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COOK INCORPORATED
750 DANIELS WAY
BLOOMINGTON, IN 47404 USA
PHONE 812.339.2235 TOLLRii: 800.457.4500
WW W .COOKMEDICAL.COM
MEDICAL

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version ofthe Instructions for Use for the “Drainage Catheters in Sets” Submission.

Kris Weathers
Regulatory Affairs Manager
Cook Incorporated

State of Indiana

ss
County of Monroe )
Subscribed and sworn to before me the day pf month Zfi year.

My Commission expires November 30, 2022
Johnathan Liu

JOHNATHAN LIU
Notary Public - Seal
State Of Indiana
Monroe County
My Commission Expires Nov 30. 2022
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INSTRUCTIONS FOR USE
Drainage Catheters in Sets
INTENDED USE

Used to accommodate various urinary drainage procedures (Reference Intended
use/Indications 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
13 Fr Imm
1 Inch 25.4 mm

Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30. UMCS-10-30.
UMCS-12-30. UMCS-14-30. UMCS-16-30)
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The Universa Malecot Drainage Catheter Introductory Set is intended for initial catheter
placement. Each set includes a Malecot drainage catheter, an EchoTip trocar needle, three,
five or six dilators, a curved safety-wire (Safe-T-J) wire guide, a connecting tube with a one-
way stopcock, and a catheter support with cable tie.

The catheters designed with a malecot are manufactured in 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm;
12.0 Fr/4 mm; 14.0 Fr/4.67 mm and 16.0 Fr/5.33 mm. All catheters are manufactured to a
length of 30 centimeters. The distal tip of the catheter is characterized by a Malecot
formation and a closed tip. The malecot is formed approximately 7 to 9 millimeters from the
tapered distal tip of the catheter. The four slits in the malecot measure approximately 15
millimeters in length. The French size of the catheter is stamped on the catheter shaft. The
proximal fitting for this catheter is a Luer lock adapter and cap.

Catalogue Flexible Stylet

Number Inner Diameter Outer Diameter Length
inch/mm inch/mm cm

Tolerance +0.005inch +0.005inch +2 mm

/0.127mm /0.127mm

UMCS-8-30 0.040/1.016 0.053/1.346 33

UMCS-10-30 0.042/1.067 0.066/1.676 34

UMCS-12-30 0.043/1.092 0.092/2.337 34

UMCS-14-30 0.043/1.092 0.115/2.921 33.6

UMCS-16-30 0.043/1.092 0.130/3.302 34

The connecting tube is manufactured in a 14.0 Fr/4.67 mm and measures 30 centimeters. The
connecting tube is designed with a bag connector on the distal end and one-way stopcock on
the proximal end.

Only the UMCS-16-30, has the connecting tube manufactured in diameter of 18.0 Fr/6.0 mm
and measures 30 cm, without a one-way stopcock on the proximal end.

The dilator components are sized ranging from 5.0 Fr/1.67 mm to 16.0 Fr/5.33mm |,
depending upon the set specification and 20 centimeters in length. Based upon the
specifications the set may contain three to six dilators. All dilators are manufactured with the
dilator French size marked on the dilator shaft.

The trocar needle is manufactured in an 18G/1.25mm (£0.05 mm) size, measures 20
centimeters and is supplied wih a stylet. The trocar needle is designed with an Echotip for
enhanced visualization during ultrasound and is characterized by dimpling along the distal
shaft of the needle.

Thbe wire guide (Safe-T-J) has a 0.038 inch//0.97 mm diameter and a length of 100
centimeters. The distal tip of the wire is characterized by a flexible 3 millimeter curve radius.
The wire guide is supplied with an inserter.

Only the UMCS-8-30 has the wire guide manufactured in diameter of 0.035 inches /0.89 mm
and measures 80 cm.
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param eters TOr Retention Disk:

Diameters: A- 1.574 inch/39.98 mm (£0.005 inch/ 0.127 mm); B - 0.400 inch/10.16 mm
(20.010 inch/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).

O
(o)
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Parameters ofBas Connector:
Length; A - 1.580 inch/40.132 mm (£0.010 inch/0.254 mm); B - 1.21 inch/30.734 mm
(x0.005 inch/0.127mm); C - 0.125 inch/3.175 mm (£0.005 inch/0.127mm);

Diameter; D - 0.640inch/16.256 mm (£0.005 inch/0.127mm); E - 0.39 inch/9.906 mm
(20.005 inch/0.127mm); F - 0.358 inch/9.093 mm (x0.005 inch/0.127mm).
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Parameters of Trocar Cannula and Stylet:

C- Outer diameter 0.0515 - 0.0535 inch/ 1.3081 - 1.3589 mm (+0.005 inch/0.127mm);
Inner diameter of trocar stylet hub - 0.040 inch/1.016 mm (£0.005 inch/0.127mm);
Diameter of cannula hub: inner - 0.0415-0.0425 inch/1.054 - 1.079 mm (+0.005
inch/0.127mm); outer -0.0515 -0.0525 inch/1.3081-1.3335 mm (+0.005 inch/0.127mm).
Bevel angle - 22 °.

