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INSTRUCTIONS FOR USE

Nephrostomy Catheters
INTENDED USE

Used to conduct drainage in order to alleviate vesical obstruction, as well as in the range of
procedures on the upper urinary tracts, including dilation of the strictures, removal of stones,
or stenting of the ureter (Reference Intended usefAndicat™ons for use in instructions for
specific intended uses).

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

DEVICE DESCRIPTION

Table of conversions

Parameter"'~Conversion ’

1Fr 1/3 mm

11Inch 25.4 mm

Parameters for retention disk for: Percutaneous Nephrostomy Catheter ('080206"):
Diameters: A - 1.574 inch/39.98 mm (x0.005 inch/ 0.127 mm); B -0.400 inch/10.16 mm
(20.010 ihch/0.254 mm);

C - Thickness of disk - 0.065 inch/1.651 mm (£0.010 inch/0.254 mm);

D - Width of disk stem - 0.080 inch/ 2.032 mm (£0.010 inch/0.254 mm);

E - Height of stem 0.280 inch/7.112 mm (£0.010 inch/0.254 mm).

F ..
&/afrAdh
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Percutaneous Nephrostomy Catheter (080206: 080208; 080210: 080212)

The Percutaneous Nephrostomy Catheter is manufactured with a pigtail curve on the distal
end with diameters of 6.0Fr/2mm, 8.3Fr/2.77mm, 10.0Fr/3.3mm, and 12.0Fr/4mm and in a
length of 15 or 30 centimeters. The pigtail catheter is characterized by six side ports equally
spaced on the inside of the pigtail curve, starting at a location 12 millimeters from the tapered
distal tip. The circular pigtail at the distal end of the catheter has a diameter of 16 to 19
millimeters or 20 to 24 millimeters, depending on the catheter French size. Depending on the
set, the pigtail catheter may be designed with a set of three ink-marks located near the distal
end. The first ink mark is located 5 centimeters from the base of the pigtail curl, with the
remaining ink marks spaced 5 centimeters apart. A female Luer-lock adapter and connector
cap are attached to the proximal end of the device.

The Catheter may include a retention disc component. The retention disk device includes a
black pull tie for securement of the catheter.

Product Catheter

Catalogue  Diameter  Length Remarks

Number Fr/mm cm

Tolerance 10% 10% :

080206 6/2 15 Set consists of pigtail catheter and retention disc.

080208 8.3/2.77 30 Set consists of pigtail catheter and retention disc.

080210 10/3.33 30 Set consists of pigtail catheter and retention disc.
Set consists of pigtail catheter and catheter

080212 1214 30 support
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RrandiasdH LA Biaiaes

NpTcstony Giretsr (8205 (BB (BPX)

Diameters: D - 0.210 inch/5.334mm (£0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm
(x0.002 inch/0.051mm);
Length: F- 0.172 inch/ 4.369mm (+0.002 inch/0.051mm); G - 0.28linch/7.137mm (+0.002

inch/0.051mm); H- 0.312 inch/7.925mm (£0.002 inch/0.051mm).

Product “A”

Catalogue

Number

080206 0.070inch/l .778mm
+0,002 inch/0.051mm

080208 0.070inch/l .778mm
+0,002 inch/0.051mm

080210 0.070inch/l .778mm
40,002 inch/0.051mm

FrandiasdH LAloRiatares

HBH

0.782 inch/19.863mm
+0.002 inch/0.051mm
0.782 inch/19.863mm
+0.002 inch/0.051mm
0.782 inch/19.863mm
+0.002 inch/0.051mm

Ny Gireer (BP0

-4i

rCuUD

45*0-3'

LLC”

0.062 inch/1.575mm
+0.002 inch/0.051mm
0.062 inch/1.575mm
+0.002 inch/0.051mm
0.062 inch/1.575mm
+0.002 inch/0.051mm

Diameter: A - 0.335 inch/8.509mm (£0.005 inch/0.127mm); B - 0.129 inch/ 3.277mm
(x0.005 inch/0.127mm); C - 0.187 inch/4.749mm (x0.005 inch/0.127mm);

Length: D - 0.300 inch/ 7.62mm (£0.005 inch/0.127mm); E - 0.281 inch/7.137mm (+0.005
inch/0.127mm); F -0.055 inch/1.397mm (£0.005 inch/0.127mm); G - 0.290 inch/7.366 mm
(£0.005 inch/0.127mm); H - 0.725 inch/18.415 mm (£0.005 inch/0.127mm); 1-0.185
inch/4.699mm (£0.005 inch/0.127mm).
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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 the guidance documents by World Health
Organization guidance document.

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. Risk class of the medical
waste: class B.

1/) fbd

Regulatory Affairs Specialist Date

cOGa GIEDICGI. £1)KOPE IGD.
w0t RO

YW

Cor'--r.y L-idsL-3viGnvto..Ni272
Va? Rsgist™aiion bb. b/ ib2.Mrv
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Ha 6naHke COOK MEDICAL MepeBoA, C aHINNIACKOro S3blka Ha PYCCKMIA A3bIK

LLtamn: COOK MEDICAL EUROPE LTD. \ KYK MEAVKAJ1 FOPOI JTTA.
O’XannopaH Poyg,

HsawHn TekHonooxu Mapk

Nnmepuk, MpnaHans

PerncrpaynoHHbIA HOMep KoMnaHun: 492272

PernctpaunoHHbIi Homep HAC: 9776234K

NHCTPYKUMA no NMPUMEHEHUIO

KaTeTepbl HethpoCcTOMUYECKNE
HA3HAUEHWE

MpUMEHSAOTCA [ OCYLUECTBNEHMS] [peHaXa C Lefblo  06/erYeHns  CynpaBe3uKaslbHOl
0BCTPYKLIMKM, a TAKXe B LIENIOM psifie NMPoLeayp Ha BEPXHMX MOYEBbIX MYTSX, BKOYasA AMNaTaLuIo
CTPVKTYP, YAaneHWe KamHeild, WM CTeHTMPOBaHME MOYETOYHMKA (06paTUTECh K  LIENEBOMY
HA3HAYEHWIO B MHCTPYKLWN /11 YTOUHEHMS).

MNPEAYMNPEXAEHWE: degepanbHoe 3akoHoaaTenbcTBo CLUA paspewlaeT npogaxy 3Toun
NPOAYKUMN TOMbKO MeAMUMHCKMM paboTHMKamM wanm no ux 3akaly (uam no 3akasy
NPaKTUKYHOLLNX Bpayeil C COOTBETCTBYHOLLIEN NTULIEH3MEN).

OMNMMCAHVE U3OENNA

EanHMUbI MpeobpaszoBaHue
IFr 1/3 mm
1 gtonm 25,4 Mm

MapameTpbl gukcupytowero ancka: Katetepa Percutaneous Nephrostomy Catheter (080206):
Onamvetpbl: A - 1,574 groiima/39,98 mm (+0,005 arovima/ 0,127 mm); B - 0,400 aroiima/10,16 mMm
(20,010 arorima/0,254 Mm);

C - TonwuHa amcka 0,065 aroimal/l,651 mm (£0,010 groiima/0,254 Mm);

D - LupwuHa HoXKn ancka 0,080 groima/ 2,032 mm (+0,010 aroirima/0,254 mm);

E - BbicoTa HOXKM aucka 0,280 aroinma/7,112 mm (20,010 arorima/0,254 Mm).

Moanucs/

LTamn: Hainn LW,
My6nnYHbIA HOTapKUyC.

6/7 neHTBOpC CT., JIUMEpPUK.
MeyaTb C OTTUCKOM
22-11-2017
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MapameTpbl ukcupytowero aucka ana: Katerepa Percutaneous Nephrostomy Catheter (080208:
080210; 080212): A - OTKpbITOE OTBEPCTME B KONMYECTBE 6 LT, AnameTp - 0,045 atoitma/l,143 mm
(20,010 atoiimal/0,254 mm); B - [AumameTp uUeHTpasbHOro oteepctus - 0,200 arorima/5,08 Mm
(x0,005 pgroima/ 0,127 mm); C - LLUnpuHa 0TBEPCTUA AN1S1 BLITSHKHOIO WHypa - 0,056 atoiivall,422
mM (0,010 aroima/0,254 mm); D - [AnvHa 0TBepCTUS 415 BbITSHXKHOIO WHypa - 0,125 fgroinmal/3,175
mm (£0,016 groiima/0,406Mm).

KateTep Percutaneous Nephrostomy Catheter (080206; 080208; 080210; 080212)
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Katetep Percutaneous Nephrostomy Catheter BbINOMHEH C AMCTaNbHbIM KOHLUOM Tuna Murtein
(cBMHOM XxBOCTUK) AmameTpammn 6.0Pr/2.0mm, 8.3Pr/2.77mm, HO.OPr/3.3vm, 12.0Pr/4.0MM 1
AnvHamy ot 15 o 30 cm. Katetep vMeeT 6 GOKOBbIX MOPTOB PaBHOMEPHO PaCMONOXEHHbIX Ha
Murreline, HaunHasa ¢ 12 MM OT AUCTa/ILHOIO KOHUaA. Murteinn nveeT avametp ot 16 4o 19 MM nnm
ot 20 8o 24 MM B 3aBUCMMOCTW OT AMamMeTpa Katetepa. B 3aBMCMMOCTU OT MOAUPUKALNN KaTeTep
Percutaneous Nephrostomy Catheter MOXeT cofepxaTb TpY METKW, PacrofioKeHHble PAaaoM C
ANCTa/IbHbIM KOHLOM. [lepBasd MeTKa pacrnosioXXeHa B 5 CM OT OCHOBaHWUA 3aBUTKa '“'CBMHOIO
XBOCTUKA", OCTa/IbHble METKW PacnosioxeHbl ¢ MHTepBasioM B 5 cM. AganTtep J1to3p-J/10K KpenuTca
K MPOKCMManbHOMY KOHLY Katetepa. PUKeuUpyroLWmMin gneK KateTepa BKAOYAET YepPHbIi BbITAXHOM
LUHYP Ana (huKcaummn KaTeTepa.

