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COOK*

MEDICAL

INSTRUCTIONS FOR USE
Ureteral Dilation Sets
INTENDED USE
Used for the dilation of various parts of the urinary system (see Instructions for Use).

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
Parameter Conversion
1 French Imm= IFr/3

1Inch 25,4 mm

Ascend AO Ureteral Dilation Balloon Catheter Set (AUBS)

LAY
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The Ascend AQ Ureteral Dilation Balloon Catheter Sets are used for transluminal dilation of
ureteral strictures or ureteral dilation prior to ureteroscopy or stone manipulation. The sets are
comprised ofa balloon catheter with batwing manifold, a stop-cock and an inflation device.
The balloon catheter is manufactured in diameter 6.0 Fr/ 2.0 mm with a working length of 65
centimeters, the distal tip of the catheter has a diameter of 5 Fr/1.66 mm. The balloon is
manufactured in lengths 0f 4.0, 6.0 and 10 centimeters and with diameters 0f 4.0, 5.0, 6.0, 7.0
and 10.0 millimeter diameters. The Ascend AQ Ureteral Dilation Balloon Catheter has a

maximum inflation pressure of 20 atmospheres (+10%). Nominal balloon pressure - 14 atm.
(£10%).

The distal tip of the balloon catheter is characterized by a 0.040 inch/1.02 mm (x0.005 inch/
0.127 mm) diameter endhole rounded to a smooth tip. The distal tip of the balloon catheter is
characterized by a 0.040 inch/ 0.02 mm (£0.005 inch/ 0.127 mm) diameter endhole rounded
to a smooth finish. The distal lumen of the balloon catheter will accept a 0.038 inch/ 0.97
mm diameter wire guide.

Two radiopaque markers are placed on the catheter shaft beneath the balloon. Depending
upon the specific balloon catheter, the radiopaque marker bands are spaced 4.0, 6.0 or 10
centimeters apart.

The proximal end of the balloon catheter is characterized by an inflation lumen and a batwing

manifold. A high pressure one-way stopcock is attached to the inflation lumen of the batwing
manifold.
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The inflation device is a one-piece, plastic, disposable, inflation device with a lock lever
design that controls the manometer, and a connecting tube with a male rotating adapter. The
manometer measures pressures ranging from vacuum to gauge capacity. The gauge is
marked in 1atmosphere (atm) increments. The gauge also has an inner scale of comparable
PSI measurements. The inflation device has a 20 cc/30 atm capacity.

Stop-cock parameters:

Length «A» - 1.594 inch/40.49mm (+0.005inch/0.127mm);
Luer-lock «Male:

Inner diameter «B» - 0.098 inch/ 2.49 mm (+0.005inch/0.127mm);
Outer diameter: «D» - 0.430inch/l 0.92mm (+0.005inch/0.127mm);
Luer-lock «Female»:

Inner diameter «C» - 0.169 inch/4.3 mm (x0.005inch/0.127mm);
Outer diameter «E» - 0.300 inch/7.62mm (£0.005inch/0.127mm).

luer-lock "Female luer-lock "Male"
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Parameters ofbatwins manifold:

Lengths: ”A” - 2.275 inch/57.785mm (£0.005inch/0.127mm); “B” -

1.675 inch/42.545 mm

(x0.005inch/0.127mm); “C” - 0.600 inch/15.24mm (£0.005inch/0.127mm); “D” - 1.575

inch/40.005 mm
Diameter: “E” -
Angle “F” - 40°

Order Number

Tolerance
AUBS-10-4
AUBS-4-10
AUBS-4-4
AUBS-4-6
AUIiS-5-10

(x0.005inch/0.127mm).
0.136 inch/3.454 mm (+0.005inch/0.127mm);

£l

= o= B -
" A .
Catheter Inflated Balloon
Catheter Shaft  Catheter Tip  Length Diameter Length
Diameter Diameter (cm) (mm) (cm)
Fr/mm Fr/mm
+10% +10% +10% +10% +10%
6,0/2,0 5,0/1.66 65 10,0 4,0
6,0/2,0 5,0/1.66 65 4,0 10,0
6,0/2,0 5,0/1.66 65 4,0 4,0
6,0/2,0 5,0/1.66 65 4,0 6,0
6,0/2,0 5,0/1.66 65 5,0 10,0
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Order Number

Catheter

Catheter Shaft  Catheter Tip

AUBS-5-4
AUBS-5-6
AUBS-6-10
AUBS-6-4
AUBS-6-6
AUBS-7-10
AUBS-7-4
AUBS-7-6

Diameter

Frimm
6,0/2,0
6,0/2,0
6,0/2,0
6,0/2,0
6,0/2,0
6,0/2,0
6,0/2,0
6,0/2,0

Diameter
Fr/mm

5,0/1.66
5,0/1.66
5,0/1.66
5,0/1.66
5,0/1.66
5,0/1.66
5,0/1.66
5,0/1.66

Cook Sphere Inflation Device MCHO-20-30~)

65
65
65
65
65
65
65
65

l.«ngth
(cm)

Inflated Balloon
Diameter
(mm)

5,0
5,0
6,0
6,0
6,0
7,0
7,0
7,0

Length
(cm)

4,0
6,0
10,0
4,0
6,0
10,0
4,0
6,0

The Cook Sphere Inflation Device is recommended for use while performing balloon dilation
procedures to inflate the balloon, monitor the pressure within the balloon and deflate the balloon.

This device is supplied sterile, disposable and for single use only.

Parameters of Cook Sphere Inflation Device:

Volume, Length,

Mass, Manometer

" cc mm g value, ATM
Tolerance +10% +10% +10% +10%
Syringe-
manometer
20 210 113 30
CID-20-30

INTENDED USE/INDICATION FOR USE

Manometer
value of
division,

ATM

+10%

Value of  Adapter

division
Syringe,
ml

+10%

type

Male
rotating
Luer
lock

Ascend AO Ureteral Dilation Balloon Catheter Set (AUBS-) -used for transluminal dilation of
ureteral strictures or ureteral dilation prior to ureteroscopy or stone manipulation. Intended for one-

time use.