TROCAR STYLET

nr

TROCAR POINT —

BLUNTTIP CANNULA

UZPf

BLL'NTTIPON CANNULA 1 7

*A" UINibILW LENGTH m

Parameters of EchoTip for Trocar Needle:

ATmm + 2mm

Parameters ofLuer-Lock (FLLA) for: UMCS-8-30. UMCS-10-30:
Diameters: D - 0.210 inch/5.334mm (£0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm

(20.002 inch/0.051mm);

Lengths: 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).
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Order Number “A” “B”

0.090 inch/2.286mm 0.775 inch/19.685mm
UMCS-8-30 +0.002 inch/0.051mm  +0.002 inch/0.051 mm
0.090 inch/2.286mm 0.775 inch/19.685mm

UMCS-10-30 10,002 inch/0.051mm  +0.002 inch/0.051 mm

Parameters ofLuer-Lock (FLLA) for UMCS-12-30:

PVl

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

Diameters: A - 0.344inch/8.738 mm (+0.005 inch/0.127mm); B - 0.134 inch/3.404 mm
(x0.002 inch/0.051 mm); C-0.210 inch/5.334 mm (+0.005 inch/0.127mm);

Length: D - 0.312 inch/7.925mm (+0.005 inch/0.127mm); E - 0.28 linch/7.137mm (x0.005
inch/0.127mm); F-0.750 inch/19.05 mm (+£0.010 inch/0.254mm); G - 0.172 inch/ 4.369mm

(£0.005 inch/0.127mm).
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Length: B - 0.446 inch/11.325 mm (£0.005 inch/0.127mm); C - 0.096 inch/2.438 mm
(£0.005 inch/0.127mm); E - 0.490 inch/12.446 mm (+0.005 inch/0.127mm); F - 0.406
inch/10.312 mm (+0.005 inch/0.127mm); G - 0.312 inch/7.925 mm (£0.005 inch/0.127mm);
H - 0.187 inch/4.75 mm (x0.005 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);

Angle D - 5%

Diameters: A - 0.125 inch/3.175 mm (x0.002 inch/0.051mm); M - 0.257 inch/6.528 mm
(£0.005 inch/0.127mm); N - 0.313/7.950 mm(0.005 inch/0.127mm).
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Parameters ofLuer-Lock fFLLA) for UMCS-16-30:

Diameters: A-0.150 inch/3.81 mm (£0.005 inch/0.127mm); B -0.339 inch/8.611 mm
(£0.005 inch/0.127mm); C - 0.300 inch/7.62 mm (+£0.005 inch/0.127mm); D - 0.312
inch/7.925 mm (+0.005 inch/0.127mm); E - 0.402 inch/10.211 mm (+0.005 inch/0.127mm);
F - 0.550 inch/13.97 mm (+0.015 inch/0.381 mm);

Length: G- 1.010 inch/25.654 mm (£0.010 inch/0.254 mm); H - 0.300 inch/7.62 mm
(20.005 inch/0.127mm); K - 0.304 inch/7.722 mm (£0.005 inch/0.127mm); L - 0.406
inch/10.312 mm (£0.005 inch/0.127mm); M -0.375 inch/9.525 mm (£0.005 inch/0.127mm);
N - 0.125 inch/3.175 mm (£0.005 inch/0.127mm); O - 0.437 inch/11.099 mm (x0.005
inch/0.127mm).
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Parameters of Cap for UMCS-8-30: UMCS-10-30: UMCS-12-30:

Diameter: B - 0.345 inch/8.763mm (£0.01 inch/0.254 mm);
Length: C - 0.490 inch/ 12.446 mm (+0.010 inch/0.254 mm).

B A
I» t
Order Number Diameter “A”
UMCS-8-30 0.120/3.048mm (£0.005 inch/0.127mm)
UMCS-10-30 0.136/3.454mm (+0.005 inch/0.127mm)
UMCS-12-30 0.162/4.115mm (+0.005 inch/0.127mm)
Parameters of Cap for UMCS-14-30:

Diameters: A - 0.192 inch/4.877 mm (£0.005 inch/0.127mm); B - 0.437 inch/11.099 mm (+
0.005 - 0.010 inch/0.127 - 0.254 mm);
Length C - 0.555 inch/14.097 mm (0.010 inch/0.254 mm).
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Parameters of Cap for UMCS-16-30:

Diameter A - 0.217 inch/5.512 mm (x0.005 inch/0.127mm); B - 0.550 inch/13.97 mm
(x£0.015inch/0.3 8L mm);

Length: C - 0.325 inch/8.255 mm (+0.005 inch/0.127mm); D - 0.335 inch/8.509mm); E -
0.495 inch/12.573 mm (+0.010 inch/0.254 mm).

f

4
Catalogue Catheter
Number Diameter Length Comments
Fr/mm cm
Tolerance 10% 10%

UMCS-8-30  8.0/2.67 30 3 dilators: 6 Fr/2mm; 8 Fr/2.67mm; 10 Fr/3.33mm, 20 cm
4 dilators: 6 Fr/2mm; 8 Fr/2.67mm; 10 Fr/3.33mm;

