Percutaneous EntrySet
M 080000 DOCIMO
SIS Q17895 QOB
sterjleleo 2 TWAL (S) A (H Rronly
ILOMTEIZAS Tl
AC00K 120 CBID@CIMO
WL
fBFI G ngn)Ttam<S___
ora CBJ00D0OXIMO

Jg"COOK-

<0>K)0«27002] 12>IMTOt<10)fe* 112343

q 0ra gasTan
¢« COOK' orao0a000000DMO

15E)G»fl9s  [iBIJt23t12i45 8
| CMKbicorporattd
COO K* 7SO0ani«ltWiy
BlOVhiAfilon, IN 47404, USA
14ACE INUSA
aeni CO<w»niandLia.
MEDICAL

Ttcbnotogy PiiK.
K

LimkdeK tntlad 008



goSA"LRUIN
Upon completion Ofprocedure, the devices are to be disposed of as per institutional
guidelines for biohazardous medical waste. For EU countries in accordance with Medical
Devices Directive 93/42/EEC. For Russian Federation in accordance with national
requirements. Risk class of the medical waste: class B.

Regulatory Affairs Director Date

COOK MEDICAL EUROPE LTD.
O’Halloran Road,

National Techr oiogy Parl«
Limerick, Ireland.
Company Registration No. 492272
VAT Registration No. 9776234K

m kIl SHEEHY
Notary Public
6/7 Glentworth St., Limerick.

f - 01-
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[Mpegomc Wrna Ynba TpoakapHasa nrna

KaTa/10)kHOro Wrna Crunet Wrna Crunet
HOMeEpa Oviavetp [OnvHa, [Auametrp  OavHa, Auavetp [avHa, Auametp [AnuHa,
O/vm CM Aroim / cM O/vm CM [Aroiiv cM
MM /MM
MorpewHocTs  YkKasaHo +10% +10% +10% YkazaHo +10%  +10%  +10%
BblLLIE B BblLLIE B
TeXHUYe TeXHUYe
CKUX CKUX
XapakTe XapakTe
PUCTVIKA PUCTVIKA
X X
080000 22/0,71 20 0,018/ 22 18/1,25 20 0,040 215
0,46 /1,02

XapaKTepucTuku PopmbI:
MpOBOAHMK - NPAMOIA C . T-06pasvibIM KOHYMKOM
PacLumpuTesb - KOHYCOBUAHbIN

CocTaB Habopa: 080000:

Wrna Ynba gmnametp 22 O, givHa 20 cm - 1 wi;
Ctunet gmnametp 0,46 mm, AnmHa 22 cm - 1 wi;
TpoakapHas nrna guametp 18 C, gamHa 20 cm - 1 wr;
Ctunet gnametp 1,02 mm, gnvHa 21,5 cm - 1w,
MposogHuk anametp 0,97 mm, gamnHa 80 cm - 1w,

- Pacwwuputens guametp 6.0Pr, gnnHa 20 cm - 1 um;

- Pacwwuputens guametp 7.0 Pr, ganHa 20 cm - 1w,

- Pacwuputens ama’ietp 8.0 Pr, gnnHa 20 cm - 1w,
Pacwwmputens guametp 9.0 Pr, gavHa 20 cm - 1w,

- Pacwwuputens amnametp 10.0 Pr, givHa 20 cm - 1w,

- Pacwuputens gumametp 12.0 Pr, ganHa 20 cm - 1w,

- Pacwwuputens guametp 14.0 Pr, ganHa 20 cm - 1w,
Pacwvputens amameTp 16.0 Pr, annHa 20 cm - 1 wr.

Hab6op ans upeckoXkHoro goctyna Percutaneous Entry Set: 080500

Page 3 of 13
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[0CTYNa, 8-M1 pacLUMpUTENEi N NPOBOAHMKA.

Wrna Unba npowussogmtca 22 0/0,71Mm 1 gnavHoi 22.5 oM. MoctasnseTca B CO60pKe Co
cTunetom. KoHel, nrnbl YUnba cpesaH nofd yrnom 45 rpafycos.

Wrna goctyna nponssogutcs 18 0/1,25mMm 1 grinHoit 14 cm.  KoHel, Ur/ibl cpesaH nog yriom 45
rpagycos

MpoBogHukK npounssogutcs 0.038 atoiim /0,97 mm (£10%) w gnunHoii 80 cm. MpoBOAHUK MMeeT
pagnyc nsrnba AUCTaibHOro KoHLa 3Mm.

B Habop Takxe BXOAUT 8 paclumpuTenieid, KOTopble U3roTaBmBaroTcs gvametpamum 6.0/2,0;
7.0/2,33; 8.0/2,67; 9.0/3,0; 10.0/3,33; 12.0/4,0; 14.0/4,67 n 16.0/5,33 Pr/mm (£10%). Bce
pacwmputenn nvetoT gamHy 20 cm (210%). Pacwwmputeny 6e3 BTYNKU C OTBEPCTUEM HA
AMCTasibHOM KoHUe agnameTtpom 0,040 atoiiv/1,02 mm (£10%).

Wrna Ynba Wrna goctyna
Mpedhwc Nrna Ctunet
KaTa/oxK [nameTp OnuHa  Ouametp  [nuHa OnamveTp NnuHa
HOro O/Mm cM  [QIoliM/ MM CM O/MMm cM
HoMepa
Morpew  YkasaHo Bbllwe B £10% +10% +10% YkKasaHo Bbilwe B +10%
HOCTb TEXHUYECKNX TEXHUYECKNX
XapaKTepucTUKax XapaKTepucTuKax
080500 22/0,71 22.5 0.018/ 24.5 18/1,25 14
0,46
Pa8e 4 0113
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Krna Ynba B cO0pKe CO CTUNETOM

oX3n Wrna focTyna B c60pKe CO
CTUIETOM

4 h
MPOBOAHUK C UHCEPTEPOM

XapaKTepucTUKN (hopMbl:

MpoBoAHWK - npsimoii ¢ J-06pa;?HbiM KOHUYMKOM
PacLumpuTesb - KOHYCOBUAHbIN
CoctaB Habopa: 080500

Wrna Unba gnametp 22 G, annHa 22,5 cm - 1 w;

Ctunetom gmnameTp 0,46 mm, AnvHa 24,5 cm - 1 wir;

Wrna goctyna gnametp 18 G, ganHa 14 cm - 1w,
MpoBogHuK gnametp 0,97 mm, ganHa 80 cm - 1w,
Pacwuputens guametp 6.0Pr/2,0mm, gnnHa 20 cm - 1wwT;
Pacwuputens avametp 7.0 Fr /2,33 mm, gnnHa 20 cm - 1w,
Pacwuputens gnametp 8.0 Fr /2.67 mm, gnvHa 20 cm - 1w,
Pacwuputens auametp 9.0 Fr /3,0 mm, givHa 20 v - 1 w;
Pacwwmputens guametp 10.0 Fr /3,33 mm, gnmnHa 20 cm - 1 wT;
Pacwmputens aucwetp 12.0 Fr /4,0 mm, gnuHa 20 cm ” 1w,
Pacwuputens gnametp 14.0 Fr /4,67 mm, gnnHa 20 cm - 1w,
Pacwuputens guametp 16.0 Fr /5,33 mm, givHa 20 cm - 1w,

Habop ana upeckoxxHoro goctyna Percutaneous Entry Set: 080000-DOCIMO

Page 5 of 13

Koxyx Peel-Away B c6opke
C pacLUMpuUTENEM U UTON

[BYyXNpocBeTHbIN KaTeTep

[NpoBOAHUK BEHTCOH

MpoBogHUK AmnnaTy,

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



Hab6op ans upeckoxxHoro goctyna 080000-HOC1MO coctouT 13 Koxyxa Pecl-Anyay B c6opke ¢
pacLmpuTenem, Urnbl U ByX NPOBOAHMKOB, a TaKXe KaTeTepa.

Koxyx Peel-Away 11.0 Pr nmeeT gnmHy 11.5 cM 1 nocTaBnsetcs B CO0PKe C pacLuMpuTenem
11.0 Pr. AnuHa pacwmputend 12 cm. AuameTp OTBEPCTUA HAa KOHLE pacLUMpuUTens COoCTasBnser
0.040 gronm/1,02 mm (£10%).

KateTep fBnseTca ABYXMNPOCBETHbLIM W MU3roTasnmeaetcs guameTpoM 10.0 Pr n gavHon 40 cwm.
KaTeTep BbINOMHEH C feNeHUAMU pacnoioXeHbIMU Ha paccToaHuMmn 1cm gpyr ot gpyra. [eneHuve
o6o3Havatolee 5 cm, 10 cm 0603HavaeTcst 2 MeTKaMu 1 15 cM 3 MeTKamn. [UCTaNbHbIA KOHUMK
BbICTYMNaeT M3 TPYOKM KaTeTepa Ha 7 MM MU UMEET PEeHTIeHOKOHTPACTY0 NOM0CYy LUMPUHA 2MM
(£1 mm).