Karetep
KatanoxHbin ~ Ouavetp  JimHa [prmedaHys
HOMep Fr/ivm c™m
[MorpeLuHoCTb 10% 10% ,
080206 62 15 B komnnekTe ¢ KateTepoM Tvna MnrTeiin (CBMHO XBOCTUK)

NOCTaBNAETCA (PUKCUPYHOLLMIA [NCK.

B KoMMniekTe ¢ KaTeTepoM Tvna MUrtein (CBUHOM XBOCTUK
os2s HII = pom Tt ( )
NOCTaBNAETCA (PUKCUPYHOLLMIA ANCK.

B KomnniekTe ¢ KateTepoM Tuna Mnrteiin (CBHON XBOCTUK)
080210 10/3.33 30 NOCTaBNAETCA (PUKCUPYHOLLMIA JUCK.

0 B KoMMniekTe ¢ KateTepoM Tuna Murteiin (CBUHON XBOCTUK)

NOCTaBSIETCS (IMKCUPYHOLLMIA VICK.

e iaamaa/iay/ K LA Koera Raaens Ndhaioy Gl
(080206. 080208. 080210,

Ovametpbl: D - 0,210 arorima/5,334mm (+0.002 groinmal/0,051mm); E - 0,344 parovima/ 8,738MMm
(x0.002 prorima/0,051Mm);

OmvHbl: F - 0,172 pgroimal 4,369vm (£0.002 groinmal/0,051mm); G - 0,281at0imal7,137mm (£0.002
aroinmal/0,051mm); H - 0,312 groinmal7,925mm (£0.002 groiima/0,051Mm).

080212 12/4

o~
KaTanoXHbl i “CAT “B” “Cc”
HoMep
080206 0,070atoinma/1,778Mm 0,782 ptolima/19,863mm 0,062 froiiMa/1,575Mm
+0,002 pgroiima/0,051mm  £0,002 aroiima/0,051mm - +0,002 arorimal/0,051mMm
080208 0,070atoinma/1,778Mm 0,782 noinma/19,863mm 0,062 Aroiimall,575mMMm
+0,002 pgroiima/0,051mm 0,002 atoiima/0,051mm  +0,002 froiima/0,051mMm
080210 0,070at0iima/1,778vm 0,782 paroiima/19,863mm 0,062 Atoiima/1,575mMm

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



+0,002 atoiima/0,051mm  £0,002 arorima/0,051mm  +0,002 aroiima/0,051mm

080212 | m(

( ):

Onametpsl: A - 0,335 arorima/8,509mm (+0.005 atoiima/0,127mm); B - 0,129 groitmal 3,277mMm
(x0.005 pgrorima/0,127mm); C - 0,187 atoiimal/4,749vm (+£0.005 arorima/0,127Mm);

Omuebl: D - 0,300 aronmal/ 7,62mm (+0.005 aroiima/0,127mm); E - 0,281patorima/7,137mm (+0.005
aroimal/0,127mm); F - 0,055 aroinma/l,397mm (£0.005 arorima/0,127mm); G - 0,290 atoiival/7,366
MM (£0.005 arorima/0,127mm); H - 0,725 aroiima/18,415 mm (£0.005 aroiimal0,127mm); | - 0,185
Aronval/4,699 mm(+0.005 arorima/0,127Mm).

[MpOYHOCTHbIE XapaKTEPUCTUKN KaTeTepa:

MpOYHOCTb COeAMHEHMA COCTaBHbIX YacTei - He MeHee 15 H;
YcnoBHasa NpoYHOCTb NpU PacTKeHUU - He MeHee 8,1 Mla;
OTHOCKTENbHOE YANNHEHWE NPU pa3pbiBe - He MeHee 150%;

MakcrmanbHoe faBneHune paspbiea - 81 atm. (1200 psi).

MATEPVANbI
KomnoHeHT HassaHve mMatepuana KOHTaKT ¢ opraH13mMom
naupmeHTa
Karetep TpybKa KareTepa: [MpsIMOIA KOHTaKT
MonnypeTaH PeHTTEHOKOHTPACTHbIA rony6oi
No20393

ony6oii Kpacutesb Ne 20393
COoBOKYMHOCTb KpacuTesei:
[Jvokeng TtaHa,

BucmyT okcmxiopuvz

CI MurmeHT rony6oii 29,

CI MrmeHT rony6oii 15,
Kap6oHaT KanbLys

UepHbilA KapboHaT

Ha BbIxofe LBET - ro/ny6oil.

ApanTep Karetepa:
Monvamng-6
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MNPABUJIA YTUNNIALNIA

Mocne 3aBepLUeHMs NpoLeLypbl YCTPOMCTBA AO/MKHbI YTUIN3MPOBATLCS COracHo
NHCTUTYLMOHA/IbHLIM PYKOBOACTBAaM /15 OMOIOTMYECKNX MeAULUHCKNX OTXOZ0B.

[ns ctpaH EC - B COOTBETCTBMM C PYKOBOAALL; MMM OKYMeHTamun BceMupHoin OpraHusauum
34paBoOXpaHeHus.

Ona US cTtpaH - B cooTBeTcTBUM ¢ MuHucTepctBoM Tpyaa CLLUA o BesonacHocty 1 IM'urueHe
Tpypa (OSHA)

[ns Poccuiickoin Pefiepalmu - B COOTBETCTBUM C HaLMOHa/bHbIMU TpeboBaHmamn. Knacc
OMacHOCTU MeAULIMHCKMUX OTXOA0B: Knacca b.

/Mognues/ KOnua MNopgzoposa 20 Hos16psa 2017
CneupanncT Mo BoMpocam pery/impoBaHus [Jarta
LLTamn: COOK MEDICAL EUROPE LTD. \ KYK MEOVKAJ1 KOPOI ITA,

O’XannopaH Poyga,

HswHn TekHonomku Mapk

Numepuk, NpnaHamsa

PernctpaumoHHbIi HoMep KoMnaHun: 492272
PerncTpaumoHHblin Homep HAC: 9776234K

Ha 6naHke Haiinn LLvn, ny6anMyHoro Hotapuyca
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Mepesog daHHfletfmeKema chenaH mHoi, nepesogyuukomM KnenHeBbiM BUkTopom Mropesnyem.

Poccuiickast denepaums

["opoa Mocksa

l—lw 1eKabpsa /18 TbICFILII/I CEMHaALIA TOro roaa.
ELOIMCE | gLn-m‘.
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Poccuiickas ®egepauus
[opog Mocksa

MNaToro fekabps ABe ThICAYM CEMHAALATOrO roga.

A, WmomHa Herarvs MetpoeHa, Hotapvyc ropoda MockBbl,
CBALETENECTBYI0 BEPHOCTb KOMMM C MPEACTAR/IEHHOMO MHEe
n V C/ /10
[ercTprpoBaHo B peecTpe: NH N oyX
rOCYARPCTBEHHOA MOLWIHBI (10 Tapndy):
OT MVETbI 32 0KaGaHVe YTy MpaBoBoro
oo xapeKTepa.
HIM. WHopHa

Beero npoww HypoBaK o™i me POBAHO
W CKpennewo neyarsito 6 C P
HoTapuyc™-
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Country:
Pays/Pais: IRELAND
This public document
Le present acte public / El presente documento piiblco

2. has been signed by

a 6t6 signs par N|a." Sreehy

ha sido fimado por

w

. acting in the capacity of

agissant en qualitd de N()ta_ry Public

quien actua en calidad de

4. bears the seal / stamp of
est revfitu du sceau / timbre de
Y est” revestido del sello / timbre de

Certified

! ! Attest™ / Certificado
5.at 6. the

Aen Cork le/eldfa 24/11/2017
7.b . .

oar / por Department of Foreign Affairs and Trade
8. No

sSous no

9523922017
bajo el ndmero

10. Signature: # A >
Signature:
Fima:

lertifles the authenticity of the signature and the capacity of the person who has signed the public -
Jliere appropriate, the identity of the seal or stamp which the public document bears. This Apostille
Nee content of the document for which it was issued. To verify the Issuarwe of this Apostille, see I
fication8.dtat.ie
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INSTRUCTIONS FOR USE
Nephrostomy Catheters

INTENDED USE

Used to conduct drainage in order to alleviate vesical obstruction, as well as in the range of
procedures on the upper urinary tracts, including dilation of the strictures, removal of stones,
or stenting of the ureter (Reference Intended useAndications for use in instructions for

specific intended uses).

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

DEVICE DESCRIPTION

Table of conversions

Parameter !Conversion

- }l 0/. 4yt , ey my ]

1Fr 1/3 mm 6/7GlentwerthStjJmenck.

1Inch 25.4 mm

Cook-Cope Loop Nephrostomy Catheter (OSSIOS: 085110: 085112: 085114: 085110-S8")
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Parameters of stiffening cannula and stvlet:

Lengths: A- 6-7 mm; B- 3mm (1 mm); C 2 mm (£0,5 mm).

Product
Catalogue
Number

Tolerance
085108

085110,
085112,
085114
085112-S4

Stylet

Length  Diameter
cm inch/mm

10% 10%

37 0.040/

1.016

37 0.040/

1.016

575 0.040/

1.016

Parameter of stvlet knob:
Length: A- 0.500 inch/12.7mm (x0.010 inch/ 0.254 mm); B - 0.250 inch/6.35 mm (x£0.010
inch/ 0.254 mm);
Diameter: C- 0.368 inch /9.3472mm (£0.005 inch/ 0.127 mm); D - 0.040 inch/1.016 mm
(£0.005 inch/ 0.127 mm).