UMCS-10-30 10.0/3.33 30 12Fr/4mm, 20 cm

5 dilators: 6 Fr/2mm; 8 Fr/2.67mm; 10 Fr/3.33mm;

12Fr/Amm;14 Fr/4.67 mm, 20 cm

6 dilators: 6 Fr/2mm; 8 Fr/2.67mm; 10 Fr/3.33mm;

12Fr/4Amm;14 Fr/4.67 mm; 16 Fr/5.33mm, 20 cm

7 dilators: 6 Fr/2mm:; 8 Fr/2.67mm; 10 Fr/3.33mm;

12Fr/4Amm;14 Fr/4.67 mm; 16 Fr/5.33mm, 20 cm

UMCS-12-30  12.0/4.0 30
UMCS-14-30 14.0/4.67 30

UMCS-16-30 16.0/5.33 30
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<;trength 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%;

Strength characteristics of the stylet:
Bond strength of components - not less than 15 N

Strength characteristics of the connecting tube:
Bond strength of components - not less than 15 N;

Strength characteristics of the wire guide:
Bond strength of wire guide core with sheath and sheath with safety wire - not less than 10ON;

Strength characteristics of the dilator:
Bond strength of components - not less than 15 N;

Strength characteristics of the Trocar needle:
Bond strength of hub and needle - not less than 44 N;

Strength characteristics of the one-way stopcock:
Force at break - not less than 50N,;

Strength characteristics of the retention disk:
Force at break - not less than 40N;

MATERIALS

Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30. UMCS-10-30,
UMCS-12-30. UMCS-14-30. UMCS-16-30)

Device Material Name Patient Contacting
Component
Catheter Polyurethane #21381 - Grey Direct Contact

Grey Colorants:
Barium Sulfate
Titanium Dioxide
Carbon Black

Markings:
Ink Type P Red Ne 71590

Connecting Cap:
Polyamide-6 # 40340

Catheter Adapter:
Polyamide-6 #40340
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Material Name Patient Contacting
Component

Stylet Polyurethane #20060 - Dark Grey Direct Contact
Dark Grey Colorants:
Titanium Dioxide
Carbon Black
Stearic Acid

Connecting Cap:
Polyamide-6 # 40340

Stylet Adapter:
Acetal #80010

Dilators Vinyl Radiopaque #11131 - Grey Direct Contact
Grey Colorants:
Barium Sulfate
Acetyl Tributyl Citrate
Epoxidized Soybean Oil
Acrylic Processing Aid
Polyamide
Organo Zinc Salt
Fatty Acid
FDA Pigment Package

Markings:
Ink Type PG #70570
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Material Name Patient Contacting

Trocar Needle Cannula: Direct Contact
Stainless Steel AlSI 304
C-Max 0,08
Cr-18-20
Fe-66,345 - 74
Mn-Max 2
Ni-8 - 10,5
P-Max 0,045
S-Max 0,03
Cu-Max 1

Cannula Hub:
Polypropylene # 9003-07-0
Pink Colorants:

Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

Needle Stylet:

Stainless Steel AlISI 304
C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

Stylet Hub:

Polypropylene # 9003-07-0
Pink Colorants:

Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Qil

Product Protector:
Polypropylene #30070
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Material Name Patient Contacting
AMmponent

Connecting Non-Radiopaque Vinyl #11150 Indirect Contact
Tube Connecting Tube Adapter:

Acetal #80010-W hite

White Colorants:

One Way Stopcock:
Polycarbonate # 80020
Blue Colorant: PR-149

Wire Guide Stainless Steel AlISI 304 Direct Contact
C-Max 0,08
Cr-18 -20
Fe-66,345 - 74
Mn-Max 2
Ni-8 - 10,5
P-Max 0,045
S-Max 0,03
Cu-Max 1

Wire Guide Coating:
PTFE DuPont Teflon 850G-204
Inserter:
Acetal # 80010
Cl Pigment Red 207
Retention Disc  Silicone Dow #94-599K Indirect Contact
Colorants:
Dimethyl
Methylvinyl Siloxane
Trimethylsilyl treated Silica
Hexamethyldisilazane reaction with Silica
Pull Tie:
Nylon 6.6
Carbon Black #1333-86-4

Packaging materials for Universa Malecot Drainage Catheter Introductory Set LLIMC8-8-30.
UMCS-10-30. UMCS-12-30. UMCS-14-30. UMCS-ie-SO)

Component Material Name Patient Contacting

Packaging Backing-TYVEK: 1073B/I109P No Contact
Face Material - Nylon BON

PACKAGING INFORMATION

Surface density from 50 to 80 ( 2)g/m2

Tensile strength - Tensile strength not less than 0.4 kN/m

Strength of the welded joint - Strength of the weld at least 0.12 MPa
Width of welded joint - Width of adhesive layer not less than 8 mm

This device is supplied directly in primary packaging.
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R omance characteristics

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

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

Universa Drainage Catheter Sets are stable at temperatures in the range of +32 to + 42 ° C.

Universa Drainage Catheter Sets, in packaging are stable at a transportation and storage
temperature in the in the range of-50 to + 50 ° C.