Wrna narotasnueaetcs avametpoM 180 v annHoM 5 cM. Mirna MeeT nocKoe ne3sue [AVHOW
1cm 1 WwupuHoi 5,2 MM 1 nmeet ckoc oT 15 o 25 rpyaycos. MNpokcrManbHas BTY/IKa UMbl
BbINO/IHEHA C HaceyKoi gnameTpom 0,215 groima/ (+0,005/-0,008)/ 5,461 mm (£0,127/-0,203
MM) Atoima 415 onpeaeneHuns nooXKeHNs KoHLa Urbl

MpoBogHNK Amnaty, 1 MNpoBogHWK BeHTCoH nponssoguTea guametpom 0.035 aroirim/0,89 mm
1 anvHon 145 cm. MocnegHme 20 cM ¢ ANCTaNbHOIO KOHLA rMoKue.

lMpoBoagHNK BeHTCOH
MpoBogHUK AMnnariy

Urna

Koxyx Peel-Away B c6opke

cT C pacLumpuTenem
[BYyXNpocBeTHbIN KaTeTep
Mpedmc Koxyx Wrna [ByxnpocBeTHbl  MpoBoaHKK 1, 2 PacLumputens
KaTa/IoKH KateTep
oro Ovavetp OavHa, [Ovavetp [OavHa, [dviametp [OmwHa, [Ouavetp  OjuvHa, [vavetp  [vHa,
HoMepa Fr/ivm cM G/mm cM Fr/ivm cM  [ronM/Mm cM Frivm cM
Morpewm  +10%  +10% YkasaHo +10% +10% #10%  +10%  +10% *10%  +10%
OCTb BblLLie B
TEXHWNYECK
nX
Xapakrepu
CTVKax
080000- 11367 115 18/1,25 5 10/3,33 40 0,035/ 145 11/367 138
DOCIMO 0,89

XapakTepucTukun opmbi:
MpoBOAHUK BEHTCOH -NpsMOiA
MpoBoaHMK AMMnaty, - NPsMoN
PacLumpuTens - KOHYCOBUAHbIN
KateTtep - [ByXnNpOCBETHbINA, NPSAMON1

MapameTpbl BTYNKN pacwmpnTensd {gns 080000-DOCIMO):

Page 6 of 13
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I NPOTOPaKC
Mepcopaums cucTembl c6opa

NHCTPYKUMNN no NCIMOJIbSOBAHUIO

Hab6op ansa upeckoxkHoro goctyna (080000, 080500)

1 Vcnonb3yinTe acenTUYecKy TEXHUKY U CTaHA4apTHble 419 60/bHULLI MPOLeaypbl;

2. Begute LenecoobpasHo BblbpaHHbIe UT/bl B OMpesesieHHOe MeCcTo JOCTyna;

3. Kak T0oMbKO npv nomowim Wrfbl OyAeT OCyLLecTBleH LOCTYM, BblHbTE CTWUET WUI/bl U
BBeAUTE NPOBOAHUK B UrNy;

4. BbIHbTE Urny, BCTaBbTe 1 NPOABUraniTe paclunMpuTeb No NPOBOAHMUKY.

5. Ypanute paclumpuTessb.

Hab6op ansa upeckoxxHoro goctyna (080000-POC1MO)

1 Vcnonb3yiTe acenTUYeCKy TEXHUKY U CTaHAapTHble A4/1 60/IbHULbI NPOLeAYypb!;
2. Beepgute uLenecoobpasHo BbIGpaHHbIE Ur /bl B ONPeaeeHHoe MecTo A0CTYNa;

3. Kak TO/MbKO npv nomoLum urfibl OyeT OCYLLeCTB/IEH AOCTYN, BblHbTE CTU/IET UI/bl U
BBeMTe NPOBOAHVIK B UrNy;

BbIHbTE Uy, BCTaBbTe U NPOABUraiTe paclunMpuTenb No NPOBOAHUKY.

Ypanute paclumpuTens.

BeeauTe KateTep.

BBeauTe BO BTOPO MPOCBET KaTeTepa BTOPOM MPOBOAHUK.

Ypanute Karetep.

. BBeauTte KOXyX Mo nepsoMy MPOBOLHMKY.

10. Ypanute KoXxyx.

© oo N vk

MATEPUAJbI

Habop ansa upeckoXHoro goctyna Percutaneous Entry Set (080000. 080000-
DOCIMO. 0805001

KOoMMNOHEHTHI MaTtepuarn KoHTakKT ¢ nayneHTom
n3genus

Wrna Ymba co ctunetom (Tonbko ans 080000; 080500 )

BTynka urnbl MonunponuneH Ne 31590, Henpsmoi KoHTaKT

Kpacutenb TemHo-ceporo: Carbon
Black Cl Pigment Red No254, CI
Pigment Yellow No138
Wrna Hepxasetowasn ctanb AlSI 304: C- TpsMOI KOHTaKT
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

MokpbITWe: MOAMBUHUANMPONNAOH

Page 8 of 13
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HaGop Percutancous Entrv Set (080000, 0805001
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- CXEMaTNYECKMNIA PUCYHOK,;

- HOMep napTuu;

- MapKmpoBKa “Tonbko A1 04HOPa30Bro Ucnosb30BaHNa”

- MapkupoBKa “O3HaKOMbTECb C MHCTPYKLUMEN M0 NpUMeHeHWo’ (Tonbko ans 080000-
OOC1MO)

- MapKMPOBKa “XpaHUTb B CyXOM MeCTe”

- MapKMpOBKa “XpaHuUTb B TEMHOM MecTe”

- CpoK rogHoctu

HioopPeicutanious Enny Set

L1111080000DOCIMO
tSBei7MS ymT»'

1py-/ USem

IS aHE)AIQI =

KXXX' an«ioeNe(Becmb

ACXXXK' Brxaxuxi

Aoy aBd
1(XXXK' aDotaowMa«

600 &

MNPABUNA YTUITNSALNI

Mocne 3aBepLueHMs Mpoueaypbl W34enns cnefyet YTUAM3MPOBaTb B COOTBETCTBUMM C
HaLMOHa/IbHBIMU  UHCTPYKUMAMU 418 OMOMOrMYECKN OMacCHbIX MEAMUMHCKUX 0TXoAoB. [ns
CtpaH EC cornacHo [upektnee 93/42/E3C. [Ons Poccuiickoin Pefepaumm  cornacHo
HaLMOHa/IbHbIM TPeboBaHMAM. Kacc onacHOCTU MeAMLMHCKMX OTXOAOB; Knacc b.

noanuch pata

CreuyanncT o Bompocam permcTpawum
COOK MEDICAL EUROPE LTD

O’XAJITOPAH POA/L

HILWH/T TEKHONOOXW MAPK

. TMMEPVK, NPNAHOWNA

Ten. 353 61 239240 ¢pakc.353 61 239227

e.-mail: SSC.DISTRIBUTORS@COOKMEDICAL.COM

WWW.COOKMEDICAL.COM

LLTamn: Hainn Wy, My6anyHblii HoTapuyc. 6/7 neHtsopc CT., JIMMepUK.
NeyaTtb ¢ OTTUCKOM
4-07-2017
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MepeBof AaHHOr0 TeKCTa CAeNaH MHOM, NepeBoguMKoM AcTBauaTypsH [eopruem
KoHcTaHTuMHOBMYEM. TpeboBaHus K TeKCTY nepeoga (MakcuMaibHasi TOYHOCTb, FpaMoTHOe

V3NO>KEHWE) .MHE PA3bACHEHDI.

NOAMCH

Poccuiickas Pefepaums
["opog Mocksa
[BeHagua 01 0 nona ABe rbicayn eeMHagnaToro roga

A. WecrpeuoBa 1l'atbaHa AHApeeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTB
No4/IMHHOCTL NOANMUCY NepeBofunKa AcTeauatypsaH Meoprua KoOHCTaHTMHOBMYA.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.

JInyHOCTL NoAnucaBLLErO JOKYMEHT YCTaHOB/EHa.

3apeructpmposaHo B peectpe: N //-. y /P Y '

B:3biCKaHO rocyfapCTBEHHOW NOLLIMHBI (Mo Tapudy): 100 pyo.
YnnayeHo :3a 0KasaHuWe yCnyr npaBoBOro v TEXHUYECKOro xapa

NOAMNCh
MEYATH

[MEYATD

Bcero  npoLuHypoBaHo,
CKpenieHo neyarbto
nncra\os

Hotapuyc: I_I O ,£I,I'I |/| Cb

Poccuiickas depepaups
l'opqn Mookea,
ABeHaauU3TOT nonsa /iBE ThICAYM CEMHEAeTOT roge
7, Mectpeu,oBB TarbAHa AHApeeBHa, HoTapuyc ropoga Mockssl,

CBUETENbCTBYIO BEPHOCTb KOMUM C NPEACTaBNeHHOro  MHe
[OKyMeHTa. . . n

3apeructpupoBaHo B peectpe: N y y CY
B3bICKaHO rocyjapCTBEHHOV NOLWWMHBI (N0 Tapudy):_
JATniaueHo 3a oKasaHvie YC/yr NPaBoBOrO U TEXHYECKOTO XapaKTepa: Bcero n pOWHYypPOBaAHO,
NMPOHYyMeEpPOBaHO N CKpenyieHo
ne4vyaTtblto ~ —
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KOMums