>2222221.
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Cannula 1
Length, Diameter
cm outer,
inch/mm
10% 10%
35.5 0.0495-
0.0505/1.257
-1.282
46 n/a
56 n/a

Carmula 2
Length, Diameter outer,
mm inch/mm
10% 10%
6.5 0.0645 -
0.0653/1.638-
1.658
6.5 0.0715-
0.0725/1.816-
1.842
6.5 0.0715-
0.0725/1.816-
1.842



Parameters of needle hub:

Length: /1 -0.672 inch/17.0688 mm (x0.005 inch/ 0.127 mm); B-0.150 inch/3.81 mm
(x0.010 inch/ 0.254 mm);

Diameter: C-0.297 inch/ 7.5438 mm (£0.003 inch/0.0762mm); D - 0.0505 inch/1.2827 mm
(x0.005 inch/ 0.127 mm).

A Cook-Cope Loop Nephrostomy Catheter includes a catheter, stiffening cannula and stylet.
The Cook-Cope Loop Nephrostomy Catheter is manufactured in 8.2Fr/2.73mm,
10.0Fr/3.3mm, 12.0Fr/4mm and 14.0Fr/4.67mm and in a length of 19.5, 30 and 40
centimeters. The catheter is designed with a loop configuration at the distal tip. The distal
portion of the loop is characterized by four side ports beginning 7 or 10 millimeters from the
tip. A female Luer-lock adapter and connector cap are attached to the proximal end of the
Cook-Cope loop catheter. An access hole is placed at the proximal end of the catheter shaft 2
centimeters from the connector cap for thread access for forming the distal curve. The
stainless steel stiffening cannula is manufactured in an 18G/1.25mm size and a length of 35,
45.5 and 55.5 centimeters with a 0.040 inch/1.016mm stylet with a length of 37 cm for
085108, 085110, 085112, 085114, 085110-S8. The catheter introduction stiffening cannula is
inserted into the catheter during introduction for assistance in catheter placement.

Product Catheter
Catalogue Diameter Length Remarks
Number Fr/imm cm
Tolerance 10% 10% -
085108 8.2/2.73 195 Set consists of loop catheter and stiffening
carmula.
085110 10.0/3.33 195 Set consists of loop catheter and stiffening
cannula.
085110-S8 10.0/3.33 195 catheter only
Set consists of loop catheter and stiffening
085112 12.0/4 195 cannula,
085114 14.0/4.67 195 Set consists of loop catheter and stiffening
cannula.
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Parameters of LA for: Cook-Cope Loop Nephrostormy Catheter (085108, 085110, 085110

Diameter: D - 0.210 inch/5.334mm (+0.002 inch/0.051mm); E- 0.344 inch/ 8.738mm
(x0.002 inch/0.051mm);

Length: F- 0.172 inch/ 4.369mm (+0.002 inch/0.051mm); G- 0.281 inch/7.137mm (+0.002

inch/0.051mm); H - 0.312 inch/7.925mm (£0.002 inch/0.051mm).

Product
Catalogue
Number

085108
085110

085110-S8

p

r9 SuLLLLInZZZZ.

“A”

0.090 inch/2.286mm
+0.002 inch/0.051mm

0.090 inch/2.286mm
+0.002 inch/0.051mm

0.090 inch/2.286mm
+0.002 inch/0.051mm

Strength characteristics of the catheter:

“B”

0,775 inch/19.685mm
+0.002 inch/0.051mm
0,775 inch/19.685mm
+0.002 inch/0.051mm

0,775 inch/19.685mm
+0.002 inch/0.051mm

Bond strength of components - not less than 15 N;
Tensile strength - not less than 8.1 MPa;
Relative elongation at break point - not less than 150%c;
The maximum burst pressure - 81 atm. (1200 psi).

Strength characteristics of the stylet:

Bond strength of components - not less than I0ON;

Strength characteristics of the cannula:

Bond strength of components - not less than I0ON;
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“C”

0,062 inch/1.575mm
+0.002 inch/0.051mm
0,062 inch/1.575mm
+0.002 inch/0.051mm

0,062 inch/1.575mm
+0.002 inch/0.051mm



MATERIALS

Cook-Cope Loop Nephrostomy Catheter (085108: 085110; 085112: 085114; 085110-S8)

Device . .
Material Name Patient Contacting
Component
Only for 085108
Catheter Polyurethane radiopaque White #20123 Direct

Colorant: Bismuth oxychloride

Suture Holder;
Latex MS#147

Tether Spool: Silicone # Q7-4765

Adapter:
Polyamide-6
All except 085108

Catheter Polyurethane radiopaque Blue #20393 Direct

Colorants:

Bismuth oxychloride,

Titanium Dioxide,

Cl Pigment Blue 29,

Cl Pigment Blue 15,

Calcium Carbonate,

Carbon Black

Suture Holder:
Latex Natural Tubing #P0350

Tether Spool: Silicone # Q7-4765

Adapter:
Polyamide-6

Cannula Cannula: Direct
Stainless steel AISI 304

Cannula hub:
Polypropylene #3 9003-07-0

Stylet Cannula: Direct
Stainless steel AISI 304

Caimula hub:
Polypropylene #3 9003-07-0

INTENDED USEANDICATION FOR USE:
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Manufacturer’s warranty extends to the quality of products.

PACKAGING PARAMETERES

Order number Height, cm Width, cm Weight, g
Tolerance +10% +10% +10%
085108. 63,2. 15,2 59.
085110. 63,1. 15,2 60,8.
085110-S8 58,4. 15,3 47.
085112. 61,5. 15,2 60,8.
085114. 63,3. 15,2 62,8.

PACKAGING AND LABELLING

Nephrostomy Catheters 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 name and manufacturing address;
- address of the EU representative;

- marking “For specialists only”;

- medical device name;

- part number;

- serial number (LOT);

- parameters and general device drawing;

- symbol about CE certification;

- symbol on sterilization;

- symbol on reusability;

- manufacturing date;

- symbol for keep away from sunlight;

- symbol for keep dry;

- bar-code;

- shelf life;

- symbol for “Consult Instruction for Use”

- symbol for caution “Attention, see Instructions for Use”
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Jook-Cope
Loop
Nephrostomy  c™mfcceirucp
Catheter
(085108) settle»
iMIMIB
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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 the guidance documents by World Health
Organization guidance document.

For US coimtries - in accordance with the US Department of Labor of Occupational Safety
and Health Administration (OSHA)

For Russian Federation - in accordance with national requirements. Risk class of the medical
waste: class B.

Regulatory Affairs Specialist Date

COOK fi'"EDH"AL EUROPE L!"D.

N« od"f:7 7arx
.
Con'pN'3ny ;Ascys'7'a7cn H™, -8 'd 1"l
Va 5 Registraiic'n 0776234K
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Ha 6naHke COOK MEDICAL MepeBo/, C aHI/IMIACKOIO si3blKa Ha PYCCKUI A3bIK

LTamn: COOK MEDICAL EUROPE LTD. \ KYK MEAVKAJT FOPOIN NTA.
O’XannopaH Poyg,

HawHn TekHonogpku Mapk

Jinmepuk, VpnaHansa

PerncrpayuvoHHbIin HOMep KomnaHwun: 492272

PernctpaumoHHblii Homep HAC: 9776234K

MHCTPYKUMNA no NMPUMEHEHUIO

KaTeTepbl HethpocTOMUYECKME

HASHAYEHWE

MpUMEHAOTCA /19 OCYLLECTB/IEHUA JpeHaXka C Lenbilo  06/1ervyeHnst  cynpaBe3nKasibHO
06CTPYKLMM, a TaKXKe B LIE/IOM psiie NpoLeayp Ha BEPXHUX MOYEBbIX MyTSIX, BKAOYas gunatauuto
CTPUKTYP, YAanieHWe KaMHeil, WM CTEeHTMpOBaHME Mo4YeTOUYHMKa (06paTuUTecb K LienieBoMYy
Ha3HAUYEHNI0 B UHCTPYKLUUW ANS1 YTOUHEHMS).

MNPEAYMPEXAEHWE: ®depepanbHoe 3akoHogaTesibecTBO CLUA paspewsaeT npogaxy 3Tou
NPOAYKUMM TOMIbKO MEAULMHCKUM paboTHMKaM WM no Mx 3akasy (UWim no 3akasy
NPaKTUKYHOLMX Bpayeil C COOTBETCTBYIOLLEN NINLEH3NEN).

OMNMMCAHVE U3OENNA

EfnHuLbI MpeobpasoBaHue
IFr 1/3 mm
1 aronm 25,4 Mm

Moanucs/

LLTamn: Havinn Lvn.
My6AnYHbIN HOTapuyc.

6/7 I'nentBopc CT., JIuMepuk.
MNeyaTb C OTTUCKOM
22-11-2017
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Katetep Cook-Cope Loop Nephrostomy Catheter (085108: 085110: 085112:

085114: 085110-S81

I'Iapameprl KaHlnm n crTuneTa:

OvHbl: A - 6-7 v (21 Mm); B- 3 uwm (21 mm); C 2 mm (20,5 Mm).

BTynka ctuneta

KaTtasioxH Crunet
bIAHOMED  noia  fnavierp,

cM ArorM/MM
I'IorpbeLHee 1% 10
085108 37 0.040/

1.016

085110, 37 0.040/
085112, 1016
085114

MapameTpbl BTYNKA CTWeTa:

OvHbl: A - 0,500 groivia/12,7mm (£0,010 aroiva/ 0,254 mv); B - 0.250 groima/6.35 mm (0,010

aroima/ 0,254 mm);

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

KaHtona 1
OnvHa BHeLuHWin
cMm anamveTp,
AroM/MM
10% 10%
35.5 0.0495-
0.0505/1.257
-1.282
46 n/a

OnvHa

MM

126
6.5

6.5

Kantong 2

BHeLuHWiA
avanvetp
AOAM/MM

1%

0.0645 -
0.0653/1.638-
1.658
0.0715-
0.0725/1.816-
1.842



OnameTpbl: C - 0,368 grolima /9,3472mm (+0,005 groiimal 0,127 mm); D - 0.040 atorima/1.016 mm
(20,005 groinmal 0,127 mm).