Universa Drainage Catheter Sets are resistant to corrosion.

Universa Drainage Catheter Sets are stable under sudden changes in temperature.

Universa Drainage Catheter Sets are supplied in sterile packages, do not attempt to clean,
disinfect or re-sterilize.

INTENDED USE/INDICATION FOR USE;

Universa Malecot Praware Catheter Introductory Set (UMCS-8-30, UMCS-10-30.
UMCS-12-30. UMCS-14-30. UMCS-16-30) - The Universa Malecot Drainage Catheter Set
is intended to provide percutaneous urine drainage from the genitourinary system.

CONTRAINDICATIONS:

» Acute urethritis

» Acute prostatitis

* Acute cystitis

* Untreated urinary tract infections

POTENTIAL ADVERSE EVENTS:

Patient discomfort
Pain

Bleeding

Bladder irritation
Fever

Infection
Hematuria

Sepsis

Nephrocolic fistula
Peritonitis
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:from the insertion site
Occlusion
Dislodgement

COMPLICATIONS:

Tissue trauma

AV fistula

Bowel or organ injury
Pneumothorax

Renal pelvis, bladder, or colon injury (perforation)
Catheter-related infections
Mucosal abrasion

Scar formation
Hypotension.
Pseudoaneurysm

Urinary leakage
Avrterial-calyceal fistula

INSTRUCTIONS FOR USE

Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30. UMCS-10-30,
UMCS-12-30. UMCS-14-30. UMCS-16-301-

1
2.

11.
12.

Identify and anesthetize the skin site overlying the collecting system/bladder.
Under fluoroscopy or ultrasound, used standard percutaneous technique to place a
wire guide into the collecting system/bladder. Confirm placement via free flow of
urine.

To facilitate passage of the catheter, dilate the musculofascial tract using dilators in
sequence from smallest to largest.

Advance the straightening stylet into the catheter and secure with the Luer lock to
close the Malecot wings.

Place the stylet/catheter assembly over the external end of the wire guide and advance
it into the collecting system/bladder.

Confirm catheter position via fluoroscopy or ultrasound.

Unlock the stylet, gently twist, and remove the stylet from the catheter to open the
Malecot wings.

Hold the catheter securely in position and remove the wire guide.

Confirm catheter position via fluoroscopy or ultrasound.

. Use the retention disc to secure the catheter to the skin; secure the catheter to the disc

with the plastic tie.
Apply tape, suture and dressing as needed.
Retain the individually packaged, flexible stylet for catheter removal.
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COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Cook Incorporated manufactures 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 1SO 13485 (2003/2012) Quality Management
System.

WARRANTY

Manufcatured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone; +812 339 2235, fax: +800 554 8335. Authorized representative on the territory of the
Russian Federation is ZAO SCHAG”

Russia, 119002, Moscow, Karmanitzky per. 9, Office 501a.
Tel.+ 7 (459) 956-13-09;

Fax+ 7 (495) 956-1310;

e-mail: info@schag.ru

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.

Universa Drainage Catheter Sets have a three (3) year shelf life.
STORAGE RULES

Universa Drainage Catheter Sets should be stored in a dark, dry, cool place; avoid extended
exposure to light.

TRANSPORTATION RULES

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

USAGE CONDITIONS
Universa Drainage Catheter Sets are used in the patient care medical institutions.
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physicians trained and experienced in performing percutaneous / suprapubic manipulations.
Standard methods for placement of catheters with small / loop / balloon eatheters should be
used.

REPAIR/MAINTENANCE

Universa Drainage Catheter Sets are intended for single use only. Do not attempt to repair or
carry out maintenance.

DELIVERY DETAILS

Universa Drainage Catheter Sets are supplied in individual packaging together with
instruction for use. Individual packages are put in the corrugated board boxes. Boxes are
being taped with the control tape to cover the sides or along the perimeter.

SUPPLY DETAILS

Universa Drainage Catheter Sets are supplied as follows:

Universa Malecot Drainage Catheter Introductory Set:

UMCS-8-30: catheter - 1p.; dilators - 3 p.; troear needle - 1p.; wire guide - 1p.; conneeting
tube with one way stop-cock - 1p.; retention disk with pull tie - 1p. in individual packaging;
instructions for use - 1p.

UMCS-10-30: catheter - 1 p.; dilators - 4 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube with one way stop-cock - 1 p.; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

UMCS-12-30: catheter - 1 p.; dilators - 5 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube with one way stop-cock - 1p.; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

UMCS-14-30: catheter - 1 p.; dilators - 6 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube with one way stop-cock -1 p .; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

UMCS-16-30: catheter - 1 p.; dilators - 7 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube- 1 p.; retention disk with pull tie - 1p. in individual packaging; instructions
foruse - 1p.