TOALL TO WHOM THESE PRESENTS SHALL COME, I, Niall Sheehy, Notary Public, duly
authorised, admitted, and sworn, practicing at 6/7 Glenthworth St., Limerick, Republic of
Ireland, DO HEREBY CERTIFY that | amfamiliar with certificates as issuedfrom time to
time by the Cook Medical Europe and that the original certificate hereunto annexed namely,
Instructions for Use Percutaneous Access Sets 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 Ireland Limited having it's place
of business at O'Halloran Road, National Technology Park, in the city of Limerick, Ireland,
andfor the benefit of the 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.
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apostille
(Convention de La Haye du 5 octobre 1961)
1. Country: IRELAND

Pays/Pais;
This public document
Le présent acte public / El presente documento publico

2. has been signed by

a été signé par Niall Sheehy
ha sido firmado por

w

. acting in the capacity of

agissant en qualité de Notary Public
quien actta en calidad de

&

bears the seal / stamp of
est revétu du sceau / timbre de
y esta revestido del sello | timbre de

Certified
Attesté / Certificado

5. at 6. th

Eill en Cork |37 el dia 06/07/2017
" E);r/por Department of Foreign Affairs and Trade
8. No

SABno 1363122017

bajo el nimero

“'mgrre!’ L Lt u”

Firma*
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COOK"

MEDICAL

INSTRUCTIONS FOR USE
Percutaneous Access Sets
DEVICE DESCRIPTION

Table of conversions
Parameter Conversion

13 Fr 1mm

1Inch 25,4 mm

Technical characteristics

Connection of the needle tip and tube should not be broken under minimum force excersized
on the tip and tube in the direction of their separation, which equals 40 N. Resilience: after
force 10.0 N, maxiumum deviation - 0.45 mm.

Straightness: deviation from tube and tip concentricity should not exceed more than 0.2 mm.
Maximim 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 than 0.03 mm. Roughness of the surface - no more that 0.16
mkm.

Needles tolerance: 18 G/1,25 wm (+0,05mm), 195 G /0,94 mm (20,02mm); 21 G/ 0,82 mm
(#0,01mm); 22 G /0,71 mm (£0,02mm); 23 G /0,64 mm (£0,03mm).
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Neff Percutaneous Access Sets

(NPAS-100-RH-NT, NPAS-104-RH-NT, NPAS-105-RH-NT-U, NPAS-101-NT)

NPAS-IOI-NT

n A HAXAA4

NPAS-100-RH-NT and NPAS-105-RH-NT-U
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Sets are used for single puncture percutaneous access to facilitate placement of a working
wire guide with a diameter of 0.038 inch (0.97 mm) for interventional radiology procedures.

These sets are comprised of a wire guide, stiff cannula, dilator, catheter, and Chiba needle
with stylet (for NPAS-IOO-RH-NT and NPAS-105-RH-NT-U) or a Trocar needle with stylet
(for NPAS-104-RH-NT, NPAS-IOI-NT). The dilator is manufactured to accept a 0.018 inch
diameter wire guide. Lengths of dilator and introducer are 20 cm. The introducer is
manufactured with a radiopaque band at the distal tip, width of band 5 mm (£2 mm).

The Chiba needle and Trocar needle are manufactured with a stylet. The 22G/0.71mm Chiba
needle measuring 15 and 20 centimeters. The 21G/0.82mm Trocar needle measuring 15 or 20
cm.

A depth gage stop and a graduated protector are supplied with these sets.
Shape Characteristics:

Wire guide ”+Curved
Dilator-Tapered

Order number Chiba Needle Stylet
Diameter Length, cm  Diameter Length, cm
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G/mm inch/mm

Tolerance Indicated in the +10% +10% +10%
technical
characteristics
above
t NPAS-100-RH- 22 /0.71 15 0.018/0.457 17.0
NT
NPAS-105-RH- 22 /0.71 20 0.018/0.457 220
NT-U*
Order number Trocar needle Stylet
Diameter Length, cm  Diameter Length, cm
G/mm inch/mm
Tolerance Indicated in the +10% +10% +10%
technical
characteristics
above
NPAS-104-RH-NT 21 /0.82 15 0.021/0.533 16.5
NPAS-IOI-NT 21 /0.82 20 0.021/0.533 215
Order Dilator Introducer Stiff cannula Wireguide
number
Diamet Lengt Diamet Lengt Radi Diameter Lengt Diameter Lengt
er h,cm er h,cm opag G/mm h,cm  inch/mm h, cm
Fr/mm Fr/mm ue
Tolerance +10% +10% +10% +10% band Indicated #10% +10% £10%
in the
technical
character!
sties
above
NPAS- 4.0/133 20 6.0/2.0 20 + 21/0.71 21.7 0.018/ 60
100-RH- 0.46
NT
NPAS- 40/133 20 6.0/2.0 20 + 22071 217  0.018/ 60
104-RH- 0.46
NT
NPAS- 40/133 20 6.0/2.0 20 + 22071 217  0.018/ 60
105-RH- 0.46
NT-U*
NPAS- 4.0/133 20 6.0/2.0 20 22/0.71 217  0.018/ 60
101-NT 0.46

"NPyiS-105-RH-NT-U seis are supplied Mith an EchoTip needle.

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



EchoTip

Chiba needle

Dingles are
L— J located

1mm from
t bevel
Introducer parameters:
Lengths: D- 151 inch/ 26.7 mm (x0.01 inch/ 0.254 mm); B - 0.302 inch/ 7.67 mm
(£0.005 inch/ 0.127 mm); G- 0.125 inch/ 3.175 mm (x0.005 inch/ 0.127 mm);
Outer diameters: F- 0.133 inch/ 3.378 mm (x0. 005 inch/ 0.127 mm); E - 0.125 inch/ 3.175
mm (£0. 005 inch/ 0.127 mm);
Angle C - 8°17';
Inner diameter A - 0.025 inch/ 0.635 mm (£0.002 inch/ 0.05 mm)

Graduated protector:

rsi 1 1?2 it 1f, T TTTArrsTTTTT = 1-1 1T _i=3i ™ .T T ." .H on

- f i
lan —«a— Smm

Graduated protector

lengths >

Graduated protector length:

Order Number Protector length, Tolerance Protector

cm +, % Marking

NPAS-IOO-RH-NT, NPAS-104- 16.0 3.13 0- 15
RH-NT
NPAS-105-RH-NT-U, NPAS-101- 21.0 2.38 0-20
NT

Text height of stamp is 1.5 mm.

Set schematics Mith component name:
NPAS-I00-RH-NT:
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Chiba
COf>E MAMORILWIRE GUIDE
Nitinot witf) ~atinum tip

STIFFENING CANNUU

INTRODUCER

taS> SHEATH

INTRODUCER SET

NPAS-105-RH-NT-U;

Chiba, with EchoTip

Hh

COPE MANDRIL WIRE GUIDE
Nitilnol with platinum tip

STIFFENING CANNULA

INTRODUCER

INTRODUCER SET

Astamblad
NPAS-104-RH-NT, NPAS-10L-NT
oX 1>
==
COPE MANDRIL WIRE GUIDE
Nitinol with platinum tip
IL' STIFFENING CANNULA

INTRODUCER

INTRODUCER SET
Ass«mU«d
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Neff Percutaneous Access Sets OMPAS-IOO-RH-NT. NPAS-104-RH-NT, NPAS-1Q5-RH-
NT-U)

1 Place the needle percutaneously from skin puncture site to the target anatomy.

2. Once the needle tip position is confimred, remove the stylet frome the percutaneous
puncture needle.

3. Advance the mandril wire guide through the needle cannula into the target anatomy,
confirming position with imaging guidance.

4. Maintaining position of the wire guide, remove the needle cannula.

5. Advance the introducer assembly over the wire guide until the distal tip is within the
target anatomy.

6. Maintaining position of the outer sheath of the introducer, remove the wire guide,
stiffening cannula and dilator. NOTE; If desired, the wire guide can remain in
position as a safety wire.

7. Insert a 0.038 inch/0.97mm diameter wire guide of choice (supplied separately)
through the lumen of the sheath and advance until the tip is within the target
anatomy.

8. Maintaining position of the wire guide, remove the introducer sheath.

9. Utilize wire guide for placement or further diagnostic or interventional devices.
MATERIALS

Neff Percutaneous Access Sets (NPAS-IOO-RH-NT; NPAS-104-RH; NPAS-105-RH-NT-
U. NPAS-IOI-NT)

Device Material Patient
Component Contacting
Introducer Introducer Compound # 40063 Direct Contact

Marker Band (except NPAS-IOI-
NT): Platinum Alloy #1048
(Platinum 92 %, Iridium 8 %)

Hub Polyamide 6 #40340 Indirect contact

White colorant:
Titanium Dioxide,
Zinc Stearate,
Cl Pigment Blue 29

Dilator Dilator Compound # 30943 Direct Contact
White colorant:
Cl Pigment Black 7
Cl Pigment Green 7
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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 date (hourglass
symbol). The difference between both dates is the shelf life.

Neff Percutaneous Access Sets - 3 years.
STERILZATION DETAILS

Percutaneous access sets 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

Percutaneous access sets should be stored in a dark, dry, cool place; avoid extended exposure
to light.