MapaMeTpbl BTYAKU KaHONN:

OnunHbl: A - 0,672 aroiima/l7,0688 mm (0,005 aroiimal/ 0,127 mm); B - 0.150 atoinmal/3.81
MM (£0,010 groiimal 0,254 Mm);

Onamvetpbl: C - 0,297 pgroimal 7,5438 mwm (+0,003 paronima/0,0762mm); D - 0.0505
Aatonmall.2827 mm (+0,005 atorimal/ 0,127 mm).

KateTtep Cook-Cope Loop Nephrostomy Catheter BktouaeT KaTeTep, KaHIOMO U CTUMET.

KateTep BbinonHeH agnametpamu 8.2Pr/2.73mm, 10.0Fr/3.33mMm, 12.0Pr/4Amm n 14.0Pr/4.67mMm wn
anvHamn 195, 30 n 40 cm. KaTteTep MMeeT KOJIbLEBYIHO KOH(PUIypauuio Ha AUCTalbHOM KOHLE.
[OnctanbHaa yacTb KOMbLa XapaKTepusyeTcs YeTbipbMs 60KOBbIMU MopTamu, HaunHaa ¢ 7 wam 10
MM OT KOHUa KaTteTepa. AfanTtep J1103p-J10K KPennTCcA K NPOKCUMasibHOMY KOHLUY KateTepa COOK-
Cope. OtBepcTre gna [octyna pasmeliaeTcd B 2-X CM OT MPOKCUMa/IbHOTO KOHLiA CTepPXXHSA
KaTeTepa. Y[epXuvBawllasd HUTb KaTeTepa PacnofiodkeHa Ha MPOKCUMaNibHOM KOHLE CTep>KHSA
KaTeTepa.

KaHtonsa BbinosiHeHa guvametpom 18 0/1.25mMm u gnumHon 35, 45.5, n 55.5 cm. KaHwona mnmeet
BHYTPEHHWIA CTUET, BbINONHeH annHamn 37 (ona 085108, 085110, 085112, 085114, 085110-S8) n
anameTtpom 0.040 proinmal/l.016mm. KaHions BCTaBNSeTCA BHYTPb KaTeTepa A1 YNPOLLEHUS
YCTaHOBKW KaTeTepa.

Katetep
KatanoxHbii  [vavetp  [vHa MpriveyaHms
HoMep Pr/vm cMm
MNorpewHocTb 10% 10% -
085108 8.2/2.73 195 B KomnnekTe c karerepom Cook-Cope Loop
MOCTaB/IAETCA KaHIO/A.
085110 10.0/3.33 195 B komnnekTe ¢ katetepom Cook-Cope Loop

MOCTaB/IAETCH KaHHO/IA.
085110-S8 10.0/3.33 195 Tonbko Katetep Cook-Cope Loop
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Kartetep

KaTanoxHsblii Odvavetrp  [OnnHa MNprmeyaHns
Homep Fr/vm c™m
085112 12.0/4.0 195 B komnnekte ¢ karetepom Cook-Cope Loop

NnocTaBAeTCA KaHtnA.

B komnnekrte ¢ katetepom Cook-Cope Loop
MOCTaB/IAETCA KaHIONA.

085114 14.0/4.67 195

MapameTpbl aganTepa Jlwoap-lok FLLA ana: KaTeTepa Cook-Cope Loop Nephrostomy
Catheter (085108, 085110, 085110-S8)

Onamvetpbl: D - 0,210 pgroiimals,334mm  (£0.002 groiimaY0,051mm); E - 0,344 proinmal
8,738mm (+0.002 gronma/0,051mm);

OnvHbl: F - 0,172 aroiima/ 4,369mm (£0.002 aroiima/0,051mm); G - 0,281atoiimal/7,137mMm
(x0.002 agroiimal/0,051mm); H - 0,312 arorimal/7,925mm (£0.002 aroiimal/0,051mm).

Karanombl - “A” “B” “C”
i HOMep
0.090 gronma/2,286mm 0,775 atoiimal/19,685mm 0,062 atoiimal/l,575mm
085108 +0,002 aroinmal0,051mm  +£0,002 atoiima/0,051mm 0,002 aroma/0,051mm
0.090 groiima/2,286mm 0,775 grolima/19,685mm 0,062 aroimal/l,575mMM
085110 +0,002 aroinmal0,051mm 0,002 gtoima/0,051mm  +0,002 aroma/0,051mm
0.090 groiima/2,286mm 0,775 aoiima/19,685mm 0,062 groiimal/l,575mMm
085110-S8 +0,002 gtoitmal/0,051mMm  +0,002 groiima/0,051mm  +0,002 atoima/0,051Mm

MPOYHOCTHbIE XapaKTEPUCTUKN KaTeTepa:

MPOYHOCTb COeAMHEHMS COCTaBHbIX YacTeil - He MeHee 15 H;
YcnoBHasa NPOYHOCTL NPU pacTaXeHnn - He MeHee 8,1 MMMa;
OTHOCUTeNbHOE YA/IMHEHWE NpUY paspbiBe - He MeHee 150%0;

MakcumanbHoe faBneHue paspbisa - 81 atm. (1200 psi).

IMpOYHOCTHbIE XapaKTePUCTUKN CTUMeTa:
MPOYHOCTb COEANHEHUSA COCTaBHbIX YacTel - He meHee 10 H.

MPOYHOCTHbIE XapaKTEPUCTUKN KaHIONN:
MPOYHOCTb COEANHEHNSA COCTaBHbIX YacTer - He meHee 10 H.
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YM0OMHOMOYEHHbIM NPeACcTaBUTENEM MNPOM3BOAMTENS Ha TeppuTopun Poccuinickoin deaepaumn
ABNAeTCA 3aKpbIToe akunoHepHoe 06LwecTBo «LLIAT» (3AO «LLUAT »)

Poccusa, 119002, r. MockBa, KapmaHuukuia nep. 4.9.o¢puc 501a.

Ten. (495) 956-13-09;

thakc (495) 956-1310,

e-mail: info@schag.ru

CapaHTUKM NPOM3BOANTENS B 06513aTe/IbHOM MOPSIAKE PACNpPOCTPAHATCA Ha KauecTBO U3LeNWNiA.
NMAPAMETPbI YTTAKOBKW

KaTtanoxHblii Homep BbicoTa, cm LLnpuHa, cm Macca, r
MorpeLwuHoOCTb +10% +10% +10%
085108. 63,2. 15,2 59.
085110. 63,1. 15,2 60,8.
085110-S8 58,4. 15,3 47,
085112. 61,5. 15,2 60,8.
085114. 63,3. 15,2 62,8.
MAPKVPOBKA

KaTteTepbl He(hpoCTOMMYECKME MOCTABAAKTCA B 3aKPbITbIX WHAVMBUAYa/IbHbIX YMakKoBKax, Ha
KOTOPbIX He AO0/DKHO ObITb NMPU3HAKOB MOBPeXAeHUs. Mpu 06Hapy>XeHUU paspbIiBOB WAN APYTNX
[eheKTOB UCMNO/Ib30BaHWe YCTPOMCTBA He JOMNyCKaeTCs.

OTUKETKM YCTPOMCTB MOKa3bIBalOT C/efyHoLine nx napameTpbl:

-HaMeHOBaHWe KOMMNaHUN-U3roToBUTENA U afpec NPON3BOACTBA,;

-afipec npeacrasuTtena EC;

-MapKMpoBKa «TONbKO 415 CreLMaiucToB;

-HaMeHOBaHWe MeAULMHCKOro YCTPOMCTBA;

-HOMep napTuu;

-cepuiiHblii Homep (LOT);

-napamMeTpbl U Cxema yCTPOICTBa,;

-3HaK cepTudmkauymmn CE;

-CUMBOJ1 CTEPUSIBHOCTU;

-CMBO/1 BO3MOXXHOCTM NOBTOPHOIO MCMOJ/Ib30BaHWS;

-flaTa U3roToB/IEHUS;

-CMMBOJ1 «HEe MojBsepraTb BO3AENCTBUIO CO/THEYHOTO CBETA»;

-CUMBO/T «XPaHUTb B CYXOM MeCTe»;

-LUTPUX-KOA,;

-CPOK XpaHeHus;

-cMMBO «O6paTUTECH K MHCTPYKLUUAM MO UCMONb30BaHUIOY.
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Mocne 3aBepLUeHNsI NpoLeaypbl YCTPOCTBA A0/MKHbI YTUIM3MPOBATLCA COTacHO
WNHCTUTYLMOHA/IbHLIM PYKOBOACTBAM A/151 6MO0/T0MMYECKNX MEANLMHCKMX 0TXO0/0B.

[ns ctpaH EC - B COOTBETCTBUW C PYKOBOAALLMMU JOKYMeHTaMu BcemmnpHoi OpraHusaimm
34paBooxpaHeHus.

Ana US ctpaH - B cooTBeTcTBUM ¢ MuHucTepcTBoM Tpyaa CLUA o besonacHocTn U IT'urueHe
Tpypa (OSHA)

[nsa Poccuiickon degepaunm - B COOTBETCTBUM C HaUMOHa/IbHbIMKW TpeboBaHuaMK. Knacc
0NacHOCTUN MeAULMHCKNX 0TX0A0B: Kracca b.

/Mopgnuce/ KOnua MNopzoposa 20 Hos16pst 2017
Cneupan1cT Mo Borpocam pery/ivposaHus [Jarta
LLramn: COOK MEDICAL EUROPE LTD. \ KYK MEAVWKAN HOPOM ATA,

O’XannopaH Poyg,

HawHn TekHonomxku Mapk

Jumepuk, NpnaHgnsa

PernctpaumoHHbIA HOMep KoMnaHun: 492272
PeructpaymoHHblii Homep HAC: 9776234K
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MepeBoA>AaTWNO TeKCTa CAefaH MHOW, NepeBojuYnMKoM KnenHeBbiM BUKTOpoM Nropesuyem.