CONTRAINDICATIONS

Acute urethritis
Acute prostatitis
Acute cystitis

A
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Urethral abnormalities (diverticula, doubling, etc.) because of the risk of perforation
Uncorrected coagulopathy
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g 1™ t Contacting

I3atwing manifold Polyamide 12-Compound # 40960 Red Indirect contact
Cl Pigment Red 149
Cl Pigment Yellow 138
Calcium Carbonate
Carbon Black

Stopcock Polycarbonate Ne 80020 Indirect contact

Stem: Celcon Grey

Inflation device  Syringe: Non-contact
Polycarbonate # 111211-39-3
BlackNylon# 32131-17-2

Plunger: I
Polycarbonate #111211-39-3
Black Nylon #32131-17-2 |

Manometer:
ABS Acrylonitrile-Butadiene-Styrene # 9003-56-9 i

Connecting tube:
Polyurethane
# 037383-28-1

Connecting tube hub:
Polycarbonate # 111211-39-3

Lock Lever:

Black Nylon

# 26098-55-5 (Half Nut)
#32131-17-2 (Links)

Glass Fibers

#65997-17-3
Polytetrafluoroethylene (PTFE)
# 9002-84-0

Packing Part of the paper - medical paper TYVEK: Non-contact
1073B/109P
Film part- Nylon BON
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INTENDED USE/INDICATION FOR USE

Ascend AQ Ureteral Dilation Balloon Catheter Set (AUBS-) -used for transluminal dilation

ofureteral strictures or ureteral dilation prior to ureteroscopy or stone manipulation. Intended
for one-time use.

CONTRAINDICATIONS

Acute urethritis

Acute prostatitis

Acute cystitis

Urethral abnormalities (diverticula, doubling, etc.) because of the risk of perforation
Uncorrected coagulopathy

Untreated urinary infection

SO WODN

COMPLICATIONS /POTENTIAL ADVERSE EVENTS

1 Urinary tract infections

2. Pyelonephritis

3. Hemorrhage

4. Trauma to the surrounding tissue (due to excessive dilation of the balloon)
5. Bleeding

6. Dysuria

7. Fever

8. Postoperative pains

INSTRUCTIONS FOR USE

Ascend® AO® Ureteral Dilation Balloon Catheter Set fAUBS3

BALLOON PREPARATION

1. Upon removal from the package, inspect the balloon catheter to ensure no damage has
occurred during shipment.

2. Remove the protective sleeve from the balloon and discard. Lock a 10 ml syringe filled
with 5 ml of dilute contrast medium onto the balloon lumen and apply negative pressure for
20 to 30 seconds. Release negative pressure on syringe allowing medium to draw into
balloon. Detach the syringe leaving medium in the balloon lumen.

BALLOON CATHETER INTRODUCTION AND INFLATION

1. Under fluoroscopic control, cystoscopically pass a wire guide (up to .038 inch in diameter)
the desired distance into the ureter beyond the area of planned dilation.

2. Activate the AQ hydrophilic coating by immersing the balloon and catheter in a sterile
physiological solution for approximately 30 seconds.

3. Carefully advance the balloon catheter over the previously placed wire guide under
fluoroscopic guidance utilizing the radiopaque markers to ensure proper positioning.
Advance catheter so the entire balloon extends beyond the end of the cystoscope before
inflating the balloon.

4. Prepare inflation device in standard manner and purge all air from syringe and tubing. To
ensure proper regulation of balloon pressure, use of a balloon inflation device and pressure
gauge is recommended.

5. Attach the prepared inflation device to the balloon lumen, open the stopcock on the
inflation device and inflate the balloon.
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6. Close the stopcock on the inflation device for at least 30 seconds to maintain pressure and
allow adequate dilation. Time, rather than excessive pressure, is the key factor in transluminal
dilation.

BALLOON DEFLATION AND WITHDRAWAL

1. Aspirate the balloon completely.

2. When the balloon is completely deflated, remove the device by withdrawing the catheter
slowly. Removal of the catheter is facilitated by rotating the shaft counterclockwise during
withdrawal. Using excessive force to withdraw the balloon can inflict trauma to tissue and/or
damage the cystoscope.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages. Intended for one-time use.
Sterile if package is unopened or undamaged. Do not use the product if there is doubt as to
whether the product is sterile. Store in a dark, dry, cool place. Avoid extended exposure to
light. Upon removal from the package, inspect the product to ensure no damage has occurred.
If your device did not come with a Cook Sphere Inflation Device then the below instructions
are not applicable, if your device did come with a Cook Sphere Inflation Device please refer
to the instructions below for proper use.

COOK'" sF>mers

A INFLATION DEVICE
INSTRUCTIONS FOR USE
PREPARATION
Make all aspiration and injection maneuvers with the lock lever pushed left, i.e., unlocked.
Unlock the piston by pushing the lock lever left. In this position, you can freely pull the
piston back for aspiration, or push it forward for injection. To lock the piston in position,
slide the lever right to the straight up position.
1. Prepare a solution of contrast medium and nonnal saline ina small sterile bowl. Check
balloon catheter and contrast medium instructions for specific contrast mixture
recommendations.
2. Orient the tubing downward into the contrast medium.
3. Push the release lever left and aspirate enough solution to fill the syringe. (Attach
stopcock, if applicable.)
4. Hold the device upright to purge the air from the syringe and connecting tube. Tap the
syringe lightly, if necessary, to remove all the air bubbles and fill the connecting tube
completely.
5. Inspect the syringe and tubing (and stopcock, if applicable) to ensure that the device has
been completely purged of air bubbles.
6. Adjust the syringe volume to the desired amount. If more contrast is needed, submerge the
syringe tip into the basin of solution and aspirate. (Close stopcock, if applicable.)

A'ITACHING THE INFLATION DEVICE TO THE BALLOON DILATION CATHETER
1. Prepare and test the balloon dilation catheter according to the manufacturer’s directions for
use.

2. If a separate syringe was used to prepare the balloon catheter, remove it. When a stopcock
is installed on the end of the inflation device connecting tube, it should be opened and purged
with contrast media from the inflation device to eliminate air. Create a fluid-fluid connection
between the balloon and the stopcock or connecting tube (male rotating adapter) of the
inflation device by placing a drop of contrast solution from the syringe into each hub.

3. Hand-tighten the hubs securely.

OPERATING INFLATION DEVICE
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1 Release the lock lever and allow the piston to move forward into neutral position (0 atm).
2. To inflate the balloon, engage the lock lever, turn the palm grip on the piston clockwise
slowly until the desired inflation pressure is reached. The lock lever maintains the increasing
pressure.

3. To gradually deflate the balloon, turn the palm grip on the piston counterclockwise slowly
until the desired deflation pressure is reached.

4. To rapidly deflate the balloon, push the lock lever left, releasing the piston, and pull back.
Slide the lock lever back to lock, if desired.

5. After use, this product may be a potential biohazard. Handle and dispose of in accordance
with accepted medical practice and applicable laws and regulations. For one time use only.
Do not reuse. Do not re-sterilize. Read directions prior to use.

WARRANTY

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

Russia, 119002, Moscow, Karmanitskiy per., 9.office 501a.
phone: (495) 956-13-09;

Fax: (495)956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC. Cook Incorporated manufacture all medical products in accordance
with the United States Food and Drug Administration (FDA) Quality System Regulations, 21
CFR Part 820, Quality System Regulations.

All of Cook facilities are also certified to ISO 13485 (2003) Quality Management System.
SHELF LIFE

The “use by” date as denoted by symbols on the labeling. The shelf life is shown by
indication the time of manufacture (factory symbol) to the stated expiration date (hourglass

symbol). The difference between both dates is the shelf life.