USAGE CONDITIONS
Percutaneous access sets are used in the patient care medical institutions.
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.

PACKAGING PARAMETERS
Percutaneous access sets 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.

Gross
Height, Width, Weight
Order number (cm) (cm) ()
Tolerance
NPAS-I00-RH-NT 454 15.2 28.9
NPAS-104-RH-NT 45,5 15.2 28.0
NPAS-105-RH-NT-U 45.6 15.2 29.5
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5. ygpos AT 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 Medical
Devices Directive 93/42/EEC. For Russian Federation in accordance with national
requirements. Risk class of the medical waste: class B.

<?0:JcMU ;0

Regulatory Affairs Specialist Date

COOK fy"EDICAL EUROPE LTD.

O'Hailorar. Road,
Mationa! Techi.oiogy Park
Limerick, ireiand.
Company Regisii'adon No. 492272
VAT Registration No. D776234K

6/7 Glentworth St., Limerick.
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Habopbl MCNOMb3YKOTCS AN YPECKOXHOro A0CTyMNa 4epe3 OAWMH MNPOKON AN 06neryeHus
BBEAEHMS MNPOBOAHMKA C pavameTpom 0,038 pawoiima / 0,97 MM ansd  nNpoBeAeHUs
NHTEPBEHLMOHHbIX PafMoorMyeckmnx npoLesyp.

AT Habopbl COCTOAT M3 NPOBOAHMKA, YKECTKOW KaHHMM, pacluMpuTens U UHTpoAblocepa, a
TaKke urnbl Yuba co ctunetom (g KPA8-100-KH-HT n HPAB8-105-KH-bIT-1) uam urnbl
Tpoakapuas wurna co crtunetom (and KPAS8-104-KH-MT, HPAS8-101-MT). PacwwupuTenb
COBMECTUM C MPOBOAHMKOM, AmaMeTp KoTtoporo coctasnsetr 0.018 awoiima/0,46 mMm (£10%).
[OnvHa unHTpoaplocepa W paclumputens coctaenset 20 cM. VHTpoAbkocep MpoM3BOAUTCA C
PEHTTeHOKOHTPACTHOWN METKOM Ha AMCTa/IbHOM KOHLE, LWMPUHA METKM 5 MM (£2 MM).

Wrnbl Ynba n Tpoakapuas urna nocraBisloTcs B CO0pke co cTuieTom. Mrna Ymba wmeert
anameTp 22 0/0.71vm m gnnny 15 n 20 cm. Tpoakapuas urna umeet guametp 21 0/0,82mm n
AnnHy 15 1 20 cm.

OrpaHuunTenb ry6KHbI U rPafyVpPOBaHHbIA NPOTEKTOP C METKAMM BXOAAT B 3TV HAabopb!.

XapaKTepncTuKn opmbl;
MpPOBOAHVK - N30MH>'ThIlA
PacLumpuTenb - KOHYCOBUAHBLIN

Mpedmc Wrna Unba Crunet
KaTa/10’)KHOro Ounametp O [OnuvHa, cm JdunameTp OnnHa, cm
HoMepa /MM AronM/Mm
MorpewHocTb YKa3aHo BbLLI3e +10% +10 % +10%
Pa8e 30113
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B TEXHNYECKNX

XapaKTepucTuK
ax
KPA8-100-KH- 22 /0.71 15 0,018/0.457 17,0
N1
bIPA8-105-KH- 22 /0.71 20 0,018/0.457 22,0
bI-1*
Mpedmc TpoakapHasa urna Ctunert
KaTasIoXkHOro Ounametp O [OnuvHa, cm LdnameTp OnnHa, cm
HoMmepa /Mm AroiM/MM
MorpeluHoCTb YKa3aHo Bbnue +10% +10% +10 %
B TEXHNYECKUNX
XapaKTepucTuK
ax
bIPA8-104-KH-HT 21 /0,82 15 0,021/0,533 16,5
bIPA8-101-MNT 21 /0,82 15 0,021/0,533 215
Mpedmc PacLumpurens WHTpoabtocep JKecTkad KaHtonA [MNpoBoAHWK
KaTas10KHor
o HomMepa  AviaveTp [nwmHa, [Aviametp [ywmHa, PeHtr  [Ovavetrp [wHa, [Aviametp  [nnHa,
Pr/ivm cM Pr/ivwv CM eHOK O/vm cM ArriM/MM cM
MorpewHee #10% +10% +10% +10% OHTP YkasaHo *10%  +10%  +10%
™ acHas  BbllLe B
METK  TEXHMYeCcK
a nX
XapakTepu
CTUKaX
KPA8-100- 4.0/1,33 20 6.0/2,0 20 + 22/0,71 21,7 0.018/ 60
AH-MT 0,46
bIPA8-104- 4.0/1,33 20 6.0/2,0 20 + 22071 21,7 0.018/ 60
AH-MT 0,46
MPA8-105- 4.0/1,33 20 6.0/2,0 20 + 220071 21,7 0.018/ 60
AH-NT-N* 0,46
MPA5-101- 4.0/1,33 20 6.0/2,0 20 22/0,71 21,7 OoOig/ 60
N7 :

*B Habope b'PA8-105-KH-HO'-n urna nocTasnseTcs ¢ AxoTwn.

KomnoHeHT EckoTwy,

MapameTpbl MHCEpTEYya:

Pa&e 4 0f13
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NPAS-104-RH-NT, NPAS-101-NT
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MapameTpbl OrpaHNuMTeNst ry6uHbI:

OmunHbl: A - 0.056 groinva/ 1,422 mm (0,005 aroirima/0,127mm); B - 0.025 groiima/ 0,635 mm
(20,005 arorima/0,127mm); C - 0.120 atoiima/ 3,048 mm (0,005 aroiima/0,127mm); B - 0.200
arorima/ 5,08 mm (20,005 grorima/0,127mm);

OvameTp: E - 0.245 pgroinma/ 6,223 mm (0,005 atoiimal/0,127mm).

AL

fi T j-l

CocTtas Habopa:

1 NPAS-100-RH-NT:

Pacwmputens gnametp 4 Fr, gavHa 20 cm - 1w,
YKecTkaa kaHiona gunametp 22 G, gnnHa 21,7 cm - 1w,
WHTpoabtocep anameTp 6 Fr, gnnHa 20 cv - 1w,
Wrna Yunba gnametp 22 G, gnuHa 15 cm- 1w,
Ctunet gnametp 0,457 mm, gnnHa 17 cm - 1w,
MpoBogHukK anameTp 0,46 MM, annHa 60 cm - 1wt - 1w,
WHcepTep - 1w,
OrpaHununTenb rnyouHbl - 1wT;
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I PaflyvpOBaHHbIA NPOTEKTOpP - 1T,

NPAS-104-RH-NT:

Pacwuputens gnametp 4 Pr, anvHa 20 cm - 1w,
JKecTkasa KaHona gmameTp 22 O, AnnHa 21,7 cM - 1wr;
WHTpoabtocep anameTp 6 Pr, gnnHa 20 cm - 1w,
TpoakapHasa urna gnametp 21 O, gnnHa 15 ¢cm - 1 wr;
Ctunet amnametp 0,533 MM, giMHa 16.5 cm - 1w,
MpoBogHuK gnameTtp 0,46 mm, AnnHa 60 cm - 1wt - 1wrT;
WHcepTep - 1w,

OrpaHnunTenb rnyouHbl - 1WT;

I"pagympoBaHHbIA NPOTEKTOP - 1.

3. NPAS-105-RH-NT-U:
Pacwmputens guametp 4 Pr, ganHa 20 cm - 1w,
JKecTkas KaHwonda gmameTp 22 G, AnuHa 21,7 cm - 1T
WHTpopabtocep avametp 6 Pr, anvHa 20 cm - 1w,
Wrna Ymba amametp 22 G, anvHa 20 cm - 1wT;
Ctunet gnametp 0,457 MM, gnnHa 22 cm - 1T,
MpoBogHuK gmnametp 0,46 .mv, gnnHa 60 cm - 1wt LuT;
WHcepTep - 1w;
OrpaHuyunTenb rnyouHsl - 1,
"pafyvpoBaHHbIN NPOTeKTOp - 1uT.

MPAS8-101-MT

Pacwuputens guametp 4 Pr, panHa 20 cm - 1T,
YKecTkas kaHtonga gnametp 22 O, AnvHa 21,7 cm - 1wr;
WHTpoabtocep anameTp 6 Pr, gnnHa 20 cm - 1w,
TpoakapHas urna gnametp 21 O, gnnHa 20 cm - 1wiT;
Ctunet gmnametp 0.533 mm, ginHa 21,5 cmM - 1 WwiT;
MpoBogHuK gnametp 0,46 MM, gnnHa 60 cm - 1wt - 1w,
WNHcepTep - 1w,

OrpaHuyunTenb rayeuHsl - 1w,

"pagympoBaHHbIA NPOTEKTOP - 1ur.