Poccuitckas Pegepauuns

Mopog Mockea
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MaToro geblpsiade 14 ¢ 44y cmingnematongg,

A, WuHavHa Hatanua MeTtpoBHa, HoTapuyc ropoga MockBbl,
CBUAETENbCTBYI0 BEPHOCTb KOMWW C MPeACTaB/IEHHOT0 MHE

[OKyMeHTa. A I N L NoCl
3apeructpupoBaHo B peectpe: No AR
3bICKAHO roCyApPCTBEHHOI NOLMHBI (M0 Tapudy); A

060X/EH OT Nnathbl 3a OkasaHue YCnyr npasoBoro
HWYECKOro xapakTepa.
H.M. WuHanHa

BCero npowHypoBaHo, NPOHYTOBAHO
W CKPEenseHo NeHatbio O. 1 & ucros
HoTapuyc-'
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)
1. Country:

Pays/Pais: IRELAND

This public document
Le pr6sent actc public / El presente documento pdblico

2. has been signed by

a  signé par Niall Sheehy
ha sido fiimado por

3. acting in the capacity of

agissant en qualité de Notary Public
quien actua en calidad de
4. bears the seal / stamp of
est rev6tu du sceau / timbre de
y estS revestido del sello / timbre de

Certified
Attest™ / Certificado

5. at 6.the

h/en Cork le/ el dia 24/11/2017
7.by . .

par/ por Department of Foreign Affairs and Trade
8.No

s0us N0 1434742017

bajo el numero
9.8eal Nep: 10. Signature: .1 ).

Signature: /L4, Auy., LtU U -# "

sm t Firma: A
This In~ertifie s the authenticity of the signature and the capacity of the person who has signed the public
docurnej® appropriate, the identity of the seal or stamp which the public document bears. This Apostille

doesn o ” 'pll e content of the document tor which it was issued. To verify the Issuance'of this Apostille, see
www.au(Wnications.dfat.ie
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COOK WWIEDCAL EUROPE LTD.
0 'Ha*?orab Road,
'secis, ,oior;y Pr.rk
L OOK Lptoares, froressd
Company Rsgjsti‘a;io;i Uo. *Pjz2i2
R VAT FS.sgistraUcn No. 0776234K

INSTRUCTIONS FOR USE

Nephrostomy Catheters

INTENDED USE

Used to conduct drainage in order to alleviate vesical obstruction, as well as in the range of
procedures on the upper urinary tracts, including dilation of the strictures, removal of stones,
or stenting of the ureter (Reference Intended useAndications for use in instructions for
specific intended uses).

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

DEVICE DESCRIPTION

Table of conversions

"Parameter A-Conversion
1Fr 1/3 mm

11Inch 25.4 mm

Malecot Catheter M082408: 0082410: 082414: 082416: 082418; 082422; 082424)
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The malecot catheter is manufactured in 8.3Fr/2.77mm, 10.0Fr/3.3mm, 14.0Fr/4.67mm,
16.0Fr/5.33mm, 22.0Fr/7.33mm, and 24.0Fr/8mm and in lengths of 30 centimeters. A Luer
lock adapter is attached to the proximal end of the catheter. The distal tip of the catheter is
tapered 6 to 8 millimeters just proximal to the malecot. The malecot is formed by four slits in
the catheter shaft placed 90° apart that facilitate drainage when the malecot is shaped.

Catheter
Product Catalogue Diameter Length Remarks
Number
Fr/mm cm

Tolerance 10% 10% :
082408 8.3/2.77 30 Malecot catheter only
082410 10.0/3.33 30 Malecot catheter only
082414 14.0/4.67 30 Malecot catheter only
082416 16.0/5.33 30 Malecot catheter only
082422 22.0/7/33 30 Malecot catheter only
082424 24.0/8 30 Malecot catheter only

FreneiasAFELAY: Mt Gifeier (B8, GR40)

Diameters: D - 0.210 inch/5.334mm (+0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm
(x0.002 inch/0.051mm);

Length: F- 0.172 inch/ 4.369mm (+0.002 inch/0.051mm); G - 0.281inch/7.137mm (+0.002
inch/0.051mm); H - 0.312 inch/7.925mm (x0.002 inch/0.051mm).

Product “A” “B” “C”

Catalogue

Number

082408 0.090 inch/2.286mm 0.775 inch/19.685mm 0.062 inch/1.575mm
+0.002 inch/0.051mm +0.002 inch/0.051mm +0.002 inch/0.051mm

082410 0.090 inch/2.286mm 0.775 inch/19.685mm 0.062 inch/1.575mm

+0.002 inch/0.051mm
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Ranaias dFE LA Mt Gt (40);

Diameter: F - 0.257 inch/6.528 mm (£0.005 inch/0.127mm); G - 0.313 inch/7.950 mm
(x0.005 ineh/0.127mm);

Length: H - 0.187 ineh/4.749 mm (£0.005 inch/0.127mm); K- 0.457 inch/11.608 mm
(x0.005 inch/0.127mm); L - 0.960 inch/24.384 mm (£0.010 inch/0.254mm).

Product “A” “B” “c” “D “E”

Catalogue

Number
0.125inch/3.175m  0.446 0.096 5) 0.490inch/12.446

082410 m _ inch/ll_.328mm inch/2.438mm mm
+0.002inch/0.051  £0.005inch/0.127  £0.005inch/0.127 +0.005inch/0.127
mm mm mm mm

RrangiasdHLAT-Miaxt Gt (816 (BY2

Diameters: B - 0.339 inch/8.611 mm (x0.005inch/0.127mm); C - 0.300 inch/7.62 mm
(x0.005inch/0.127mm); D - 0.312 inch/7.925 mm (+0.005inch/0.127mm); E - 0.402
inch/10.211 mm (£0.005inch/0.127mm); F - 0.550 inch/ 13.97 mm (0.015 inch/0.375 mm);
Length: G - 1.010 inch/25.654 mm (x0.010 inch/0.254mm); H - 0.300 inch/7.62 mm
(x0.005inch/0.127mm); K - 0.304 inch/7.722 mm (+0.005inch/0.127mm); L - 0.406
inch/10.312 mm (£0.005inch/0.127mm); M - 0.375 inch/9.525 mm (£0.005inch/0.127mm);
N - 0.125 inch/3.175 mm (x£0.005inch/0.127mm).
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Product “A”

Catalogue

Number

082416 0.150 inch/3.81 mm (£0.005inch/0.127mm)
082422 0.250 inch/6.35 mm (£0.005inch/0.127mm)
082424 0.250 inch/6.35 mm (£0.005inch/0.127mm)

Strength characteristics of the catheter:

Bond strength of components - not less than 15 N;
Tensile strength - not less than 8.1 MPa;

Relative elongation at break point - not less than 150%;
The maximum burst pressure - 81 atm. (1200 psi).

Percutaneous Nephrostomy Malecot Catheter (082004)
£

v h
LLL]

The malecot catheter is manufactured in 14.0Fr/4.67mm French sizes and in lengths
of 25 centimeters. The distal tip of the catheter is tapered 8 millimeters just proximal
to the malecot. The malecot is formed by four slits in the catheter shaft placed 90°
apart that facilitate drainage when the malecot is shaped

Product Catalogue Catheter

Number Diameter  Length Remarks
Fr/mm cm

Tolerance 10% 10% -

082004 14.0/4.67 25 Just Malecot

RranatasdHL AR taren s Ndhatony Milead Grear (GBEI3):
Diameter: F- 0.257 inch/6.528 mm (£0.005 inch/0.127mm); G—0.313(inch/7.950 mm
(x0.005 inch/0.127mm);

Length: H- 0.187 inch/4.749 mm (£0.005 inch/0.127mm); K- 0.457 inch/11.608 mm
(£0.005 inch/0.127mm); L - 0.960 inch/24.384 mm (£0.010 inch/0.254mm).
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Order “A” “B” “Cc” “D “E~”
number
0.125inch/3.175m  0.446inch/l1 1.328  0.096inch/2.438m 5) 0.490inch/12.446

082004 m mm m mm
+0.002inch/0.051  #0.005inch/0.127  +0.005inch/0.127 +0.005inch/0.127
mm mm mm mm

Strength characteristics of the catheter:

Bond strength of components - not less than 15 N;
Tensile strength - not less than 8.1 MPa;

Relative elongation at break point - not less than 150%;
The maximum burst pressure - 81 atm. (1200 psi).

MATERIALS
Malecot Catheter (082408; 0082410; 082414, 082416; 082422, 082424)

Device . Patient Contacting
Material Name
Component

Only for 082408; 0082410

Catheter Catheter tubing: Direct
Polyurethane Radiopaque White #20023
Colorants:
Bismuth oxychloride,

Adapter:
Polyamide-6
Only for 082414; 082416; 082422; 082424
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Only for 082408; 0082410
Catheter Catheter tubing: Direct
Polyurethane Radiopaque White #20023
Colorants;
Bismuth oxychloride,

Adapter:
Polyamide-6
Catheter Catheter tubing: Direct
Polyurethane Radiopaque #20393
Blue colorant #20393
Colorants:
Titanium dioxide,
Bismuth oxychloride
Cl Pigment Blue 29,
Cl Pigment Blue 15,
Calcium carbonate
Carbon black

Adapter:
Polyamide-6

Percutaneous Nephrostomy Malecot Catheter (082004)

Device ) Patient Contacting
Material Name

Component

Catheter Ethylene-Vinyl Acetate #30213 Direct

Colorants:

Bismuth oxychloride.
Cl Pigment Blue 15,
Zinc Stearate,
Titanium Dioxide,

Cl Pigment Green 7

Adapter:
Polyamide-6

INTENDED USEANDICATION FOR USE:

Malecot Catheter M082408: 0082410: 082414: 082416: 082422: 082424) -used for
percutaneous placement of a Malecot catheter in the renal pelvis. Intended for one-time use.
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I - symbol for “temperature limitation™

I - symbol for "Keep dry”

PERFORMANCE CHARACTEIUSTICS

Products mentioned in this Technical data summary are stable under vibration loads in the
range 10-55 Hz, amplitude displacement of 0.15 mm.

Products mentioned in this Technical data summary, 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.

Products mentioned in this Technical data summary are stable at temperatures in the range of
+32to+42°C.