TRANSPORTATION LABELLING

Universa Drainage Catheter Sets are supplied in the individual packages which are placed in
corrugated boxes with sealed with control tape. Transport boxes show the following

information: dimensions of the box, unique bar-code, Cook Medical logo and the following
symbols:
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* - symbol for "Temperature limitation’

I - symbol for "Keep dry”

PACKAGING PARAMETERES

RPN Height, cm Width, cm Weight, g
Tolerance +10% +10% +10%
UMCS-8-30 204 67.5 256
UMCS-10-30 204 67.5 260.5
UMCS-12-30 204 67.5 269
UMCS-14-30 204 67.5 280.5
UMCS-16-30 204 67.5 304.5

PACKAGING AND LABELLING

Universa Drainage Catheter Sets are supplied in the individual packaging, which should show
no signs of damage or opening. Upon detecting the bends, breaks and other defects the device
cannot be used.

The label of the device shows the following device parameters:

- company-manufacturer 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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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.

Regulatory Affairs Manager Date
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MepeBOf C aHTMIACKOTO A3blKa Ha PYCCKUIA A3bIK

CEKPETAPb WTAT
WTAT AHOWAHA

KoHHU JToycoH
CekpeTapb wrTaTa

ANOCTUND
(FTaarckas KoHBeHuusa oT 5 okTa6psa 1961 ropga)

1 CtpaHa: COEQVWHEHHbBIE WTATbl AMEPWKN

JaHHbIA NyBANYHBLIA LOKYMEHT
2 6bln nognucaH: fxoHaTtaH Jlbto

3 BbICTynawWmMmM B Ka4ecTBe: Ny6AMYHOTO HOTapuyca OT UMEHW M NO NOPYYEHUID OKpyra
MoOHpoO
4 HOCMWT nevyaTb: NMYy6AMYHOTO HOTApMyca OT MMEHN U MO NOPYYeHUto WTaTa

3aBepeHo

5 BT WuanaHanonuc, MHamnaHa
6 nBajuatb geBAaToe mapta 2018 r.
7 CekpeTtapem WTaTta NHAnaHa
8 3a Homepom: Ne A2018-0329093902
9 TMevaTb: MeyaTb WTata NHgnaHa
10 Mopnuck: (KOHHWM NToycoH, cekpeTapb wTaTta MHAMaHa)

JeinctButenbHbie ¢ 1 mada 2003 roga, Bce anoctunu CekpeTapa wTrata MHAMaHA

LOMKHBI MMETb 3/1EKTPOHHYIO NeyaTb.
[JOKyMeHT 6bln npocmoTpeH 17 mapTta 2012 r.
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I Ha doupmenHom 6nanke COOK

CEPTUNPUNKALIMOHHOE 3AABJIEHVE

Kak oTBeTcTBeHHbI# npepctaButens Cook Incorporated, HacToAwuM A NoATBepxAalo,
4YTO npunaraemblii OOKYMEHT fABAAeTCA akTya/lbHOW BepcuUeiln  UHCTPYKUUM o
MPUMEHEHUIO MO 3aaBKe «KaTeTepbl ApeHaxHble B Habopax».

[Moanwuce/
Kpuc Besepc
MeHefxep no Bonpocam perncrpayuu
Cook Incorporated

Wrat MHanaHa
Okpyr MoHpo

MoanncaHo n 3aBepeHo B MoeM npucytcteun 23 maprta 2018 roga.
Mou nonHomouuna mctekatoT 30 HoAbGpa 2022 r.

Moanuck/ AxoHaTaH Jlbio

[xoHaTaH Jflblo

My6nunyHbIli HoTapuyc, WTat NHanaHa

Okpyr MoHpo

CpoK peicTBus mMoel NuLeH3nn nuctekaeT
30 HoAbpsA 2022 roga
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WHCTPYKLMS MO NMPUMEHEHUIO
KaTeTepbl peHaXKHble B Habopax

HA3SHAYEHWE

MpUMeHAIOTCA  AN8  YPECKOXXHOro APeHMpOBaHWsS MOYENonoBOi cucTembl (06paTUTeCh K
LleNeBOMY Ha3HAYEHWIO B MHCTPYKLUU ANS YTOUHEHUS).

MPEAYTIPEXXOEHWE: ®epepanbHoe 3akoHoAaTenbcTBO CLUA paspeluaeT npogaxy
3TOW NPOAYKLUN TONIbKO MEANLMHCKUM paboTHMKaM WUaKn Mo nx 3akasy (Mav no 3akasy
NPaKTUKYIOLMX Bpayeil C COOTBETCTBYIOLLEN NNLEH3NEN).

OMMCAHWME U3OENNA

EanHuubl npeo6pasosaHune
IFr 1/3Mm
1 groiim 25,4 MM

Ha6op Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30, UMCS-10-30,
UMCS-12-30. UMCS-14-30. UMCS-16-30)

Ha6op Universa Malecot Drainage Catheter Introductory Set npejgHasHayeH AN MePBUYHOTO
pasMelleHns KateTepa. B Kaxpablii Habop BXOAAT ApPeHaXHbIi KaTeTep ManekogpoakapHas
urna EchoTip, nNATb WK WECTb pacliMpuUTeneit, M30rHyTbil CTPAXOBOYHbIA NpoBOAHUK (Safe-T-
J), ABa rMbGKMX cTuneta, coeguHnTeNbHasa Tpybka ¢ OAHOXOLOBLIM KPaHUKOM U (PUKCUPYIOLLUIA