MATEPUNAJbI
Hab6opb! ana upeckoxxHoro goctyna Neff Percutaneous Access Sets (NPAS-IOO-RH-NT;
NPAS-104-RH: NPAS-105-RH-NT-U. NPAS-IOI-NT)

KOMMNOHEHTHI Matepunan KOHTaKT C
n3penus nauneHTom
WHTpoabtocep  MIHTpoabtocep HeinoH Ne 40063 MpAMOW KOHTaKT

PeHTreHOKOHTpacHas meTka (gns
Bce Kpome NPAS-101-NT): Cnnas
Ne1048: MnaTunHa 92%, Vpnanii
8%
BTynka Monnamung 6 Ne 40340 Henpsmoii

Kpacutens  6enoro:  Titanium KOHTaKT
Dioxide, Zinc Stearate, Cl Pigment
Blue 29

Pacwuputens  Pacwmpnutens MonnatuneH Ne 30943 MpAMOI KOHTaKT
Kpacutenb 6enoro: Cl Pigment
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Habopb! gns upeckoxxkHoro goctyna Neff Percutaneous Access Sets INPAS-IOO-RH-NT, NPAS-
104-RH-NT. NPAS-105-RH-NT-U. NPAS-IOI-NT~

1. YUpeCKOoXXHO BBeAMTE Uy Yepe3 MecTO MYHKLMMW KOXW K LienieBo 061acTu UccnefoBaHus.
2. Mocne Toro, Kak OyfeT NogTBepXXAeHa No3nLMsA KOHLA Ur/ibl, CTUNET.

3. BBegute MaHApeHOBbI NPOBOAHMK 4epe3 Mrny B LeneByto 061acTb MCCnefoBaHus,
NoATBEPXKAAA MPY 3TOM ee MO3ULMI0 NPY NMOMOLLM BUSYaIN3aLnn.

4. Y pep>xvmsas No3nLnI0 NPOBOAHNKAE, YAANNTE UTTY .

5. BeeauTe no NpoBOAHUKY MHTPOAbIOCEP B COOpe A0 TexX Mop, MoKa AUCTa/IbHbIA KOHeL, He
OKaXKeTCsi BO3/le LienieBo 061acTu UccnefoBaHms.

6. Y[OepxuBasa NO3ULMIO WHTPOAbIOCEPa, YAAIUTE MNPOBOAHMK, XXECTKYH KaHIoM U
pacwuputens WHTpogdbtocepa. TMPUMEYAHWE; npu XenaHuM MNPOBOAHUK  MOXET
0CTaBaTbCA Ha NO3ULNUN B KaYeCTBe NpeLoXpaHNTens.

7. BBegute yepes nosocTb MHTPOAbIOCEpPA NPOBOAHUK Avametpom 0,97 mm / 0.038 atoiva
(nocTaBnseTcs OTAENbHO) Ha BbIGOP A0 Tex Nop, NOKa KOHEL, He OKAaXeTcs BO3/e Lie/eBoi
0651acTn nccnefoBaHus.

8. Y ep>knBas no3uumio NpoBOAHMKE, YAANTE UHTPOALIOCED.

9. Mpn HeobxogumocTM Mcnonb3yinTe nposogHuk 0,97 mm/0.038 pgrolima (noctaBnseTcs
OTAENbHO) ANA  pasMelLeHns  Apyrux u3gennidi  Ons  [anbHenlwen AuarHOCTUKKM 1
BMeLLIaTe/bCTB.

SKCINMTYATAUNOHHBLIE XAPAKTEPUCTUKWN

Habopb! 4N151 YPECKOXHOro A0CTyna Npu BUOPaLMOHHBIX Harpy3kax B ananasoHe 10-55 Iy,
amnauTyae nepemelleHms 0,15 MM yCTONYMBSI.

Habopbl 45151 YPpECKOXKHOro A0CTynanpu BUOpaLUMOHHbIX Harpy3kax B gnanasoHe 10-55 IMu,
amnauTyae nepemeryeHns 0,35 MM 1 yaapHbIX Harpyskax npy nMKoBoMm yckopeHnuu 100 m/ch
(10£) 1 ANUTENbHOCTN YAAPHOr0 YCKOPEHUs 16 MC B TPAHCMOPTHOW YNakoBKe YCTONYMBI.

Habopb! 4715 YpecKoXKHOro foctyna npu Temnepatype ot +10 go +40°C, 0OTHOCUTENBbHOIA
BIaXXHOCTUN - 80% npu Temnepatype +25°C yCTONYMBSI.

Habopbl /19 YpeCKOXHOro A0oCTyna npu TemnepaType TPaHCMOPTUPOBAHNA N XpaHeHUs oT -50
[0 +50°C, oTHOCUTeNbHOM BnaxHoeTH - 100% (6e3 KOHAEHCaLMKN) B TPAHCMNOPTHOM YMNaKoBKe
YCTONYMBbI.

Habopb! 4719 YpeCcKOXKHOro 4OCTyna He NoABEPratoTCsA Pe3KOMY M3MEHEHWUIO TeMMepaTypbl
BHELUHEN cpefpbl.

Habopbl Ans YpecKoXXHOro A0CTyna U3Aenust NOCTaBNATCS CTEPU/bHBIMU, MOBTOPHOA
OYMCTKU, AE3NH(EKLMN, CTEPUNM3ALLM HE NOAIexaT.

TECT HA BMONOIMMYECKYHO COBME(CTUMOCTb

Habop ana upeckoxxHoro goctyna Neff TecT Ha 06LLETOKCUYECKOE, BHYTPUKOXHOE
Percutaneous Access Sets (NPAS-IO0-RH- BO3/eNCTBME, reMosin3, CEHCUOMIN3ALMIO,
NT, NPAS-104-RH-NT, NPAS-105-RH-NT-  LMTOTOKCMYHOCTb

)

TEXHWNYECKOE TECTUPOBAHWE
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COOK MEDICAL

Ha6op NeffPercutaneous Access Set
With HydrophilicCo}th9 and Nitinol Wire Guide

m  NPAS-104 KHHT
m 610546

%,Km/lsan _

«.OFfID/6,0FrOD/Mcni

cdP»—

2 MO5X9
1

(BD701165S f I

- OXAV? wit|ecuntuc

uojroipaiinn
W« 44 Bdw
COOK' | A
i
MPABUJTA YTUNNIALNN

Mocne 3aBepLUeHUs NpoLedypbl W3genus

cnegyetr ytunmsnposatb B COOTBETCTBUM C

HaUMOHaIbHBIMW  MHCTPYKUMAMU 4711 GUONIOrMYECKM OMacHbIX MeAUMUMHCKMX OTXOAO0B. [/1a
CtpaH EC cornacHo [Oupektuee 93/42/ESC. [na Poccuiickoin ®egepaymn CornacHo
HalMOoHa/IbHbLL TpeboBaHMAM. Knacc onacHOCTU MeAMUMHCKUX OTX0A0B: Knacc b.

rnoanuch
cneLmanmcT no Bonpocam permcTpaLmm

LLTamn: Hainn LWun. Ty6nnyHbIA HOTapuyc.
NeyaTb ¢ OTTUCKOM
4-07-2017
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Ten. 353 61 239240 (hakc.353 61 239227

e.-mail: SSC.DISTRIBUTORS@COOKMEDICAL.COM
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MepeBof, [aHHOTO TeKCTa caenaH MHOM, nepeBofuMkoM ACTBalUaTypsH Feopriem
KoHcTaHTUHOBMYeM. Tpe6oBaHMs K TeKCTY nepeBofa (MakciManbHas TOYHOCTb, FPaMOTHOE

13/100/CEHIIE) MHE Pa3bACHEHDI.

Poccuiickan Pepepauus
"opog MockBa
[BeHaguaTtoro nona ABe TbICAYM CeMHaALAaToro roga

A, [lMectpeuoBa TaTbsiHa AHApPeeBHa, HoTapuyc ropoda MOCKBbI, CBUAETENLCTBY)
No4/IMHHOCTL NoAnucy nepesofynka ActeauatypsaH Meoprug KoHCTaHTMHOBMYA.

Mognuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTL NognucaBLLIEr0 JOKYMEHT YCTaHOB/IEHA.

3aperncTpmposaHo B peectpe: No A

B3bICKkaHO rocygapcTBeHHON nownuHbl (Mo Tapudy): 100 py6. 00
Ynna4yeHo 3a OKasaHue ycnyr npaBoBOro M TEXHUYECKOro Xap

NEYATb NOANMCH

MEYATD

Bcero  npoLuHypoBaHo, NPOHYM
CKpenneHo neyatblo ¢cl
nucra\os

HoTtapuyc: |‘|O ,ﬂ,ﬂ |/|Cb

Poccuiickast depepaLysi
l'opqn Mo

NeenagubTon] uw AKT blayncewnauBTronas

fl, MectpeyoBa TatbsHa AHApeeBHa, HoTapuyc ropoga MockBbl,
CBUETENbCTBYIO BEPHOCTb KOMUWM C NPEACTaB/IEHHOTO  MHe
[OKYMeHTa.
3apeructprposaHo B peectpe: N / y
B3bICKaHO rocyAapCTBEHHON NOLWMHBI (Mo Tapudy); )7 Aa.
YririaeHo 3a OKa3aHvie YC/yT MpaBoBOoro M TEXHUYECKOro XapaKTepa:

A A

Bcero npowHypoBaHo,
MPOHYMEPOBaHO U CKPENNEHO
neuyatblo : _

Hotapuyc
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1. Country:
Pays/Pais:

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

IRELAND

This public document
Le présent acte public / El presente documento publico

2.

w

I

has been signed by

a été signé par Niall Sheehy
ha sido firmado por

acting in the capacity of

agissant en qualité de Notary Public
quien actda en calidad de

. bears the seal / stamp of

est revétu du sceau / timbre de
y estd revestido del sello / timbre de

at
alen

. by

par/ por

.No

sous no

Certified
Attesté / Certificado

Cork b dia 06/07/2017

Department of Foreign Affairs and Trade

7342022017

bajo el nimero

10. Signature: i 1 n
Signature:
Firma;

1

Artiiiu the authenticity of me signaiur« and the capaoty of th« p«r8on who has signed the public
(ere appropriate, the Identity of the seal or stamp which the public document bears. This Apostille

doesru A1y~ content of the document torwhich it was Issued. To verily the Issuance of this Apostille, see
‘w.iuRiSVloetlons.dtat.ie
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Mittv Pollack Needle Set
(090031, 090031 -ET, 090031-S15)

Needle

Chiba needle

Stylet

The Mitty Pollack Needle Set is used for antegrade wire guide placement.