Products mentioned in this Technical data summary, in packaging are stable at a
transportation and storage temperature in the in the range of -50 to + 50 ° C.

Products mentioned in this Technical data summary are stable under sudden changes in

temperature.

Products mentioned in this Technical data summary are supplied in sterile packages, do not
attempt to clean, disinfect or re-sterilize.

WAMtANTY
Manufacturer Cook Medical Europe Ltd., O’Halloran Road, National Technology Park,
Limerick, Ireland. Phone: +353 61 334440, fax: +353 61 334441.

Authorized representative on the territory of the Russian Federation —Company “SCHAG”
(ZAO “SCHAG”). Russia, 119002, Moscow, Karmanitzki per. 9. Office 501A

Tel. (495) 956-13-09;
Fax (495) 956-1310,
e-mail: info@schag.ru

Manufacturer’s warranty extends to the quality of products.

PACKAGING PARAMETERES

Order number Height, cm Width, cm Weight, g
Tolerance +10% +10% +10%
080206. 42,8 15,2 37,2
080208. 58 15,2 44,4
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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 comtries -in accordance with the guidance documents by World Health
Organization guidance document.

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. Risk class of the medical
waste: class B.

di

Regulatory Affairs Specialist Date

IMIEDICAL. EUROPE 1JD.
Road,
«'iatioosi oy'if--.; Park
h'e;jod.
borrpany Uag:siy'0":ivn f&s 492272
VAf Registration Na. 977S5234K
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Ha 6naHke COOK MEDICAL MepeBop, C aHIIMINCKOTO A3blka Ha PYCCKUIA A3bIK

LLTamn: COOK MEDICAL EUROPE LTD. \ KYK MEAVNKAJT FOPOI NTA,

O’XannopaH Poyg,

HawHn TekHonomku Mapk

Numepuk, NpnaHans

PermcTpaumoHHbIin HOMep KoMnaHun: 492272
PernctpaunoHHbIi Homep HAC: 9776234K

MHCTPYKUNA no MPUMEHEHWIO

KaTeTepbl HethpocTOMUYECKIME
HA3HAUEHWE

MpUMeHSOTCS [N OCYLUECTBNEHMSt [peHaXka C LeNblo  06/eryeHns  CynpaBe3uKaibHOl
06CTPYKLMU, a TAKXKE B LIENIOM psife NPoLEeAyp Ha BEPXHMX MOYEBbIX NyTsX, BKHOYAs AunaTaLumio

CTPUKTYP, YAaleHUe KaMHel, WM CTEHTMPOBaHWE MOYETOYHMKA (06paTUTECh K LIeNeBOMY
Ha3HAYEHWIO B MHCTPYKLMW 4151 YTOUHEHUS).

MNPEAYMNPEXAEHWME: degepanbHoe 3akoHoaaTeNnbcTBO CLUA paspeluaeT npogaxy aTon
NPOAYKLUNN TOIbKO MeAULMHCKMM paboTHUKaM WUu no ux 3akasy (Mnm no 3akasy
NPaKTUKYOLLMX BpaYei ¢ COOTBETCTBYHOLLEN STIULEH3NEN).

Moanuce/

LLTamn: Hann LWvn.
My6nMYHbIA HOTapUyC.

6/7 Enentsopc Cr., JluMepuk.
MeyaTb C OTTUCKOM
22-11-2017

OMNMMCAHVE U3OENNA

EanHuMLbI Mpeobpa3oBaHue
IFr 1/ 3 mm
1 atoim 25,4 Mm
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KateTtep Malecot Catheter (082408: 0082410: 082414: 082416: 082422: m

Katetep Malecot Catheter BoinonHeH auametrpamu 8.3Fr/2.77mm, 10.0F1/3.33mM,  14.0F/4.67MM,
16.0Fr/5.33MM, 22.0Fr/7.33MM, 24.0Fr/8.0 mm 1 gnnHor 30 cm. AganTtep JTo3ap-J1oK Kpenutes K
NPOKCMMa/IbHOMY KOHLLY KaTteTepa. AMCTa/ibHbI KOHeL, KaTeTepa CKOLLEeH Ha 8 MM MPOKCUMa/IbHO
no oTHoweHunto K Malecot. KaTtetep Malecot 06pasyeTcs YeTblpbMs paspe3amm B CTEPXHE KaTeTepa
nog 3tiom 90° B pa3Hble CTOPOHbI, YTO 06nervyaeT ApeHax, korga Malecot npuHMMaeT CBOHO

hopmy.
o Karetep
KaTtanoxXHbIn
namer| nHa MprmeyaHus
HOMEp 'D'Fr/MMp 'DIT:M P
[NorpeLLHoCTb 10% 10% :
082408 8.3/2.77 30 Tonbko Katetep Malecot
082410 10.0/3.33 30 Tonbko KateTep Malecot
082414 14.0/4.67 30 Tonbko KateTep Malecot
082416 16.0/5.33 30 Tonbko KateTep Malecot
082422 22,0/7.33 30 Tonbko Katetep Malecot
082424 24.0/8.0 30 Tonbko Katetep Malecot

CGlre (848 (B0
Ovametpbl: D - 0,210 arorima/5,334mm (+£0.002 atoiima/0,051mm); E - 0,344 parovima/ 8,738Mm
(x0.002 groimal/0,051Mmm);
Omvubl: F—0,172 pgroinva/ 4,369mm (£0.002 groinmal/0,051mm); G - 0,281at01ima/7,137mm (£0.002
Atoinval/0,051mm); H - 0,312 groimal7,925mm (£0.002 groiima/0,051Mm).
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I

n3HO
bl
KaTtanoxHsbli “A” “Bg” win
HOMep
082408 0.090 atoinva/2,286mm 0,775 aroimal/19,685mm 0,062 froiimall,575mMm
+0,002 atolima/0,051mMm 0,002 aroiima/0,051mm  +0,002 aroiima/0,051vm
082410 0.090 atoiima/2,286mm 0,775 aroiima/19,685mm 0,062 atorima/l,575Mm

+0,002 atoiima/0,051mm 0,002 groiima/0,051mm  +0,002 aroiima/0,051Mm

Girear (B0

Ovametpsl: F- 0,257 groiima/6,528 mm (£0.005 arorima/0,127mm); G - 0,313 atoiimal/7,950 Mm
(x0.005 gtoimal/0,127mm);

Ommubl: H - 0,187 proival/4,749 mm (+0.005 pgroimal/0,127mm); K- 0,457 proiiva/11,608 Mm
(20.005 grorima/0,127mm); L - 0,960 arorima/24,384 mm (+0.010 atoiimal/0,254Mm).

Katano “A” “B” “C” “D” “E”

XHbI

HoMep

0.125at01imal3,175MMm 0.446pa101ima/11,328mMm  0.096at0iMmal2,438MMm 5° 0.490at01imall12,446Mm
+0.0024t0#Ma/0,051Mm  £0.0054t01Ma/0,127mMm  +0.005a10#ma/0,127MM +0.0054101imMa/0,127MMm

|gETEE Jiap/tk HLA mn Koema Mied Giear (B4 (B2

Onametpel: B - 0,339 pgroirima/8,611 mm (+0.005at01ima/0,127mm); C - 0,300 aroiimal/7,62 MM
(x0.005a4t01Mma/0,127mm); D - 0,312 pawonmal/7,925 mm  (£0.005at01Mma/0,127mm); E - 0,402
arorima/10,211 mm (x£0.005at01Mmal/0,127mm); F- 0,550 aroival/ 13,97 mm (0,015 arorima/0,375 Mm);

OmvHbl: G — 1,010 proival/25,654 mm (+0.010 aroirima/0,254mm); H —0,300 Aatoiival/7,62 MM
(x0.005at0iMma/0,127mm); K - 0,304 proimal7,722 mm  (£0.005at01ima/0,127vmm); L - 0,406

082410
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aroinma/10,312 mm (x£0.0054t01Mmal/0,127mm); M - 0,375 aroiima/9,525 mm (£0.005at01Mma/0,127vMm); N
- 0,125 proinma/3,175 mm(+0.0054t0iMmal/0,127Mm).

— n K_—

KatanoxkHblini ~ “A”

HOMep

082416 0.150 atoinma/3,81 mm (£0.005at01Mmal/0,127Mm)
082422 0.250 atorima/6,35 mm (£0.005at01Mma/0,127Mm)
082424 0.250 arorima/6,35 mm (£0.0054t01Mma/0,127Mm)

[MPOYHOCTHbIE XapaKTEPUCTUKM KaTeTepa:

MPOYHOCTb COEAMHEHMUA COCTaBHbIX YacTei - He MeHee 15 H;
YCcnoBHas NPOYHOCTL NPW pacTsXXeHun - He MeHee 8,1 MIa;
OTHOCUTENbHOE YA/IMHEHWE NPpKU paspbiBe - He MeHee 150%;

MakcumanbHoe faBneHne paspbiea- 81 atm. (1200 psi).

KateTtep Percutaneous Nephrostomy Malecot Catheter (082004)

Karetep Percutaneous Nephrostomy Malecot Catheter BbinonHeH auametpom 14Pr/4.67mMm ©
AnvHon 25 cm. ApanTep J103p-J10K KpenuTca K NPOKCMMalbHOMY KOHLY KaTeTepa. [AucTasbHblIN
KOHeL, KaTeTepa CKOLUEH Ha 8 MM MpPOKCUMManbHO Mo OTHOWeHuo K Malecot. Karetep Malecot
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obpasyeTca 4YeTbipbMsA paspe3aMn B CTepxHe Katetepa nof yriioMm 90° B pasHble CTOPOHbI, YTO
obnieryaet ApeHax, korga Malecot npyHUMaeT CBOKO (hopmy.