The shelf-life of the products falling under the scope of this technical data summary - is 3
(three) years.

STERILZATION DETAILS

These devices 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
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These devices should be stored In a dark, dry, cool place; avoid extended exposure to light.
RULES FOR USE

Urethral Dilation Catheters in Sets are intended for use in hospitals and health care facilities.
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.

PACKAGE

These devices are supplied with: balloon catheter, diameter 6.0 Fr, length 65 cm - 1 pc; one-
way stopcock - 1pc; inflation device - 1pc; instructions for use - 1pc.

TRANSPORTATION MARKINGS

Individual packages are packed in corrugated cardboard boxes. Boxes are sealed with a
control tape around the side or around the perimeter. The transportation markings include
information on the dimensions of the box, unique barcode, lot number, catalogue number and
the global product number (GPN-Global Product Number), the number of single packages
inside the box, expiration date, the Cook Medical logo, and the following symbols:

? - symbol for “Fragile, handle with care”

jt
e - symbol for “Temperature Limitation”

y - symbol for “Keep Dry”

PERFORMANCE CHARACTERISTICS

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

Ureteral Dilation Sets, in packaging are stable under vibration loads in the range 10-55 Hz,
amplitude displacement 0f0.35 mm and shock loads at peak acceleration of 100 m / s2
(10g), and duration of shock acceleration of 16 ms.

Ureteral Dilation Sets are stable at temperatures in the range of+32 to + 42 ° C.
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Ureteral Dilation Sets, in packaging are stable at a transportation and storage temperature in
the in the range of -50 to + 50 C.

Bond tensile strength - no less than 10 N.

The ability to regulate the flow rate - when the one-way stop cock is closed” position, the
flow ceases completely, when opened, the flow is free, with no reduction in flow rate.

Smooth operation of the plunger (piston) of the inflation device - the movement of the
plunger of the inflation device is smooth, doesn’t require additional force along the entire
length of the plunger.

Luer-Lock Male Adapter check - the adapter corresponds to the described size and is
hermetically sealed when connected to the external tip and test article, the adapter
corresponds to the Luer-Lock Male type.

The compatibility of the catheter with the wire guide - wire guide with a diameter of 0.97
mm (0.038 inch), passes through the catheter without getting stuck and does not require the
application of additional force, catheter is compatible with the wire guide.

When the balloon catheter was inflated to a pressure equal to 20 atm. (x 10%) no breaks or
leakages occurred.

Ureteral Dilation Sets are resistant to corrosion.
Ureteral Dilation Sets are stable under sudden changes in temperature.

Ureteral Dilation Sets are supplied in sterile packages, do not attempt to clean, disinfect or re-
sterilize.

PACKAGING PARAMETERS

BPNe Width,cm Weight,gr Tolerance
AUBS-10-4 55.4 28.1 340.4 +10%
AUBS-4-10 55.5 28 341.8 +10%
AUBS-4-4 55.4 27.6 338.5 +10%
AUBS-4-6 55.4 28 340.6 +10%
AUBS-5-10 55.4 27.8 341.3 +10%
AUBS-5-4 55.1 27.9 339.2 +10%
AUBS-5-6 55 28 338.4 +10%
AUBS-6-10 55.1 28 341.4 +10%
AUBS-6-4 55.6 27.9 339.9 +10%
AUBS-6-6 %5 28 339.6 +10%
AUBS-7-10 22.9 6.62 340 +10%
AUBS-7-4 55.2 28 339.8 +10%
AUBS-7-6 55.9 311 34, +10%
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LABELING

LABELING
Urethral Dilation 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 device cannot be used if the integrity of the packaging has been
compromised.

The label of the device shows the following device parameters:
- company-manufacturer and manufacturing address;
- device name (trade mark);

- 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 “Attention. See Instructions for Use”
- shelf life

- marking for “Keep Dry”

- marking for “Caution”

- marking for “Keep away from sunlight”
- catalogue number
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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 ElJ countries -in accordance with the World Health Organization guidance document
“Safe management of waste from Health Care Activities”

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.

Regulatory Affairs Manager
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MepeBOA C aHTIMIACKOTO A3blKa Ha PYCCKUA A3bIK

CEKPETAPb WITAT
WTAT WHOWAHA

KoHHU JloycoH
CekpeTapb wrara

ANOCTUNb
(Faarckana KouBeHuua ot 5 okTa6pa 1961 ropa)

1 CtpaHa; COEAWHEHHbBIE WTATbBI AMEPUKN

JaHHbIA Ny6NNYHbIA LOKYMEHT
2 6bin noanucaH: Bukn Yembepc

3 BbICTyMawlmnM B Ka4yecTBe: Ny6NNYHOTO HOTapuyca OT UMEHU 1 M0 NOPYYEHUD OKpyra
OyaH
4 HOCWUT NoNHOMoOuYMA/MeyaTb oTAena ceptudukaumm FocynapCTBEHHOro YnpaBneHus

3aBepeHo
5 B 1. MHAanaHanonuc, NugnaHa

6 ceabmoe uwoHAa 2017 T.

7 Cekpetapem LWItata WHamnaHa

8 3a HOmepom: Ne A2017-0607105242

9 Meuvatb: Meyvatb WrTarta NHAnaHa

10 NMopgnucek: (KoHHW JToycOH, cekpeTapb WwWTata NHanaHa)

feictButenbHble ¢ 1 masa 2003 roga, Bce anoctunm Cekpertapsa wrtaTta HAnaHa AOMXKHbI

MMETb 3/IEKTPOHHYIO MNeyaTb.
JOoKyMeHT 6bl1 npocMoTpeH 17 mapta 2012 T.
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Ha ¢pupmeHHom 6naHke COOK
COOK INCORPORATED
750 OAsHuenc Bait
I BaymuHrToH, NHgmnana 47404 CLUA
Ten. 812.339.2235, Ten. ropsayein nnHun: 800.457.4500
www.cookmedical.com

CEPTUO®NKALWNOHHOE 3AABJIEHUE

Kak oTBeTcTBeHHbIN npefctaButenb Cook Incorporated, HacToAwMM S NOATBEpXAak, 4To
npunaraeMmblii [OKYMEHT ABNAETCA WHCTPYKUMEW no npuMeHeHuw pna «HabopoB pns
paclwmnpeHns MOYETOUHMKAEY.