AWCK C BbITAXHbIM LLUHYPOM.
KateTepbl Maneko BbIMonHeHbl gnametpom 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4.0 mm;

14.0 Fr/4.67 mm n 16.0 Fr/5.33 mm. Bce kaTeTepbl umetoT ganHy 30 cM. [uUCTanbHble KOHLbI
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BCeX KaTeTepoB UMelOT paewwnpeHne Maneko, KOHel, KaTeTepa 3akpblT. PacwupeHune Masneko
pacnonaraetca B 7-9 MM OT KOHYCOBMAHOIO AMCTa/fibHOro KOHLA Katetepa. PacliupeHue
Maneko BbIMOMIHEHO YeTbipbMA Npopesamu, Kaxgas 15 mm B AnvHy. [nameTp KateTtepa no
Wwkane Llapbep HaHeeeH Ha CTepXeHb wu3genusa. T[1poKcMManbHbIM  (UTUHT  KaTeTepa
npeaetaBnset coboit agantep Tuna Luer-loek n coeANHNTENbHbIA KOMNa4oK.

KaTanoxXHsbli Mmbknii ctunet

HOMep BHyTpeHHUI anameTp BHewHwnii gnametp OnnHa,
Aoim/mm Awoim/mm cMm

|'|0rpe|_u|.|oc-|-b +0.005at0ima +0.005a101iMa +2 MM

/1.027MMm /1.027mm

UMCS-8-30 0.040/1.016 0.053/1.346 33

UMCS-10-30 0.042/1.067 0.066/1.676 34

UMCS-12-30 0.043/1.092 0.092/2.337 34

UMCS-14-30 0.043/1.092 0.115/2.921 33.6

UMCS-16-30 0.043/1.092 0.130/3.302 34

CoeanHUTeNnbHas Tpy6ka BbliMonHeHa auametpoMm 14.0 Fr/4.67 mm u ganHoi 30 cm. Ha
AUCTANbHOM KOHLe COeIMHUTE/IbHOM TPYOKM MeeTCa pa3beM ANA MeLwKa, a Ha NPOKCUManbHOM
— 0HOX0J0BOW KpaHUK.

Pacwnputenu BbiNofHeHbl AnameTtpomM oT 5.0 Fr/1.67 mm o 16.0 Fr/5.33MM B 3aBUCMMOCTU OT
mMoaudukaumm Habopa v gnavHoi 20 cM. B 3aBUCMMOCTM OT MpefHasHayeHus Habopa B
KOMMN/eKTe MOXeT ObiTb OT Tpex [0 LWecTU pacwnpuTenei. Bce pacwwuputenu
M3roTaBnMBalOTCA C YKasaHveM fuameTpa no wkane Lapbep Ha CTEpXXHe paewunpuTens.

Tonbko ana UMCS-16-30, coeguHuTenbHas Tpyboka BbinosHeHa gna.metpom 18.0 Fr/6.0 mm u
AnnHow 30 cm, 6e3 04HOXO0L0BOM0 KpaHWKa Ha NPOKCUMaibHOM KOHLe.

TpoakapHas wurna BbiMOAHeHbl agnametpom 18.0 G/1.25 mm (£0.05 mm) u agnuvHoi 20 cwm.
TpoakapHas urna nocTaBnsalOTCA B C60pKe €O CTUNETOM. [NS yNyylleHHON BUAUMOCTU UT/bl Ha
Avcnnee ynbTpasByKOBOro CKaHepa Ha KOHLE ee MpeaycMoTpeHa KOHCTpykuua Echotip— pag
yrny6neHunii B4Ob AUCTaNbHON YacTU CTEPXKHA UTIbl.

MposogHuk (Safe-T-J) BbinonHeH guameTtpom 0.038 pawiima/0.97 mMm w gavHoi 100 cwm.
[ncTanbHbIN KOHEL, NPOBOAHUKA MMeeT rmokKoe 3akpyrineHue paguycom 3 MMm. Ons yao6ctea
BBeJEeHMA MPOBOAHUKA B KOMMEKT BXOAUT MHCEPTEP.

Tonbko gnd UMCS-8-30, npoBoAHMK BbiNOHEH gnametpom 0,0354t01Mmal/0,89 MM 1 ganHoi 80
CM.

dUKCUPYOLWNIA ANCK UMEET B LIEHTPe BXOAHOE OTBEPCTME, B KOTOPOE BCTaBNsETCA KaTeTep ANs
ero ¢ukcauuu Ha Tene nauueHta. [uameTp oTBepcTMs No wkane Lllapbep HaHeceH Ha
pafnanbHOM y4yacTKe BXOAHOrO OTBEPCTUA. YCTPOWCTBO M3rOTOBAEHO TakMM 06paToM, YTOObI
COOTBETCTBOBATb KaTeTepy OMpPefeseHHOro fuameTpa.  BbITSXXHOW LWHYp, BXOAAWMA B
KOMMN/EKT, NPeAoCTaBNseTCca B KayecTBe (prkcaTtopa — C ero MOMOLLbI0 BBEAEHHbIV KaTeTep
KpenuTcs K ANCKY.