The Mitty Pollack Needle Set is comprised of a entry access needle and Chiba needle with
stylet, manufatured from stainless steel.

The Chiba needle is manufactured from stainless steel, in various sizes. The needle is
designed with 45 degree bevel. The Echotip feature consists of a series of very small dimples
in the surface, which causes that area of the needle to be easily visible under ultrasound.

Chiba needle EchoTip
Access needle  Needle Stylet
Order Diamete Lengt Diamete Lengt Diameter Length,
number rG/mm h,em rFr/mm h,cm  inch/mm cm
Indicate  10% 10% 10%
Indicate d inthe
d inthe technica
technical 1
characte characte
ristics ristics
Tolerance above 10% above
22/0.71 22  0.018/ 24 No
090031 18/1.25 14 0.46
18/1.25 21/0.82 22  0.021/ 24 No
090031-SI5 14 0.53
18/1.25 22/0.71 22 0.018/ 24 Yes
090031-ET 14 0.46

Chiba needle hub (for 090031-S15):

Length: B - 0.865 inch/22 mm (£0.010inch/0.254mm);

Inner diameter A: 0.033 inch/0.838 mm (+0.005 inch”. 127mm)

Outer diameters: C - 0.150 inch/ 3.81 mm (x0.001 inch/0.025mm); D - 0.170 inch/ 4.3 mm
(£0.005 inch/0.127mm); E - 0.270 inch/ 6.585 mm (£0.005 inch/0.127mm)
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Mittv-Pollack Needle Set r090031. 090031-ET. 090031-S15)

Device J; Material Patient Cofttaeting

Access needle

Needle hub Polypropylene S-5827, Indirect contact
Pink colorant: PR-033

Needle Stainless steel AISI 304: C-Max Direct contact

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

Product Polypropylene #30070 Non-contact
Protector

Chiba needle with stylet

Cannula Stainless steel AISI 304: C-Max Direct contact

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
Hub Polypropylene #31590, Indirect contact
Dark gray colorants:
Carbon Black
Cl Pigment Red #254
Cl Pigment Yellow #138

Stylet Stainless steel AISI 304: C-Max Direct contact
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
Stylet hub Polypropylene #31590, Indirect contact
Dark gray colorants:
Carbon Black
Cl Pigment Red #254
Cl Pigment Yellow #138

PERFORMANCE CHARACTERISTICS

Percutaneous Access Sets are stable under vibration loads in the range 10-55 Hz, amplitude
displacement of 0.15 mm.

Percutaneous Access Sets, 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

(I0g), and duration of shock acceleration of 16 ms.

Percutaneous Access Sets are stable at temperatures in the range of +10to + 40 ° C, relative
humidity - 80% at + 25 ° C.
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PACKAGING PARAMETERS

Percutaneous access sets 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.

Gross

Height, Width, Weight
Order number (cm) (cm)
Tolerance
090031 7.6 43.4 11.6
090031-ET 7.7 43.4 115
090031-SI 5 7.6 40.5 11.6
LABELING

Percutaneous access sets 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 aboult sterilization;

- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- Sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for keep dry

-marking for keep away from sunlight
- shelf life

Product Label
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Echotip* Mitty-Pollack Needle Set .

[*090031-Er

BRI WAS

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 Medical
Devices Directive 93/42/EEC. For Russian Federation in accordance with national
requirements. Risk class of the medical waste: class B.

Regulatory Affairs Specialist Date

COCK r"EDICAL EUROPE LTD.
O’HaHoran Road,

National Techr oiogy Park
Limarick, ireiand.
Company Regi.st>aiicn No. 492272
VAT Registration No. 0776234K

6/7 Glentv'orih St, Limerick
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Mrna
Wrnayuno

Ctunert

ne

Vicnonb3yeTtca Ana aHTerpafHoro BeefieHus NpoBOLHUKA.

Ha6op urn Mitty Pollack coctout u3 urnbl gng poctyna u wurisl Umba co CTUIETOM,
N3roTOB/IEHHBIX M3 HEPXKABEOLLEA CTaNu.

Wrna Ynba co CTUIETOM M3roTOB/IEHA 13 HEPXKAaBeOLei CTa/In Pas/IMYHbIMU AMameTpamu.
KoHew, nrnbl Unba cpesaH nofd yrnom B 45°. KOHCTPYKUMS UI bl «XOTUM» 06n1eryaet
BU3yann3aumio KOHLA UMbl BO BPems y/bTPa3ByKOBOrO MCC/e[0BaHNS.

Mrna Unba axotvn
Wrna pna poctyna  Wrna Cruner
Howmep Ovavetrp [AvHa  Avavetp [OnunHa  [duametp, JnnHa
3aKasa G/mv ™M G/ mm cM JoAM/MM - M
YKazaHo YkazaHo  10% 10% 10%
BblLLIe B BblLLE B
TEXHWYEC TexHnYe
KMX CKMX
XapaKTep XapaKTep
MorpelwHocTb  UCTUKax 10%  mnctmkax
090031 18/1,25 14 22/0,71 22 0,018/ 0,46 24 Het
090031-S15 18/1,25 14 21/0,82 22 0,021/0,53 24 Het
090031-ET 18/1,25 14 22/0,71 22 0,018/ 0,46 24 Ja

BTynka urnbl Ynba (ans 090031-S15):

OnvHa: B - 0,865 groiima/22 mm (+0,010at01iMa/0.254MM);

BHyTpeHHWiA gnameTtp A: 0,033 aroiima/ 0,838 mm (£0,005 arorima/0,127Mm)

BHewHune gnametpsl: C- 0,150 aroiiva/ 3,81 mm (0,001 aroiima/0,025mm); D - 0,170 groima/
4,3 mm (0,005 groima/0,127mm); E - 0,270 groima/ 6,585 mm (0,005 atoinma/0,127Mm)

BTynka cTtweTa {ana 090031-S15).'
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* Puck o6pa3oBaHus reMaToMmbl

» KpoBOTeueHue B MecTe MyHKUUU
» Jlnxopaska/ nHgekums

* Tlepdopayus Mo4eBOro nysbips
*  VIH(eKUMs MOYEBLIX MyTei

OCNOXXHEHWSA/ MOBOYHBLIE AENCTBWA: ans Beex uUrn

* KpoBousnuaHus

* [MoTepsa NoYKM

* TpaBMa TONCTOM KULLIKM

* ['MapoTopakc

* Mepthopaums cnuctembl cbopa

MHCTPYKUMN no NCIMOJIbSOBAHUIO

Hab6op ansa upeckoxxHoro goctyna Mittv-Pollack (090031: 090031-ET: 090031-S15)

1 Tlocne ocyuwlecTBfeHNA [OCTyna WrN0oW, BCTaBbTe B Hee urny Ymba B cH6OpKe O
CTUNETOM. 3aKpenuTe MOCMELHIOK M OCYLLECTBUTE MPOKON.
2. OTKpoiTe KpeneX, BbiHbTe Wrny Ymba co CTWNETOM M MNOAFOTOBbTECH K BBOAY

KOHTaKT ¢ naymeHToM

HenpsiMoit KOHTaKT

MpAMON KOHTaKT

HeT KoHTaKTa

MPOBOAHUKA.
MATEPUADbI
Habop ans upeckoxkHoro goctyna Mitty Pollack Needle Set (090031, 090031-ET, 090031-
S15)
KOMMNOHEHTHI Martepuan
n3genns
Wrna goctyna
BTynka urnbl MonunponuneH S-5827,
Kpacutenb pososoro: PR-033
Wrna Hepxasetowaa ctanb 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
3almMTHbIN MonunponuneH Ne30070
4exon Ul

Wrna Ymnba co cTunetom

KaHtons HepxxaBsetolaa ctans AlSI 304: C-
Max 0,08; Cr-18 - 20; Fe-66,345-
74; Mn-Max 2; Ni-8 - 10,5; P-Max

Page 5 of 8
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MepeBof AaHHOrO TeKcTa caenaH MHOM, nepeBoAYnkoM AcTBauaTypsiH MCeopriem
KoHCTaHTuHOBMYeM. TpeGoBaHUst K TEKCTY nepesoaa (Yakcu.MambHasi TOUHOCTb, FpaMoTHOe

LLNONICEHME) MHEe Pa3bACHEHbI.