Moanuck/
Kpuc Besepc
MeHeaXep HOPMAaTUBHO-NPaBOBOro oTAena

Cook Incorporated

Wrat NHonaHa
Okpyr Oy3H

MognucaHo Noj NPUCATON B MOeM npucyTcTBumn 6 uwoHa 2017 roga.
Cpok pgeiicTBus Moei nuueHsnn nctekaet 13 okta6ps 2024 roga, /nognucaHo/

Bukn Yembepc

Bukn Yembepc

My6nuuHblii HoTapuyc, WTaT NHanaHa
Okpyr OyaH

CpokK feicTBMS MOE NULUEH3NN ncTekaeT
13 okTa6psa 2024 roga
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MepeBOJ C aHTNUIACKOTO S13blKa Ha PYCCKWIA A3bIK

MHCTPYKUNA no MPUMEHEHWNIO
Ha6opbl 41A paclMpeHns MOYETOUHNKA
HA3HAYEHWE

MpUMeHAIOTCA AN PacLUMPeHUs MPOCBETA Pas3/IMUHbIX OTAEN0B MOUEBbLIBOASLLEA CUCTEMbI
(06paTuTECh K LIENEBOMY Ha3HAUYeHWUIO B UHCTPYKLMW /1S YTOUHEHWS).

MNPEAYMPEXAEHWE: depepanbHoe 3akoHofaTenbcTBo CLLUA paspewaeT npogaxy 3ToW
NPOAYKUMN TONMbKO MeAULUMHCKUM paboTHMKaM uUanM no ux 3akasy (uam no 3akasy
NPaKTUKYIOLMX Bpayel ¢ COOTBETCTBYIOLEN NULEH3NENR).

OMMNCAHWE U3JENP1A

EanHnubl MpeobpasoBaHue
IFr 1mm = IFr/3
1 fronm 25,4 Mm

Habop Ascend AQ Ureteral Dilation Balloon Catheter Set (AUBS)
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YCTPOINCTBO ANsi pasfyBaHWUA SIBNSETCS OAHOPA30BbIM M3AENMEM. YCTPOWCTBO WMMEET PYKOSTKY,
KOHCTPYKUMA KOTOPOW MO3BONSET KOHTPO/MPOBATb MapaMeTpbl COCTaBHbIX 4YacTeill [aHHOro
YCTPOWCTBA.

YCTpONCTBO AN pasfyBaHVs MpeacTaBnseT cob0M BakKyyMHbI MaHOMeTp. EavHMLa n3mepeHus
coctaBnsger 1 atM. Takke WMeeTCA BHYTPEHHAS LUKana u3MepeHuss cornocTtasumad ¢ PSI
napametpamu. [laHHOe YCTPOMCTBO BbLUEePXKMBAET fAasnieHne oT 20 go 30 atm.

MapaMeTpbl OJHOCTOPOHHENO KpaHa:

[nnHa «A» - 1,594 aroinmal 40,49 mm (£0,005 grorima/ 0,127 Mw);

CoenvHeHue JTtoap-Jlok «Malex:

BHyTpeHHWIA anameTp «B» - 0,098 groima/ 2,49 mm (20,005 arorima/ 0,127 Mm);
BHewHwin grameTp: «D»- 0.4304t01ma/10.92mm (+0,005 groimal 0,127 Mm);
CoepfmHeHue JTto3p-J1ok «Femalex:

BHyTpeHHUiA guameTp «C» - 0,169 atoinma/ 4,3 mm (£0,005 groinva/ 0,127 mw);
BHewwHuii gpameTp «E» - 0.300 arorma/7.62mm (0,005 arorima/ 0,127 mm).

Nk>JM«flck Ce*rnsiwes*un?
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MapameTpbl aganTepa - pa3BeTBAEHUA C ABYMSA NpocBeTaMu:

OnuHbl: ”A” - 2,275 proinva/ 57,785 mm (0,005 arorima/ 0,127 mm); “B” - 1,675 arorima/ 42,545
MM (0,005 proinma/ 0,127 mm); “C” - 0,600 patorima/l15,24mm (20,005 arorima/ 0,127 mm); “D” -
1,575 proiima/40.005 mm (£0,005 aroiima/ 0,127 Mwm).

[Ovawmetp; “E” - 0,136 groinma/3,454 mm (0,005 atoima/ 0,127 Mw);

Yron “F” - 40°
j € B
A

KaTtanoxHbli KareTep PasgyTbI]\ 6asi10H
Homep JdnameTtp [vameTp KoHuUa OnnHa, JnameTp, OnnHa,

KateTepa, Fr/mm  Katetepa, Fr/mm cm MM cMm
MorpeLuHoCTb +10% +10% +10% +10% +10%
AUBS-10-4 6,0/2,0 5,0/1,66 65 10,0 4,0
AUBS-4-10 6,0/2,0 5,0/1,66 65 4,0 10,0
AUBS-4-4 6,0/2.0 5,0/1,66 65 4,0 4,0
AUBS-4-6 6,0/2,0 5,0/1,66 65 4,0 6,0
AUBS-5-10 6,0/2.0 5,0/1,66 65 50 10,0
AUBS-5-4 6,0/2,0 5,0/1,66 65 50 4,0
AUBS-5-6 6,0/2,0 5,0/1,66 65 50 6,0
AUBS-6-10 6,0/2,0 5,0/1,66 65 6,0 10,0
AUBS-6-4 6,0/2,0 5,0/1,66 65 6,0 4,0
AUBS-6-6 6,0/2,0 5,0/1,66 65 6,0 6,0
AUBS-7-10 6,0/2,0 5,0/1,66 65 7,0 10,0
AUBS-7-4 6,0/2,0 5,0/1,66 65 7,0 4,0
AUBS-7-6 6,0/2.0 5,0/1,66 65 7,0 6,0

YcTtpoiicto ans pasgysaHus Cook Sphere Inflation Device (CI1D-20-30)

YcTtpoiictBo ans pasgysaHus Cook Sphere Inflation Device pekomeHayeTcs Ans UCrosb30BaHMS BO
BPEMS BbIMO/IHEHMS NpoLeaypbl 6an1OHHOM AnnaTauun, YTobbl pa3ayTb 6an10H, KOHTPONMPOBATb
[aBfieHye BHYTpK 6aioHa U ONOPOXKHWUTL 6a/IOH. 3TO YCTPOCTBO NOCTAB/SETCS CTEPUbHBIM, U
npeAHa3Ha4yeHo TO/IbKO A5 04HOPAa30BOro MCMO/Mb30BaHWA.
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MapameTpbl YCTPOACTBA 15 Pa3fyBaHWs:

[wnanasoH LleHa Llera
O6bem, [nmHa, Macca, 3HayeHua JeneHusa eneHIs Tun
MN MM r MaHOMeTpa,  MaHOMeTpa, A . ' aganTepa
at™m atm
MorpewHocts  +10%  +10%  +10% +10% +10% +10% -
CID-20-30 20 210 113 30 1 2 Male
MATEPWANDbI
Ha6opb! Ascend AO Ureteral Dilation Balloon Catheter Set
KOMMOHEHTHI Ha3BaHvie mateprana {KoHTaKT ¢ nauneHTOM
yCTpoucTBa !
Karetep Tpy6bka KateTtepa; KpaTkoBpeMeHHbIi
HelinoH Ne 40063 KOHTaKT C BHYTPEHHE cpeaoi
MeTku KaTeTepa: OpraHmsva
YepHuna «White ink»
Kpacutens 6enoro:
TPC 200/60-HD-NT white
AQ NOKpbITHE KaTeTepa:
MonusuHunnponuaoH Ne PV05-0010
BannoH HeinoH 12 Ne 41143 KpaTKoBpeMEHH I
KOHTaKT C BHYTPEHHE cpeaoi
MeTku 6annoHa: opraHviama
MnatnHoBoO-MpuamnesbIii cnnas 90% Pt, 10% Ir
ApanTep- Marepuan: MNonvamng 12 OnocpesoBaHHbIi
pa3BEeTB/IEHVE: COBOKYMHOCTb KpacuTeseid: KOHTaKT C BHYTPeHHel cpefoit
Kapacutenb kpacHoro Cl Pigment Red 149 opraHu3Ma
Kpacutens xentoro CL Pigment Yellow 138
KapboHaT kasbums
Caxa rasosas
Ha BbIxoge: LBEeT KpacHbIi
OpnHoxoaoBoW Monukap6oHat Ne 111211-39-3 OnocpeaoBaHHbIi 5 5
KpaHuK Hoxka KpaHuka: cepblii auetan Celcon KOHTAKT C BHYTPEHHEW CPEAOU
KpacuTens ceporo: OpraHmsva
COBOKYMHOCTb KpacuTesei:
Jvokena TutaHa
BucmyT okeuxiopug,
CI IF'MrmeHT YepHbIin 7
Ha BbIxoge LBET - Cepblii.
YcTpoiicTBo gna  LinnnHap ycTponcTsa: HeT KoHTaKTa
pasgyBaHus MonukapboHaT

Ne 111211-39-3
UepHblIii HelinoH
Ne32131-17-2

[MopLLeHb YCTPOIACTBA:
Monukap6oHaT
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Ne111211-39-3
YepHbIii HeinoH
No#32131-17-2

MaHowmeTp:
AKpunoHnTpunbyTagueHcTmposn Ne 9003-56-9

CoepanHuTeNbHAs TPyOKa:
Monukap6oHat

Ne 111211-39-3

MonnypetaH

No037383-28-1

BTynka coeaMHUTENBLHOW TPYOKMK:
Monukap6oHaT Ne 80020

PUKCHPYIOLLWI PbIYAXKOK:

UepHblIli HeinnoH # 26098-55-5
CTeKknoBo/okHo # 65997-17-3
MonuteTpadgTopatuneH # 9002-84-0

NHanBnayanbHas yrnakoBka Habopa
KomMnoHeHT HasBaHune matepuana KOHTaKT ¢ nauneHTom
YnakoBka ByMaxkHas YacTb - MeAMUMUHCKas bymara HeT KOHTaKTa

TYVEK: 1073B/109P
MneHouHas yactb - HelinoH BON

UENMTEBOE HABHAYEHUWE/MOKA3AHNA K NMPUMEHEHWIO

Ha6opbl Ascend AO Ureteral Dilation Balloon Catheter Set (AUBS) - ucnonb3ytoTcs gns
pacLUnpeHnst MOYETOYHNKA Nepes YaaleHMeM KaMHel Unn ypeTepocKonuen, a Takxe ans
NHTpaMypasibHOro 0TAesia MOYeTOUHMKA. [MpefHa3HaYeHbl 41 O4HOPA30BOro NPUMEHEHNS.

NMPOTNBOIMOKA3AHNA

OcTpblid ypeTpuT

OcCTpblil npocTaTuT

OcCTpbIli UUCTUT

YpeTpanbHble natonorum (AMBepTUKYN, AyNAMKaums, U T. 4.) 13-3a ONacHOCTU nepdopaumm
HeckoppekTupoBaHHas Koarynonarus

HeBblneyeHHast MH(EKLMS MOYEBLIX MyTei

OCNOXHEHWA/ MOTEHUWMAJIbHBIE MOBOYHbBIE 3P PEKTDI

VIH(heKUMM MOYeBbIBOAALLMX NYyTeN

MuenoHeput

KpoBon3nnsaHus

MoBpexaeHVe NpuneraroLLmMxX TKaHel (B CBA3W C Ype3MepHbIM HaflyBaHVWeM 06asiioHa)
KpoBoTeyeHu

Aun3ypus

Jlnxopagka

MocneonepaunoHHble 60/

Ok, wWNpRE

©ONOORWDN

MHCTPYKUWMA no NCIMOJIbSOBAHWNIO
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acnupauuy Wnn BbIABUHYTL €ro Brnepes A1 WHbeKuuiA. UTobbl 3abnoKMpoBaTh MOPLUEHb B

MOJSIOXKEHUN, BEPHUTE PbIYAXKOK BMPaBO B NPSMYHO NMO3ULMIO.

1 TloaroToBbTe PacTBOP KOHTPAcTHOro BeruectBa (MOCTaBNAETCA OTAENbHO) W CTaHAapTHbIV

(hM3M0N0rMYecKknini pacTeop (MOCTaBNAETCA OTAENbHO) B HEOOMbLUON CTEPUNBHON EMKOCTK

(noctaBnsetca oTgenbHO). O6paTUTeCh K MHCTPYKUMAM 41 Ga/iIOHHOro  Kartetepa W

KOHTPaCTHOro BeLlecTBa KacaTe/lbHO KOHKPETHbIX peKoMeHAaumii OTHOCUTENIbHO CMeLLMBaHUS

KOHTPACTHbIX BELLECTB.

HanpasbTe coequHUTENbHYIO TPYOKY BHU3 B KOHTPACTHOE BeLeCTBO (MOCTaBNSAETCA OTAE/bHO).

3. TloBepHUTE pbl4aXOK B/IEBO W acnupupyinTe pacTBop A/ 3anosiHeHus wnpuua (nocTasnseTcs
oTaensHo). (MpukpenuTe KpaHUK NpU HeOO6XOAUMOCTH).

4. Y[pepxuBainte usfenvie BePTUKa/IbHO, YTOObI ybpaTb BO3AyX W3 LINPULA WU COEANHUTENbHOM
TPY6KW. Tpn HEO6XOAMMOCTM Crierka HaXXMUTE Ha LUNpUL, YAansas Bce My3blpbKW BO3dyXa W
MOJTHOCTBIO 3aMO0JHAA COEAUHUTENIbHYIO TPYOKY.

5 OcmoTpute Wnpuy, 1 TpybKy (M KpaHWK nNpu HeobxogumocTun) anis obecrieveHnUs MoHOro
y[a/leHVst BO3AYLUHbIX My3bIPbKOB U3 N3MeNuS.