NapameTpbl NHCEPTEPa;

D - 151 aioinmal 26,7 mm (20,01 groiima/ 0,254 mm); B - 0,302 atoitma/ 7,67 MM
(£0, 005 groinmal/ 0,127 mm); G - 0,125 grorimal 3,175 mm (0, 005 groinmal/ 0,127 mm);
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BHewHune guametpol; F - 0,133 pgroinmal/ 3,378 mm (x0, 005 aworima/ 0,127 mm); E - 0,125
atovimal/ 3,175 mm (20, 005 atoimmal/ 0,127 mm); Yron C - 8°17'; A - 0,025 groiima/ 0,635 Mm
(20,002 grointmal/ 0,05MMm).

t.fse

[NapameTpbl OAHOXOLOBOIO KpaHuKa:

OnvHa «A» - 1,594 groinmal 40,49 mm (+0,005 grorimal 0,127 mm);
CoeguHeHune JTiosp-Jlok «Male»:

BHyTpeHHUIH anameTtp «B» - 0,098 awoiimal 2,49 mm (20,005 aroinmal/ 0,127 mm);
CoeanHeHue J1toap-J1ok «Femalex;

BHyTpeHHWI anameTtp «C» - 0,169 awoiimal 4,3 mm (0,005 aroitma/ 0,127 mm);
BbicoTa kpaHuka « D »- 0.709 grotima/18.001mm (0,005 arorimal/ 0,127 Mm).

PyKosTKa KpaHuka

CoeaunHeHune Noap-/Tok «Female» CoepfimHeHune Jloap-Jlok «Male»

MapaMeTpb! (PUKCUPYIOLLIETO AMCKa:

OvameTtpbl: A - 1,574 groiima/39,98 mm (+0,005 grorimal/ 0,127 mm); B - 0,400 gtoiima/10,16 mm
(20,010 groitmal/0,254 mm);

C - TonwwmHa gucka 0,065 groiima/l,651 mm (+0,010 groiimal/0,254 mMm);

D - WwupuHa HOXKKM gucka 0,080 groinmal/ 2,032 mm (£0,010 atoiima/0,254 mm);

E - BbicoTa HOXKM aucka 0,280 atoitmal/7,112 mm (£0,010 atoiima/0,254 mm).

t-C
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MapaMeTpbl KOHHEKTOPA COeANHUTE/BHOA TPYOKU:

Onvubl: A - 1.580 atoiima/40.132 mm (£0.010 aroinmal/0.254 mm); B - 1.21 aroiimayY30.734 mm
(x0.005 groitmal/0,127mm); C - 0.125 groinmal/3.175 mm (+0.005 aroiima/0,127mm);

Ovametpa: D - 0.6404t01imMa/16.256 mm (x£0.005 atorima/0,127mm); E - 0.39 atoiima/9.906 mMm
(x0.005 grointmal/0,127mm); F - 0.358 atoiima/9.093 mm (+0.005 grointmal/0,127mm).

A
e—— B —_—
f ] 7,L,,,,,,,,““” R.031 ‘
L e e —— - —=—=—— ]
45’ f

MapaMeTpbl KaHION U CTUNeTa TPOAKapHOW Urbl:
C —sHewHun gnametp 0.0515 - 0.0535 groimal/ 1.3081 —1.3589 mm (+0.005 aroinmal/0,127mm);
BHYTpeHHWIA guameTp BTYNKM TpoakapHoro ctuneta - 0.040 aroiima/1.016 mm (+0.005

atonmal0,127mm);
[nameTp KaHONM UINbl: BHYTpeHHWI - 0.0415-0.0425 grolima/1.054 - 1.079 mm (£0.005
Aaonmal0,127mm); BHewHMi - 0.0515 - 0.0525 groinmal1.3081-1.3335 mm (+0.005
Atomal/0,127mm).
Yron ckoca- 22 °.
TpoakapHsblil cTunet
TpoakapHblii cpes
U 21-Scmt»
TpoakapHas urna
I KaHtonsa urnel i
5 W

LCW -

MUHUMYM
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MapameTpbl KOHCTPYKWLW EchoTip Ans TpoakapHOI Ubl:

MapameTpbl aganTepa JTrosp-/lok FLLA gna UMCS-8-30, UMCS-10-30:

Onametpbl: D - 0,210 groiima/5,334mm (£0.002 aroima/0,051mm); E - 0,344 grolima/ 8,738Mm
(x0.002 groinmal/0,051mm);

Onunbl: F - 0,172 proinmal 4,369mm (£0.002 groinmal/0,051mm); G - 0,281pat0rimal/7,137mMm
(x0.002 groiimal/0,051mm); H - 0,312 atoiima/7,925mm (£0.002 atoitmal/0,051mm).