KatanioxHbIl KareTep

HOMep MpoAyKTa: [Jviavetp JvHa MprmeyaHua
Fr/Mm cM

[MorpeLuHocTb 10% 10% :

082004 14.0/4.67 25 Tonbko KateTep Malecot

(e (B2
Onametpbl: F- 0,257 atoima/6,528 mm (+0.005 groinmal/0,127mm); G - 0,313 groimal7,950 mm
(20.005 arorima/0,127MMm);

Omvebl: H - 0,187 groinval/4,749 mm (£0.005 arorima/0,127mm); K- 0,457 aroiima/11,608 mm
(x0.005 arorima/0,127mm); L - 0,960 groinmal/24,384 mm (£0.010 groinmal/0,254mm).

Katano “A” “B” “C” “D” “E”

XHbIN

HoMep

0.125at01Mma/3,175mMm 0.446p0%ma/11,328mm  0.096at01Mal/2,438MM 5°  0.490a0MMmall12,446Mm
+0.0024t01iMa/0,051mm  +£0.005a101iMa/0,127mm  +0.005410#Ma/0,127MMm +0.0054t01imMa/0,127MM

082004
IMPOYHOCTHbIE XapaKTEPUCTUKN KaTeTepa:
MPOYHOCTb COEUHEHNSA COCTaBHbIX YacTeil - He MeHee 15 H;
YCnoBHas NPOYHOCTL NPU PacTAXKEHUN - He MeHee 8,1 MIa;
OTHOCKUTENbHOE YAMHEHWE Npu pa3pbiBe - He MeHee 150%;
MakcumanbHoe fasneHune paspbisa - 81 atM. (1200 psi).

MATEPWAbI
Kartetep Malecot Catheter (082408; 0082410; 082414; 082416; 082422; 082424)
K H KOHTaKT € opraHvM3mMom
OMIMOHEHT a3BaHVie MaTepuana naLyenTa
Tonbko gna 082408; 0082410
KateTep Tpybka KateTepa: [MpsIMOIA KOHTaKT
MonnypeTaH PEHTrEHOKOHTPACTHbIN Genbil
No20023
COBOKYIMHOCTb KpacuTeseid:
BucmyT okevxnopug,

Ha BbIxofe LBeT - 6enblii.

ApanTep Karetepa:
Monvamng-6
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KOMMOHEHT HasBaHie MaTepuana KOHTaKT C OpraH13mMom
naLyieHTa

Tonbko gnsa 082408; 0082410
Kartetep Tpy6Ka KaTeTepa: [MpSIMOiA KOHTaKT
MonnypeTaH PEHTTEHOKOHTPACTHbIN Genblii
No20023
COBOKYMHOCTb KpacuTeseit:
BucmyT okevxiopug
Ha BbIxofe UBeT - Gefblid.

AganTtep KareTepa:
MNonvamma-6
Tonbko gna 082414; 082416, 082422; 08242™

Kartetep TpybKa KaTeTepa: [MpsMOIA KOHTaKT

MonnypeTaH PEHTIEHOKOHTPACTHBINA ro/y6oi

No20393

"ony6oii kpacuTenb Ne 20393

COBOKYMHOCTb KpacuTesei:

Jvokeng TutaHa.

BuicmyT okenxiopuz

CI MrmeHT rony6oi 29,

CI MurmeHT rony6oii 15,

Kap6oHaT Ka/bLps

UepHbliA KapboHaT

Ha BbIxoge UBeT - rony6oil.

AfanTep KareTepa:
MNonvamng-6

Karetep Percutaneous Nephrostomy Malecot Catheter (082004)
KOHTaKT C opraH1u3mMom
nawyieHTa
Kartetep STneHBUHWNaLETaT ronyooii Ne30213 [MpAMOI KOHTaKT
COBOKYIMHOCTb KpacuTeseit:
CI MurmeHT rony6oin 15,
[Jvokena TiTtaHa,
Cl MrMeHT 3eneHblit 7,
Ha BbIxofe UBeT - rony6oil.

KoMMNoHeHT HassaHve maTeprana

AanTtep Karetepa:
MNonvamng-6

LEJTEBOE HASHAYEHWE

Katetep Malecot Catheter (082408: 0082410: 082414; 082416 082422: 082424) - wcnosnb3yeTca
[N UPECKOXHOM YCTaHOBKM KaTeTepa Malecot B nouyeyHyto noxaHky. [MpefHasHayeH Ans
0AHOPA30BOro 1CMOJb30BaHNS.

KateTtep Percutaneous Nephrostomy Malecot Catheter (082004) - ncnonb3yeTca ANns YPecKoXHOM
YyCTaHOBKM KarteTepa Malecot B mnoyeuyHyro foxaHky. [lpefHasHayeH [N OAHOPA30BOroO
MCNONb30BaHWS.
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rapaHTuUliHble o6sa3aTenNbCcTBa

MpoussoguTenemM usgennii sensetcad KomnaHns «Kyk Megukan HOpon 1tg.» / Cook Medical
Europe Ltd., O’Halloran Road, National Technology Park, Limerick, Ireland / pnaHgus, phone:
+353 61 334440, fax: +353 61 334441.

YNONHOMOYEHHbIM MPeACcTaBUTENIEM NPOU3BOANTENS Ha TeppuTopun Poccuiickoii deaepaumm
ABnsieTcA 3aKpbIToe akuMoHepHoe o6wecTBo «LLIAT » (3AO «LLUATlM )

Poccus, 119002, r. Mocksa, KapmaHuukuii nep. a.9.o¢umc 501a.

Ten. (495) 956-13-009;

(hakc (495) 956-1310,

e-mail: info@schag.ru

apaHTUK NPOM3BOANUTENS B 06513aTe/IbHOM MOPSAKE PacnpOCTPaHATCS Ha KaUecTBO U3AE/NIA.

NMAPAMETPbI ¥YTTIAKOBKW

KaTanoxHblin Homep BbicoTa, cm LLinpunHa, cm Macca, 1
lNorpeLwwHocTb +10% +10% +10%
082004. 154. 43, 30,8.
082408. 153 53,3 35.
082410. 53,34. 15,24. 36,4.
082414. 15,4. 58,3. 41,
082416. 15,3 58,4. 48,
082422. 53,34. 15,24, 36,4.
082424. 58,4. 15,3 38.
MAPKMPOBKA

KateTepbl He(poCTOMMYECKME MNOCTaBMAKOTCA B 3aKPbITbIX WHAMBUAYa/IbHbIX YNakoBKax, Ha
KOTOPbIX He AO/MKHO ObITb MPU3HAKOB MoBpexaeHus. Mpyu 06Hapy>XeHWW paspbiBOB WK APYrux
[e(eKTOB MCMO/b30BaHKe YCTPOMCTBA He [0MYCKaeTCs.

ATUKETKMN YCTPOMCTB NOKa3bIBaOT CriefytoLue Ux napameTpsbi:

-HavMeHOBaHWe KOMMaHUN-U3roToBUTENA U afpec NPOV3BOACTBA;

-aapec npegcrtasutens EC;

-MapKMpoBKa «TO/bKO A/11 CNeunanncToB;

-HaMMeHOBaHWe MeAMLMHCKOro YCTPOCTBa,;

-HOMep napTuu;

-cepuiiHbliA Homep (LOT);

-rapameTpbl U CXeMa YCTPOWCTBa;

-3HaK ceptugukauum CE;

-CYIMBOJ1 CTEPU/ILHOCTH;

-CIMBOJ1 BO3MO>XHOCTW NMOBTOPHOI0 UCMO/Ib30BaHNS;

-[laTa NU3roToB/IEHUS;

-CMMBO/ «He NoABepraTb BO3LENCTBUIO COMTHEYHOIO CBETaY;

-CYMBOJ1 «XPaHUTb B CyXOM MECTe»,

-LUTPUX-KOL;

-CPOK XpaHeHus;

-CMMBON «OBPaTUTECH K MHCTPYKLUMAM MO UCMO/b30BAHNIO».
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MPABUNA YTUNTN3ALNI
Mocne 3aBepLUeHKst NPOLeyPbl YCTPOKCTBA A0/MKHbI YTUAN3NPOBATLCS COMMAacHO
WHCTUTYLMOHAbHBIM PYKOBOACTBAM A1 GMONOrMYECKUX MeAULMHCKMX OTXO/0B.

[nsa ctpaH EC - B COOTBETCTBMM C PYKOBOAALMMK JOKYMeHTamy BcemmpHoin OpraHmsauum
3paBooXpaHeHus.

Onsa US cTpaH - B cooTBeTcTBUN ¢ MuHUcTepcTBoM Tpyaa CLUA o BesonacHocTu u TurmneHe
Tpyaa (OSHA)

[ns Poccuiickoil deaepauym - B COOTBETCTBUM C HaLMOHaNbHbIMK Tpe6oBaHUAMM. Knace
OMacHOCTM MeAMLIMHCKMX OTXOA0B: Knacca b.

/Mognvck/ KOonua MNoazoposa 20 Hos16psa 2017
CneupanincT no Borpocam perynnposaHns Jarta
LTamn: COOK MEDICAL EUROPE LTD. \ KYK MEOVKAJI FOPOI NTA,

O’XannopaH Poyag,

HawHn TekHonomxun MNapk

Numepuk, NpnaHams

PermcTpaumoHHbIil HOMep KoMnaHun: 492272
PermctpaunoHHbIi Homep HAC: 9776234K
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Poccuiickaa depepauuns

Topog Mocksa
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APOSTILLE
:(Convention de La Haye du 5 octobre 1961)
1. Country: IRELAND

Pays/Pafs:

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

2. has been signed by

a 6t6 sign6 par Nla" Sheehy

ha sido. firmado por

3. acting in the capacity of

agissant en qualit6 de |\|0tary Public
quien actda en calidad de
4. bears the seal / stamp of
est rev6tu du sceaii / timbre de
y esti revestido del sello/ timbre de

Certified
Attest6 / Certificado

5.qt 6. the

9‘/en Cork le/ el dfa 24/11/2017
7.b . .

er / por Department of Foreign Affairs and Trade
8. No

SO N0 4717692017

bajo el ndmero

s due

Artilies the authenticity of Nee signature and the capacity of the person who has signed the public
e appropriate, the identity of the seel or stamp which the public document bears. This Apostille
3Te content of the document for which It was Issued. Toverify the Issuance of this Apostille, see Ii§
e.dfai.ie
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COOK MEDICKL EUROPE LTD.
O0'Ha":0Orwl. RoKd,
"Zatr*\502; 'iech” -oiosy Park
1.P'aerk;k, heajad.
Corrpany Regfsti'ation blo. 492272
MEDICAL VAT Regisiraiiorn No. 0776234K

INSTRUCTIONS FOR USE
Nephrostomy Catheters

INTENDED USE

Used to conduct drainage in order to alleviate vesical obstruction, as well 4s in the range of
procedures on the upper urinary tracts, including dilation of the strictures, removal of stones,
or stenting of the ureter (Reference Intended useAndicat”ons for use in instructions for
specific intended uses). |

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

DEVICE DESCRIPTION

Table of conversions M&(/(/(

Parameter Conversion " 0/0

1Fr 1/3 mm 6/ VMV, th Si. + IVFENGK
|
11Inch 25.4 mm ar-vi- y/}'

Renal Access Cobra Catheter (023806)
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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 the guidance documents by World Health
Organization guidance document.