6. OTperynupyiTe Hy>XHbI1 06beM LNpuua. Ecnmn noHagobmTcs 60/bLle KOHTPACTHOMO BELLECTBA,
NorpysnTe KOHYMK LUNPULA B EMKOCTb C pacTBOPOM W acnvpupyiite. (3akpoiTe KpaHUK npu
HeobX0AMMOCTH).

no

MNOAKMKOYEHUE ycTpoiicTea A1A PA3AYBAHUA K BAJITOHHOMY KATETEPY

1 TMoaroToBbTe U NpoBepbTe Ga/NIOHHbIN KaTeTep COrMACHO MHCTPYKLUMAM A5 UCMO/b30BaHWA OT
NpoV3BOAUTENS.

2. Ecnu ncnonb3osasics Wwnpul, (NOCTaBnseTca OTAeNbHO) A/ NOArOTOBKM Ga/IIOHHONO KaTteTepa,
yfnanute ero. IMocne TOro, Kak KpaHuWK OyfeT YCTaHOBMEH Ha KOHLE COeAVHUTENIbHOW TPYOKM
YCTpOWCTBa AN pa3fyBaHWs, ero crefyeT OTKPbITb W 3anofiHATh KOHTPACTHLIM BELLECTBOM
(noctaBnseTcs OTAENBHO) ANsA YCTpaHeHWs Bo3gyxa. Co3falite coefiMHeHVe MeXay 6ann1oHOM 1
KPaHMKOM WM COefMHUTENbHOW TPYOKOW YCTpOiCTBa AN pa3fyBaHUs, MOMECTMB Kansio
KOHTPAcTHOro pacteopa (MOCTaBNAETCA OTAEeNbHO) M3 Linpuua (nocTaBnseTcsd OTAe/NbHO) B
KaKObI PasbeM.

3. HageHo 3aTaHUTE pa3bembl.

SKCMNYATALUUA YCTPOVCTBA ANA PA3AYBAHNA

1 OtnycTnTe (UKCMPYIOLLNIA PbI4aXXOK 1 MO3BOJIbTE MOPLUHIO 3aHATb HeWTpasibHoe nosoxeHwe (O
atm).

2. Ana pasgyBaHus 6annioHa 3a4eicTByiTe (DUKCUPYHOLWMIA PbIYaXKOK U MeA/IeHHO MoBOpadMBanTe
CLeneHre Ha MnopLyHe Mo 4YacoBOW CTPesike [0 TeX Mop, MoKa HY)XHOe fAaBfeHve He Oyaet
[OCTUTHYTO. PblYaXOK NoALepXMBaeT HapacTatoLLee [aB/ieHne.

3. [na mennieHHoro caysaHus GannoHa MefJIeHHO MoBOpaYvBaiTe CLENIeHne Ha MopLUHe NpoTuB
4acoBOW CTPESIKM [0 TeX Nop, MoKa HY>KHOe [aBfieHne cayBaHWs He OyaeT 4OCTUMHYTO.

4. [na ObICTpOro cpayeaHWs OGaioHa MOBEPHUTE (DUKCUMPYIOLMIA PblYaXXOK B/EBO, OTMyCKas
MOpPLLEHb, 1 BepHUTE 06paTHO. 3aHOBO 3a6/10KUPYITE (PUKCUPYIOLWMIA PbIYaXKOK MPU XXeNaHuu.

5. Vcnonb3oBaHHbIA MPOAYKT Ae3NHDMUMPYITE U YTUAU3UPYIHTE B COOTBETCTBUM C MPUHSATON
MEAMLMHCKON NPaKTUKOM U NPUMEHUMbIMU 3aKOHaMK W npaBuiaMun. MpegHasHavyeHo TO/bKO
[0 0HOPAa30BOr0 UCMO/Mb30BaHUA. He MCnonb3yiTe MNOBTOPHO. [IpOAyKT He MOLNEXMUT
MOBTOPHOW cTepunm3aumm. O3HAKOMbTECh C MHCTPYKLUMUAMU Nepes UCMo/b30BaHUEM.

COBNHOAEHNE COOTBETCTBYROWMNX HOPMATUBOB N TEXHUYECKWMX
CTAHOAPTOB

KomnaHusa Cook Incorporated nponsBoguT BCe MeAULIMHCKME U3AENNsA B COOTBETCTBUMN C
[npekTrBoii No MeguunHckum magenmsam 93/42/EEC. Komnanuna Cook Incorporated npowssogut
BCE MeAMLMHCKME U3[e/IA B COOTBETCTBMM C PernaMeHToM CUCTeMbl KOHTPOS KayecTsa
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YnpaeneHus CLLUA no Hag3opy B cpepe MuLLEeBbIX MPOAYKTOB U /leKapCTBeHHbIX cpefcTs (FDA),
CBog, (hefiepasibHbIX NOCTaHOBMEHMI 21, YyacTb 820, CucTema KoHTpons kadecTsa. Bce
NPOM3BOACTBEHHbIE 0OBEKTLI KOMMaHMN Takxke cepTuduumpoBaHbl cornacHo EN I1ISO 13485 (2012),
CucTemaynpaB/iieHNs KayeCTBOM.

TAPAHTUNHBIE OBA3ATE/ILCTBA

Mpown3soauTenem u3genuin sensetca komnaHua «Kyk Meamkan KOpon J1ta.» / Cook Medical Europe
Ltd., O’Halloran Road, National Technology Park, Limerick, Ireland / NpnaHgns, phone: +353 61
334440, fax:+353 61 334441.

YNO/THOMOYEHHBIM MpPeACTaBUTENEM NPOU3BOAUTENSA HA TEpPPUTOPUI Poccuiickori Penepatmm
ABnseTca 3aKpbIToe akuMoHepHoe 06LecTBO «LLIATM» (3A0 «LLAT )

Poccus, 119002, r. Mocksa, KapmaHuukuia nep. 4.9.o¢wmc 501a.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail: info@schag.ru

"apaHTUW NpoM3BOANTENS B 0653aTENIbHOM NOPSAAKe pacnpoCTPaHATCA Ha KauyeCTBO U3/

CPOKrogHocTtwm

[Jlata OKOHYaHMA CpOKa rOAHOCTY YKaszaHa 3HauKaMy Ha 3TMKeTKe. CpoK FOAHOCTY 0603HaYeH
NHAMKaLMe BPeMEHN U3roToBeHMS ((PabpunyHbIA CUMBON) U [ATOM UCTEYEHMS CPOKa ro4HOCTU
(3Ha4OK NecoYHbIX YacoB). PasHMUa Mexay 06enmmun gataMmn 1 SBASETCS CPOKOM rogHoOCTH. Cpok
rOAHOCTM HabopOB A/1 PaCTUPEHMSA MOYETOYHMKA, YKa3aHHbIX B JaHHOM OTYeTe TEXHUYECKMX
XapaKTepucTuK, coctasnset 3 (Tpn) roga.