Poccuitickaa Pefepauns

"opoa MoekBa

[lBeHaquaToro Mons Ase TbiCAYM CEMHAALATOrO roa

A, TlectpeuoBa TartbAHa AHApeeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCT|
NoA/IMHHOCTL NMoANucK nepesBofunka ActeauatypsaH Meoprua KOHCTaHTUHOBMYA.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.

JIN4HOCTL NognucasLUero JOKYMEHT YyCTaHOB/EHA.

3apermcTpupoBaHo B peectpe: No

N

B3bICKaHO rocyapCTBEHHOM NnownHbl (Mo Tapudy): 100 py6.
YnnayeHo 3a OKasaHWe yCyr NpaBoBOr0 M TEXHUYECKOI0 Xap«

[MEYATD

Poccuilckas ®epepauns
l'opog Mocksa

fiBeHaAUpPT OTO uions AHTauncew gauaTnWwAs3

1, MectpeyoBa TatbsaHa AHApeeBHa, HoTapuyc ropoga Mocksbl,
CBMETeNIbCTBYI0 BEPHOCTb KOMUWM C MPEeACTaBfEHHOro MHe
[OKyMEHTa. L= 0170 17
3aperucTprpoBaHo B peectpe: N A A J
B3bICKaHO rocy1apCTBEHHOV NOLWHbI (N0 Tapudy);
Yrria4eHo 3a OkasaHvie YT MpaBoBOro N TEXHUHECKOTO XapaKTepa; .

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

NoAMNUCh

[MEYATD

Bcero  npoLUHypoBaHO
CKPenneHo mneyartbto
nucra\o

HoTapuyc: |‘| O |D|I_I |/| C

Bcero npowHypoBaHo,
MPOHYMEepPOBaHO U CKPenneHo

nevyatbio
NTNCTOB.
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1. Counti”:
Pays/Pais:

APOSTO,LE
(Convention de La Haye du 5 octobre 1961)

IRELAND

This public document
Le présent acte public / El presente documento publico

2. has been signed by

a été signé par
ha sido flrmado por

w

Niall Sheehy

. acting in the capacity of
agissant en qualité de

Notary Public

quien actla en calidad de

4. bears the seal / stamp of
est revétu du sceau/ timbre de
y esta revestido del sello / timbre de

5. at
alen

7. by

par/por

8. No

SOUS no

Certifled
Attesté / Certificado

6. the
le/ ei dia

Cork 06/07/2017

Department of Foreign Affairs and Trade

9808842017

bajo el nimero
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10. Signature:
Signature;
Firma:

iLiUuu”

Ib» authenUdty of the signature end the capacity of the person who has signed tt« public

appropriate, the identHy of the seal or stamp which the public document beers. This Apostille
content of the document for wdtich it was Issued. To verify the Issuance of this Apostille, see
~.dfatla
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The TFE-Sheathed Needle with Trocar Stylet is used for antegrade wire guide placement into

the kidney. The Echotip feature causes the tip of the needle to be easily visible under
ultrasound.

The TFE-Sheathed Needle with Trocar Stylet is comprised of a disposable trocar needle with
stylet and a sheath. The trocar needle is manufactured in a diameter of 18G/ 1.25mm with a
length of 15 centimeters (090060-SI) or 25 centimeters (090060;090060-ET). The stylet has
a diameter of 0.040 inch/ 1.02mm and with a lenght of 26.5cm (090060;090060-ET) or
16.6cm (090060-SI).

Trocar needle Stylet Sheat 1
Order Diameter Length, EchoTi Diameter Length, Diameter Length,
number G/mm cm P inch/mm cm inch/mm cm
Indicated +10% +3mm
in the
technical
character!s
Tolerance  tics above  10% +10% +3mm
090060 18/1.25 25 No 0.040/1.02 26.5 0.066/1.68 225
(é&_)r0060- 18/1.25 o5 Yes  0.040/1.02 265 0.066/1.68  21.5
090060-SI  18/1.25 15 No 0.040/1.02 16.6 0.066/1.68 125
Sheath
fJZ>- Trocar needle
CP--—--- Stylet
ThooAauET
L > 4=

<
8UIN7' TIP CAINNULA
-

Tli» <SNCAWAILA-
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Trocar Needle nil

I T R

All devices are supplied with a connector cap and a Female Luer-lock adapter, attached to the
proximal end.

Parameters of Female Luer-lock adapter:

Diameters: A - 0.063 inch/ 1600 mm (£0.002 inch/0.051mm); D - 0.210

imch/5.334mm  (£0.005 inch/0.127mm); E - 0.344 inch/ 8.738mm (x0.005
inch/0.127mm);

Length: B - 0.785 inch/19.390 mm (£0.01 inch/0.254mm); C - 0.062 inch/1.575mm (+0.005
inch/0.127mm); F- 0.172 inch/ 4.369mm (+0.005 inch/0.127mm); G- 0.28linch/7.137mm
(£0.005 inch/0.127mm); H - 0.312 inch/7.925mm (£0.005 inch/0.127mm).

— P >

Parameters of connector cap:

Diameters: A- 0.067 inch/ 1.702 mm (£0.002 inch/0.051mm); B - 0.345 inch/8.763mm
(£0.01 inch/0.254mm);

Length: C- 0.490 inch/ 12.446 mm (x0.01 inch/0.254mm).
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1 Using aseptic technique and per hospital standard procedures.
Insert needle with stylet and sheath into determined location.
3. Once the needle has established access, remove stylet and progress with planned
procedure.
Note: The needles with (-ET) will facilitate placement with ultrasound.

ro

MATERIALS

TFE-Sheathed Needle Set with Trocar Stylet (090060, 090060-SI, 090060, 090060)

Device Material Patient Contacting
component

Sheath

Tubing Tetrafluoroethylene ZPN#1011 Indirect contact
Connector Cap

Connector Cap  Polyamide 6 #40340 Indirect contact

White colorant:
Titanium Dioxide,
Zinc Stearate,

Cl Pigment Blue 29

Luer Lock Adapter
Luer Lock Polyamide 6 #40340 Indirect contact
Adapter White colorant:

Titanium Dioxide,
Zinc Stearate,
Cl Pigment Blue 29
Trocar needle
Needle Stainless steel AISI 304: C-Max Direct contact
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

Hub Polypropylene #40340 Indirect contact
Pink colorant: Pink P/P S-5827,
PR-033

Stylet Stainless steel AISI 304: C-Max Direct contact

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

Stylet hub Polypropylene # S-5827, Indirect contact
Pinic colorant: PR-033

Product Polypropylene Non-Radiopaque Non-contact

Protector #30070
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USAGE CONDITIONS

Percutaneous access sets are used in the patient care medical institutions.

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.

PACKAGING PARAMETERS

Percutaneous access sets 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.

Gross

Height, Width, Weight
Order number (cm) (cm) )
Tolerance
090060 7.6 45.4 14.4
090060-SI 7.7 50.8 13
090060-ET 7.7 45.7 14
LABELING

Percutaneous access sets 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 of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- Sizes;

- schematic picture;
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- lot number;
- marking for “Single use only”

- marking for keep dry
-marking for keep away from sunlight
- shelf life
Product Label
TFE-Sheathed Needle Juke
Set with Trocar Stylet
(090060,090060- COOK'
S1,090060-ET,
TFETrocar Needle Set
090060-CS) 1 ABRAGED
[SQ 090060 psum - sn
mg16142S9
| (K ne g
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Ctunet

TpoakapHasa urna

Koxurc

Wcnonb3yeTcs Ans aHTerpagHoro BeefleHNs NPOBOAHMKA B MOYKY. KOHCTPYKLUWMS UMbl
«IX0TUM» 06/1eryaeT BU3yann3aLyio KOHLA UMbl BO BPEMS Y/IbTPa3BYKOBOIO MCC/E0BaHMS.