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. Risk class ofthe medical
waste: class B.

(JuC/e 415194

Regulatory Affairs Specialist Date

NIEDCAL EUROPE LID.
0 'Ha’'Q"ar;, Road,
[ 'lift‘-aaojoriy Park
"m: hadaad.
. -Ttion Mo. 492272
mm 0776234K
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Ha 6naHke COOK MEDICAL MepeBog C aHININIACKOTO fA3blKa Ha PYCCKUI A3bIK

LLTamn: COOK MEDICAL EUROPE LTD. \ KYK MEOVKAJT FOPOIT NTA,
O’XannopaH Poyg,

HsawHn TekHonomxn Mapk

Numepuk, MpnaHans

PernctpaumoHHbIi HOMep KoMnaHun: 492272

PermctpaumonHblii Homep HAC: 9776234K

MHCTPYKUWMA MO NMPUUMEHEHUIO

KaTeTepbl HethpocTOMUYECKME
HA3HAUEHWE

MpUMeHAOTCS AN OCYLUECTBNEHMSt [peHaka C Lefblo  06/erYeHns  CynpaBe3uKaslbHOl
0BCTPYKLIMK, a TAKXKe B LIENIOM Psiie NMPOLeayp Ha BEPXHUX MOYEBbIX MyTsX, BKIOYAs AMNaTaLuio
CTPUKTYP, YAaNeHWe KaMmHeill, WU CTEHTMPOBaHME MOYeTOYHMKA (06paTUTeCh K  LIENEBOMY
HA3HAYEHUIO B MHCTPYKLMN /151 YTOUHEHUS).

MNPEAYNPEXAEHUME: degepanbHoe 3akoHogaTenbcTBo CLUA paspewsaeT npogaxy 3Toi

NPOAYKLUMN TOMbKO MEAMUMHCKUM pPaboTHMKaM WM Mo MX 3aKasy (UM Mo  3aKasy
NPaKTUKYIOLLMX Bpayeit ¢ COOTBETCTBYIOLLEN NNLIEH3NEIA).

OMNMMCAHME N3OENNA

EanHnupl Mpeobpa3oBaHue /Moanuce/
IFr 1/ 3 mm LLTamn: Hann LWvn.
1 Atoim 25,4 Mm My6AnyUHbI HoTapuyc.

6/7 EneHtBopc CT., JlTumepuk.
MeyaTb C OTTUCKOM
22.11.2017

KaTteTep Renal Access Cobra Catheter (023806)
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KOMINIEKT NMOCTABKW

KaTeTepbl HE(POCTOMUYECKME MOCTABNAKOTCA B COCTaBe: KaTetep —1 WIT. B WHAMBUAYANbHOM
YNaKOBKE; MHCTPYKLMS MO MPUMEHEHNIO - 1 LUT.

TPAHCIMOPTHAA MAPKMPOBKA

KaTteTepbl HE()POCTOMMYECKME NOCTABNATCA B MHAMBMAYANbHbIX YNaKOBKax U3 roppupoBaHHOIo
KapToHa. KOpoOKM 3aKnemBatOT KOHTPONMbHOM NEHTOW. TpaHCNOpTHas MapKMpPOBKA COAEPXWUT
CNeayroLwyo UH(OpMaLUmio: pasMepbl KOPOOKW, YHWUKaNbHbIA LUTPUX-KOA, NOFOTUM KOMMaHWUK
«Cook Medical», a Takxke CMMBO/bI:

C/MBON O 6epe)KHOM OTHOLLIEHNN

I - CUMBON «TeMMepPaTypHOe OrpaHnYeHne»
CMMBOJ1 «XPaHUTb B CYXOM MECTe»

SKCIMNYATAHNOHHBIE XAPAKTEPUCTUKW

N3menna  ycTonWuMBbI MpU BMOPALMOHHbLIX Harpyskax B AmanasoHe 10-55 Iy, amnautyge
nepemetleHns 0,15 mw.

N3penms B TpaHCMOPTHOW YNakoBKe YCTOMYMBBI MPY BUOPALMOHHBLIX Harpyskax B AgvanasoHe 10-
55 'y, amnauTyge nepemelleHna 0,35 MM M yaapHbIX Harpyskax npuv nNMKoBoM yckopeHuu 100
m/c” (10g) 1 AAnMTeNbHOCTI YAAPHOIO YCKOPEeHNs 16 Mc.

WN3penus ycToinumebl Npy TeMnepatype ot +32 go +42°C.

N3genusa B TpaHCMNOPTHOM YMNakoBKe YCTOWYMBBLI NpU Temnepatype TPaHCMOPTUPOBaHUSA U
XpaHeHus ot -50 go +50°C.

3genms ycTonumebl K KOPPO3uu.

N3genms He noaBepratoTcs Ppe3KOMy M3MEHEHUIO TeMMepaTypbl BHELLHEN cpespb!.

N3genms  nocTaBnatOTCS  CTEPUIbHBIMW - M He  MOANeXaT  MOBTOPHON  Ae3nH(eKuuu,
NPeLCTEPUNMN3ALMOHHON OUYNCTKE U CTEPUIM3ALINN.

FAPAHTUNHBLIE OBA3ATE/IbCTBA

MpounssoguTeneMm wmgennin aensetcad KomnaHums «Kyk Megukan HOpon N1a.» / Cook Medical
Europe Ltd., O’Halloran Road, National Technology Park, Limerick, Ireland / pnaHaus, phone:
+353 61 334440, fax: +353 61 334441.

YN0/HOMOYEHHbIM NpeAcTaBUTeNeM NPOU3BOANUTENS Ha TeppuTopui, Poccuinickoin depepaumm
ABNISIETCS 3aKPbITOE aKLMOHepHoe 061iecTBo «LLAM» (3AO «LLIAI:

Poccus, 119002, r. Mockea, KapmaHuukuid nep. 4.9.o¢uc 501a.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail: info@schag.ru

MapaHTMK Npon3BOAUTENSA B 06A3aTE/IbHOM NOPALKE PacnpPOCTPaHSAOTCA Ha Ka4YecTBO N3NNI

NMAPAMETPbI ¥TTAKOBKW

Ne n/n BbicoTa, cm LLinpuHa, cm Macca, r
lNorpeLHocTb +10% +10% +10%
023806. 90,7. 12,4. 22.
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MAPKWMPOBKA

KateTepbl HejpoCcTOMUYECKME MNOCTaBMAKOTCA B 3aKPbITbIX WHAMBUAYaNbHbIX YMNaKOBKax, Ha
KOTOPbIX He AO/MKHO ObITb MPU3HAKOB MoBpexaeHus. Mpu 06Hapy>KeHWW pa3pbiBOB UK APYTrUX
[eeKTOB NCMO/Mb30BaHME YCTPOMCTBA He A0MNyCKaeTCs.
ATUKETKMN YCTPONCTB NOKAa3bIBAKOT CNefytoLye uxX napameTpsbi:
-HanMeHoBaHMe KOMNaHUN-U3roTOBUTENS U afpec NPON3BOACTBa,;
-afipec npeacrasutens EC;

-MapKMpoBKa «TO/MbKO A8 CneuuanncToB;

-HaMMeHOBaHWe MeAMLMHCKOro YCTPOCTBa;

-HOMep napTuu;

-cepuiiHbIi Homep (LOT);

-napameTpbl U CXeMa YCTPOWCTBa;

-3HaK cepTudmkaymm CE;

-CUMBO/1 CTEPUNBLHOCTY;

-CMBO/1 BO3MOXHOCT/ MOBTOPHOIO UCMO/Mb30BaHNS;

-[laTa N3roToB/EHMS,

-CMMBOJ «He MoABepraTb BO3AENCTBUIO CO/IHEYHOIO CBETaY;
-CMBOJ1 «XPaHUTb B CyXOM MECTE»;

-LUTPUX-KOL,

-CPOK XpaHeHus;

-cMMBON «OBPaTUTECH K MHCTPYKLMSM MO UCMO0/b30BAHUIO.

COO> MIDfCAIL.

KsT»re” Renal Aceees C«bra Cath«ter
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MepeBog TekcTa cAenaH MHOW, nepesofumkom KnenHesbiM BUKTopom Kropesuyem.

Poccuiickas deaepauns

"opog Mocksa
Ye
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PnBOMMAOMMN* GUNANNLIN«
Fopon Mockps

Mutoro MO/lBOPABCT bicw” W

A, WHapHa Herarva TMetpoeHa, HoTapvyc ropoda MockBbl,
CBAOETENECTBYI0 BEPHOCTL KO C npqqcraanewm‘o
[IOKyVEHTA. J' I

Bpeecipe; Nay,/ n
hiCkBHD rocygpapeTBeHHOM NowvHbl (Mo Tapudy): 7/ V J
YOSHKIEH OT IVETbI 33 OKasaH/ie YTyT MpaBoBoro

UECKOIO Xa0aKTEPA.
H
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