CTEPUNUNSALINA

Ha6opbl A1 paCTUPEHNSt MOUYETOUHMKA NMOCTABNIAOTCA CTEPUbHBIMU B YMAKOBKE C OTC/lavBagMoii
MOBEPXHOCTbIO, UCMO/Mb3Ys YTBEPXKAEHHbIA MeTO 06pabOTKM 3TUNEHOM OKCUAA 1S JOCTMXKEHNS
rapaHTVPOBaHHOIO YPOBHS CTepunbHOCTU 10", [aHHble n3aenms npeaHasHaueHbl 41 0HOPa30BOro
npuMeHeHus. OCTaOTCA CTEPUIbHBIMI B 3aKPbITOI 11 HEMOBPEX/AEHHOM ynakoBke. He ncnonbayiite
U3AeNne NpU HaMMYMK NO03PEHNIA Ha HECTEPU/LHOCTb.

MPABVNA XPAHEHUA
Ha6opb| ana pacwnpeHnsa MO4YeTovYHUKa AO/DKHbl XPaHUTbCA B TEMHOM CyXOM MECTE, n3berainte
ONNTENBHOro BO3,CI,€I7ICTBI/IFI CBETa.

MPABVJTA TPAHCIMOPTUNPOBKN

Mpu nepeBo3Ke CreayeT YuuTbiBaTb TWM  MCMOMb3YEMOrO TPAHCMOPTa, MYHKT Ha3HaueHus,
MOCTaBLUMKA, UCMO/b3YEMOr0 /151 NEPEBO3KM, @ TAKXKE YacTOTY M YCNOBUS KaKMX-MGBO Meperpysok,
HEOBXOAMMbIX BO BPEMS TPAaHCTIOPTUPOBKM.

YC/NTOBUA SKCIMNYATALUNN

Habopb! 451 pacLUMPeHns MOYETOUHMKA UCMOMb3YHOTCS B IeYeOHbIX MEAULMHCKMX YUPEXAEHNSIX.
JOCTABKA

Ha6opbl 15 pacLUMPeHnst MOUYETOUHIKA JOCTABSOTCS B OTAE/MbHbIX UHAVBUAYANbHBIX YNAKOBKaX C
VHCTPYKLME N0 UCMONb30BaHUI0. [MoMeLLaoTCs B rod)pOKapTOHHbIE KOPOOKM, Ha KOTOpbIE Mo
6oKam 11 Mo NepUMETPY HaHOCUTCS KOHTPO/bHAs NEHTA.
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WMNNEKT NMOCTABKW

Habopb! gns paclumMpeHns MOYeTOUHMKA MOCTaBNSKOTCA B COCTaBe: KaTeTep 6afnoHHbIN, gnametp 6.0
Fr, AnnHa 65 cM - 1 WT.; 0AHOXOAO0BON KpaHWK - 1 LWT.; YCTPOWCTBO ANA pa:5ayBaHMs - 1 WT. B
VHAVBUAYa/IbHOW YNaKOBKe; MHCTPYKLUMSA MO NPUMEHEHUIO - 1 LT,

TPAHCIMOPTHAA MAPKNPOBKA

MHavBuayanbHble YNakoBKW YKNafblBalOTCA B KOPOOKM M3 ropUpoBaHHOro KapTtoHa. Kopobku
3aK/eMBalOT KOHTPO/IbHOM /IEHTOM C 3aX0A0M Ha OOKOBble CTEHKM WAM MO  MepuMeETpy.
TpaHCNOpPTHasA MapKUPOBKA COAEPXWUT MH(OPMaLMio O pa3mepax KOPOOKW, YHUKasIbHbIA LUTPUX-
KO, 0T, KaTafloXHbI 1 rnobansHbii Homep n3genua (GPN-Global Product Number), konmyecTso

YNakoBOK BHYTPU KOPO6KM, CPOK TOAHOCTM, Norotun komnaHum «Cook Medical», a Takxke
CUMBO/bI:

CMBOJ1 O OEPEXXHOM OTHOLUEHUN

CUMBON «M36€raiTe AnUTeNLHOro NPSIMOro BO3AECTBUS COMHEUHBIX /TyUeit»
- CUMBOJ «XPaHUTb B CYXOM MECTe»

SKCIMNYATALUNOHHbBLIE XAPAKTEPNCTUNKN

N3pennsa ycToiumBbl Npy BUOPaLMOHHbLIX Harpy3kax B gnanasoHe 10-55 'y, amnautyae
nepemetyeHmsa 0,15 mm.

N3penns B TpaHCMOPTHOW YNakKoBKe YCTONYMBbLI NPY BUOPALMOHHBIX Harpyskax B guanasoHe 10-55
"y, amnanTyae nepemetteHms 0,35 MM 1 yaapHbIX Harpy3kax npu nukosom yckopeHun 100 m/ch
(10g) n pnTenbHOCTY yAapHOro YCKopeHus 16 Mc.

WN3genus yctoiumebl Npy Temnepatype ot +32 go +42°C.

3genms B TpaHCNOPTHO YNaKoBKe YCTOMNYMBbLI MPU TeMMePaType TPaHCNOPTUPOBAHNS U XPaHEHNS
oT -50 go +50°C.

MpOYHOCTb COoeAMHEHNS AeTanei kaTeTepa - He MeHee 10 H.

CnocoGHOCTb  PerynMpoBaTh CKOPOCTb MOTOKA - MNPV 3aKPbIBaHUM O[JHOXOZOBOr0  KpaHuKa

NPONCXOANT TMOJSIHOE MNEPEKPbITUE MOTOKa, MNPW OTKPbIBaHUW ABVXKEHME MOTOKa CBO60,£I|H0€, 6e3
YMEHbLUEHNA CKOPOCTW.

MnaBHOCTb Xofa NayHxepa (MOpLUHS) YCTPOieTBa ANs pasayBaHus - X0[, NyHXepa YCTPoicTBa Ans
pa3ayBaHUs NNaBHbI, 663 NPUNOXEHNS AOMOMHUTENLHOFO YCUUS MO BCEI A/IMHE MTYHXepa.

MpoBepka Tuna agantepa Jlyep-J/lok Male - agantep COOTBETCTBYET Kaambpy U sBseTcs
repMeTUYHbIM MPY COEAVHEHUN C 3TaLOHHbIM BUELLMN.M HAaKOHEYHVKOM U MOBEPOYHLIM Kannbpom,
afianTtep cooTeeTcTBYET TUNay/lyep-J/lok Male.

CoBMeCTUMOCTb KaTeTepa C MPOBOAHUKOM - MPOBOAHWMK au/wetpom 0,97 mm (0.038 arolima),
npoxoauT uYepe3 KarteTep 6e3 3acCTpeBaHUS W MPUIOXKEHWUA [OOMNOMHUTENBHOIO YCWUNM KaTeTepa,
COBMECTMM C MPOBOAHNKOM.

Mpw co3gaHun faBneHns B GasNOHHOM KaTeTepe paBHOM 20 atMm. (£10%), pa3pbiBOB M HapyLLUEeHWs
repMeTUYHOCTI He NPOUCXOANT.