Habop ana upeckoxkHoro goctyna TFE-Sheathed Needle Set with Trocar Stylet coctont 13

0/JHOPa30BOI TPOAKapPHOM UrMbl, CO CTUETOM U KOXYXOM. TpoakapHas urna gunametpom 18 G/
1,25 MM 1 umeet gnunHy 15 cm (090060-S1) unm 25 cm (090060;090060-ET). CTuneTt BbINOMHEH
anameTpom 0,040 atorima/1,02mm v gnmnHoii 26,5 cm (090060;090060-ET) nnm 16,6 cm (090060-

TpoakapHaa urna

S1).
Mpedmc
KaTanoHo ~ AvameTp,
roHomepa C/mm
YKasaHo
BblLle B
TEXHUYECK
nx
MMorpelHo  xapakTepu
CTb CTUKax
090060 18/1,25
090060-
ET 18/1,25
090060-S1  18/1,25
Dz>
UP------
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OnnHa,
cm

10%
25

25
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Ctunet Koxyx
Ounametp, [OnnHa,
Ovawvetp,  [OnnHa, LLoliM/MM  cM
Aroim/mm cm
+10% +3mMm
+10% +3Mm
0,040/1,02 26,5 0,066/1,68 22,5

0,040/1,02 26,5 0,066/1,68 21,5

0,040/1,02 16,6 0,066/1,68 12,5

Koxy.
mm— TpoakapHasa urna

Ctunet



TfiOCA« STYUrr

O n r Tm XAJR PO9CT-

+2x3'S

TpokapBsas Urna

J--DxM 2 ; MM L 1rmm—|

Bee urnbl UMeKOT coeauHUTENbHYIO Koinavyok v Female Luer-lock aganTep, Kpensawmincs K
NPOKCUMa/IbHOMY KOHLY Wbl

MapameTpbl aganTepa Jltoap-J1ok "Female

Ovametpbl: A - 0,063 proiva/ 1,600 mm (+0.002 pgroinva/0,051mm); D - 0,210
aroinmals5,334mm - (20.005 gronmal/0,127mm); E - 0,344 proiima/ 8,738vm  (+0.005
aronmal/0,127mm);

OnuvHbl: B —0,785 groiima/19,390 mm (0,01 aroima/0, 254mm); C —0,062 groimall,575mm
(x0.005 grorima/0,127mm); F- 0,172 aroinma/ 4,369mm (£0.005 groitma/0,127mm); G -
0,281ptorimal7,137mm (£0.005 atorima/0,127mm); H - 0,312 groiimal/7,925mm (+£0.005
Aroinval/0,127mm).

-1?

MapameTpbl COEANHNTENBKOrO Konayka:

Ovametpbl: A - 0,067 grorima/ 1,702 mm (0,002 arorima/0,051mm); B - 0,345 atoiima/8,763mMm
(x0,01 proinma/0,254at01MMma);

OnvHa: C- 0,490 aroinval/ 12,446 mm (20,01 arorima/0,254mm).
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Mepdopauus cucteMbl c6opa

MHCTPYKUMN no NCIMOJIbSOBAHUIO

Hab6op ansa upeckoxHoro goctyna TFE-Sheathed Needle Set with Trocar Stylet (090060,
090060-SI. 090060. 090060).
1 WVcnonb3yiTe acenTUYecKyo TEXHUKY U CTaH4apTHble 41 60/bHULbI MPOLEeAYpPbI;

2. BcTaBbTe Urny B CO0PKE CO CTUNETOM U KOXYXOM B OnpeaeseHHOe MecTo oCTyna;
3. KaK TONbKO MpY MOMOLLM MMkl OCYLLECTBAEH AOCTYM, BbIHbTE CTUMET W MPOAO/KANTE
orepauuio no nnaHy.

MpumedaHre: Urnbl ¢ nocTukcom (-ET) cnocobeTBYOT PasMELLEHUIO UI bl MPY NMOMOLLM
YNbTPa3BYKOBOr0 Ha6MOAEHMS.

MATEPUWAJIbI

Habop ansa upeckoxxHoro goctyna TFE-Sheathed Needle Set with Trocar Ctunet (090060,
090060-SI1. 090060-ET,090060-CS)

KOMMOHEHTBI Martepuan KOHTaKT ¢ nauueHTom
n3penus

KoxyXx

Tpyobka TetpagpTopatuneH ZPN Ne 1011 Henpsmoi KOHTaKT
CoeMHUTENbHBINA KONMaYoK

CoeanHutensH  Monnamng 6 Ne 40340 Henpsmoi KoHTaKT

bl KO/INAY0K Kpacutenb 6enoro 6enoro:
Titanium Dioxide, Zinc Stearate,
Cl Pigment Blue 29

Apantep J1io3p-J ok

Apantep Monvamug 6 Ne 40340 Henpsmoi KoHTaKT
Noap-J1ok KpacuTens 6enoro: Titanium
Dioxide, Zinc Stearate, Cl Pigment
Blue 29
TpoakapHasa urna
Nrna Hepxxagetowas ctanb AISI 304: C- TMpsAMON KOHTaKT

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

BTynka MonunponuneH Ne40340 Henpsmoin KOHTaKT
Kpacutenb po3osoro: Pink P/P S-
5827, PR-033

Crtunet Hepxasetowaa ctanb AISI 304: C- TpsAMOi KOHTaKT

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

Btynka ctuneta lMonunponuneH Ne S-5827, Henpsmoi KoHTaKT
Kpacutenb po3osoro: PR-033
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MAPKWUPOBKA.

Ha 9TMKeTKe YCTpoicTBa COAEpXKaTCs CrefytoLue napaMeTpbl YCTPOIACTBA:

- KOMNaHuA-npon3soaAnTENb U agpec Npon3BoacTBa,

- Ha3BaHue n3aenus (Toproeas Mapka);
- CEPVHBIN HOMEP;

- MapKupoBKa ceptugmnkauum CE;

- MapKMpPOBKa 0 CTepUInM3aumu;

- afipec npeacTasuTenscTea B EC;

- TOproBas Mapka npou3BoAuUTeNs;

- laTa U3roToB/eHMS;

- pasmepbl;

- CXeMaTNYECKMIA PUCYHOK,;

- HOMep napTuu;

- MapKnpoBKa “TosbKO A/1F 04HOPa30Bro NUCnosib3oBaHnA”
- MapkupoBka “O3HaKOMbTECb C WMHCTPYKLUMEN No npuMeHeHUo” (Tonbko ans 080000-

OOC1MO)
- MapKMpOBKa “XpaHnTb B CyXoM MecTe”
- MapKMpOBKa “XpaHnNTb B TEMHOM MecTe”
- Cpok rogHocT

Echotip* THE Trocar Needle Set

IMcoox*
crqupPeETn Bm ranitiin
[(*090060-n — E3uyn »
«m"[»0615513 HMIMBillll '
COOK-
e |5 - i . -3 At (3
leTBnnjtol|[ror| ™<™ | 2 ;KDK» | YoM J

NMPABUNA YTUNTUN3ALUNN

Mocne 3aBepLUeHMs MNPOLEAYpPbl U3Aenus

cneayeT YTWAM3MPOBaTb B COOTBETCTBUM C

HaLMOHAIbHBIMA  UHCTPYKUMAMU A/19 BMONOrMYECKM OMacHbIX MeAULMHCKMX OTX040B. [nis
CtpaH EC cornacHo [upektuee 93/42/EQC. [Ona Poccuiickon ®Pefepauum  COrfacHo
HauMOoHa/IbHbIM TpeboBaHKAM. Knacc onacHOCTU MeAMLMHCKMX 0TXOA0B: Knacc b.

noAmnuch
cneLmanmncT no Bonpocam perucTpaLmm

Ltamn: Hainnn LWun. My6anyHbIi HoTapuyc.
MeyaTb C OTTUCKOM
4-07-2017
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COOK MEDICAL EUROPE LTD

O’XAJINOPAH POA/,

H3LWH TEKHOO 4K TMAPK

. JIMMEPUK, NPNAHONA

Ten. 353 61 239240 dhaxc.353 61 239227

e.-mail: SSC.DISTRIBUTORS@COOKMEDICAL.COM
WWW.COOKMEDICAL.COM

6/7 I'nenTBOpC CT., J/INMepuUK.



MepeBOA AAaHHOTO TeKcTa cAenaH MHOM, nepeBoAYnKoM ACTBaLaTypsH eopruem
KoHcTaHTuHOBMYeM. Tpe6GoBaHWS K TEKCTY NepeBofa (MakcuMabHas TOUYHOCTb, FpaMoTHOE
W3N0/ICEHNE) .MHE PA3bSICHEHDI.

NOAMNUChH

Poccuiickas defepaums
["opog Mocksa
[BeHaguaToro nona ABe ThbICAYM CeMHaaLaToro roga

A, [lecTtpeuoBa TaTbAHa AHApPEEBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO!
NOANMHHOCTL NoAnucy nepesogunka ActeauatypsaH Meoprua KoHCTaHTUHOBMYA.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.

JIN4HOCTL NnoAnucaBLLErO JOKYMEHT YCTaHOB/IEHA.

3aperncTpuposaHo B peectpe; No

B3bICKaHO rocygapCTBEHHOM nowwuHbI (o Tapudy): 100 py6. 00
YnnayeHo 3a oOKasaHue YCayr npaBoBOro M TEXHUYECKOro XapakT

qEuaTy  TMOAMMCH

[MEYATD

Bcero  npowHypoBaHo,
CKpensieHo mnevyaTbio
nucTa\os

HoTapuyc:

Poccuiickast depepaLysi
[opgn Mo

¢BEHAAL3INOTO nions usc ThiCHYNM W *ugw oT OB

a MNectpevoBa TatbsAHa AHApPeeBHa, HoTapuyc ropoaa MockBbl,
WMpetensCTBYO BEPHOCTb KOMUWM € NPEACTaB/IEHHOK  MHE

XKyMeHTa.
PernCTp1pPOBaHO B peecTpe; N ------------- o —— — A
»VCKAHO rOCYJaPCTBEHHOV MOLL/MHBI (110 TApUTPY): (K ? N <c

JIEYEHO 33 OKA3aHME YCTTyT MPABOBOTO 1 TEXHMECKOTO XapaKTepa:

ML,
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