N3penus ycToinumnBbl K KOPPO3UMK.

3pnenus He NoABepratoTCcs Pe3koMy M3MEHEHNI0 TeMMNEPaTypbl BHELLIHEN cpefpbl.

CtpaHuua 12 n3 14
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



W3nenns NOCTABNSKOTCS CTEPUMbHBIMM U HE NOAMEXAT NOBTOPHON Ae3NHDEKLMN,
NpeaCTePUNM3aALMOHHON OUMETKE 1 CTEPUNM3ALINNA.

MAPAMETPbI ¥YTTAKOBKW/

KaTtanoxHbIi Homep  BblicoTa, cm LWwnpwnHa, cm Macca, r lMorpeLLHoCTb
AUBS-10-4 95.4 28.1 340.4 +10%
AUBS-4-10 99.5 28 341.8 +10%
AUBS-4-4 95.4 27.6 338.5 +10%
AUBS-4-6 95.4 28 340.6 +10%
AUBS-5-10 95.4 217.8 341.3 +10%
AUBS-5-4 95.1 27.9 339.2 +10%
AUBS-5-6 35 28 338.4 +10%
AUBS-6-10 5.1 28 341.4 +10%
AUBS-6-4 55.6 27.9 339.9 +10%
AUBS-6-6 35 28 339.6 +10%
AUBS-7-10 22.9 6.62 340 +10%
AUBS-7-4 55.2 28 339.8 +10%
AUBS-7-6 55.9 311 341 +10%
MAPKVPOBKA

Habopbl 415 pacluMpeHns MOYeTOYHMKA NOCTaBAATCS B UHAMBUAYa/IbHON YNakoBKe, Ha KOTOPOW
[LO/MKHbI OTCYTCTBOBATb MPU3HAKN MOBPEXAEHUA WM OTKPbITMA. [pyu 06Hapy>keHuu nepernbos,
paspbiBOB U ApYrnx AeeKToB M3fenne Heb3s MCMNosb30BaTb. HefonmyCTUMOCTb MPUMEHEHMS B
C/lyyae HapyLleHUs Lie/IOCTHOCTM NOTPeOMTEeNbCKOW Tapbl.

Ha 3TuKeTKe 13fennsa yKasaHbl CneflytoLye napameTpbi:

- KOMMaHWUA-U3rotoBUTe b 1 NPON3BOACTBEHHDIN aapec;

- Ha3BaHWe n3genus (Toproeas MapKa);

- 3Ha4ok CE-cepTudmkaumm;

- 3HAYOK CTepunmsaumu;

- afpec npeactasutens B EC;

- TOprosas mMapka npounsBoanTeENs;

- jaTa N3roToB/IEHNS;

- pasmepbl;

- 06LLas cxema nsnenus;

- HOMep mapTuu;

- 3Ha40K 0OZIHOPa30BOr0 MUCNONbL30BaHMS;

- NOMeTKa A/151 06paLLeHns K MHCTPYKLUMM NO UCMO/Mb30BaHWUIO;

- CPOK rofiHocCTy;

—3Ha4yoK “OCTOPOXKHO»;

- KaTaJIoXHbI HOMep;

- 3Ha4YOK «bepeyb OT Barn»;

- 3HAYOK «bepeyb OT COMHEYHbIX JTyYeii».

CtpaHuua 13 un3 14
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Ha6op A»coixj AQ Uretaral Dilation
Balloon Catheter Set
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MPABUNA YTUNTN3ALWN OTXOA40B

Mocne 3aBepLUeHVs NpoLeaypbl YCTPOCTBA LO/MKHbI YTUNN3MPOBATLCA COr/IACHO
NHCTUTYLMOHA/TbHBIM PYKOBOACTBaM 15 6100 MUYeCcKMX MeANLMHCKMX OTXOZ0B.

[ns ctpaH EC - B COOTBETCTBUW C PYKOBOAALMMM AOKYMeHTaMn BeemumpHoii OpraHusaumum
3ppaBooxpaHeHuWs. «be3onacHoe ynpas/eHre 0TX04amm B 06/1aCTV 34paBOOXPaHEHNS.

Ana US cTpaH - B cootBeTcTBUM C MuHucTepcTBoM Tpyaa CLUA o besonacHocTv u 'nurueHe Tpyaa
(OSHA)

[na Pocewniickoin defepauyn - B COOTBETCTBUM C HaLMOHa/IbHbIMU TpebosaHuamn. Knacc
0MacHOCTN MeAULIMHCKMX 0TX0A0B; Knacca b.

/nognucaHo/

Kpuc Besepc,
MeHe[Kep oTAena rno ctaHam EC

CrtpaHuua 14 n3 14
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MNepeBog JaHHOIO TeKCcTa chenaH MHOW, nepeBogYymMkoM MameoBbiM Tumypom [>KaBaHWUIMPOBMYE.H

NOANNCH

Poccuiickas depepaymns

Nopop Mocksa

UeTblpHajLaToOro UIOHA Be ThiCAYN CEMHAALATOrO roga
A, MapTbiHoBa HaTauns AHApeeBHa, BPEMEHHO MCMOMHAOLWAA 0053aHHOCTU HOTapuyca

ropoga Mocksbl AkmoBa IMne6a bopucosuya, CBMAeTeNbCTBYH NOAMHHOCTb NOAMUCKH NEepeBoAUMKa
Mawmegosa Tumypa [J>KasaHLINpOBMYa.

Mognuce chenaHa B MOEM MPUCY TCTBUMN.

JInyHocTb noAnucasLlero LOKYMEHT yCTaHOoB/eHa.

3aperncTpuposaHo B peecTpe: No <P'3 /A

B3bIckaHO rocygapcTBeHHON nounuHbICNo Tapudy): 100py6.
YTaueHo :a oKasaHue ycnyr npaBoBOro M TEXHWYECKOro xapakTepa: -zzcz'Py”

FepboBas nevyaTb
HoTapuyca r.Mocksbl

H.A. MapTbIHOoBa
AKnmoBa I.b.

NoANUChH

Bcero npouTypoBaHo, NpPoHY.MepoBaHo
1 CKpenseHo neyaTbid BO  iucT(a)(oB)

BPNO HoTapuyca

noannch

Poccuiickast ®egepavys

['opog Mocksa. 1a. i IQH L7 rona
S Mapruisosa Hatagls ?""pg' 19MBH1HO mcnonHﬂrouf'mVi
AS08N8, canpeollscrato R P Bcero npoLumTo, NpoHyMepoBaHo,
CKpervieHo nevarsto * /nucta(o.)
3apervictpup!
Babiokaro rocNe ait18HTANO{™L (Mo ;a{ BPMO HOTapmyca
YrriadeHo 3a okassime yosyT ™
H MaptbHosa

A
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