KaTanoxHbIn «pn g g
HOMep
UMCS-8-30 0.090 aroinmva/2.286Mm 0.775 proiima/19.685MMm 0.062 gtorima/1.575MmM
(£0.002 aroiima/0.051mm)  (+0.002 groiima/0.051mm)  (+0.002 Aroiima/0.051mm)
UMCS-10-30 0.090 atoiima/2.286MM 0.775 atoiima/19.685Mm 0.062 groiima/1.575mMm

(+0.002 groiima/0.051mm)  (£0.002 groiima/0.051mm)  (+0.002 Aroiima/0.051 Mm)

MapameTpbl aganTepa Sloap-Jlok FLLA ana UMCS-14-30:

Onunbl: B - 0.446 groiima/l1.325 mm  (£0.005 arorimal/0,127mm); C - 0.096 atoiima/2.438 MM
(x0.005 pgroinmal/0,127mm); E - 0.490 pworimal/l2.446 mm (+0.005 atoiimal0,127mm); F - 0.406
agoinma/l0.312 mm  (+0.005 pgroinmal/0,127mm); G - 0.312 poimal/7.925 mm (£0.005
awoinmal/0,127mm);  H - 0.187 paroinma/4.75 mm (£0.005 pgroiima/0,127mm); K - 0.457
porimal/l11.608 mm (+0.005 proiimal0,127mm); L - 0.960 pgroinma/24.384 mm (£0.010
atonmal0.254mm);

Yron D - 5°;

OunameTtpbl: A - 0.125 atoiima/3.175 mm (£0.002 groiima/0.051mm); M - 0.257 atolima/6.528 mm
(x0.005 groiimal0,127mm); N - 0.313/7.950 mm (£0.005 groitma/0,127mm).

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



MapameTpbl aganTepa JTtoay-Jlok FLLA gna UMCS-16-30:

OunameTpbl; A - 0.150 atoitma/3.81 mm (+0.005 atoiimal/0,127mm); B - 0.339 groitma/8.611 mm
(x0.005 groitmal/0,127mm); C - 0.300 groiimal7.62 mm (£0.005 atoiima/0,127mm); D - 0.312
atoimal7.925 mm (£0.005 aroiimal0,127mm); E - 0.402 aroiima/10.211 mm (£0.005
awoiima/0,127mm); F- 0.550 aronma/13.97 mm (x0.015 aroiima/0.381 Mm);

Onunbl: G - 1.010 atoiima/25.654 mm (£0.010 groima/0.254 mm); H - 0.300 atolima/7.62 Mm
(x0.005 groinmal/0,127mm); K - 0.304 aroimal/7.722 mm (£0.005 groinmal/0,127mm); L - 0.406
aoinmal/10.312 mm (£0.005 groinmal/0,127mm); M - 0.375 atoiima/9.525 mm (£0.005
atoinmal0,127mm); N - 0.125 aroiima/3.175 mm (£0.005 atoiima/0,127mm); O - 0.437
aroinmal/l11.099 mm (£0.005 atoiimal/0,127mm).

MapameTpbl coeanHUTENBLHOrO Konnavka ana UMCS-8-30; UMCS-10-30: UMCS-12-30:

Onametp: B - 0,345 groiima/8,763mm (0,01 aroitmal0,254mm);
Onuna: C- 0,490 atoitmal/ 12,446 mm (£0,010 groimal/0,254Mm).
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KaTanoxHbli [nametp “A”
HoMep

UMCS-8-30 0.120 proiima/3.048 mm (£0.005 groiimal0,127mm)
UMCS-10-30 0.136 proima/ 3.454 mm (£0.005 groiimal0,127mm)
UMCS-12-30 0.162 groiimal/4.115 mm (£0.005 grorimal/0,127mm)

MapameTpbl coeaMHMTENLHOrO Konnavka ana UMCS-14-30:

OvnameTtpbl: A -0.192 awoiima/4.877 mm (£0.005 groiimal/0,127mm); B - 0.437 grorima/11.099
MM (+ 0.005 - 0.010 grorima/0.127 - 0.254 mm);

Onuna C - 0.555 aroinma/14.097 mm (0.010 arorima/0.254 Mm).

MapaMeTpPb! COEAMHUTENBHOrO KoNnayka coeanHUTeNbHON TPYyoKM ana UMCS-16-30:
Ovavetp A - 0.217 groiimal/5.512 mm (£0.005 aroiima/0.127mm); B - 0.550 groiimal/13.97 mm
(x0.015at01ima/0.381 MMm);

Onunbl: C - 0.325 atoitmal/8.255 mm (£0.005 groiimal/0.127mm); D - 0.335 grorima/8.509mm); E -
0.495 proiima/12.573 mm (£0.010 atoiima/0.254 mm).
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Karetep

KaTanoXHbli
HoMep Ovametp  OnvHa MprmeyaHums
Frimm CcM
lMorpeLuHocTb 10% 10%

3 paclumpuTens guametpamu 6 Pr/2vm; 8 Pr/2.67mm; 10
Fr/3.33mm 1 gnnHoii 20 cm
4 pacwwmputens auameTpamu 6 Pr/2mm; 8 Pr/2.67mm; 10
UMCS-10-30  10.0/3.33 0 Fr333um ; 12Pr/4mm 1 gniHoit 20 cm
30 5 pacwwupuTenein guametpamu 6 Pr/2vmm; 8 Pr/2.67mm; 10
Fr/3.33mm ; 12Pr/4mm ;14 Fr/4.67 mm 1 gnvHoi 20 cm
6 pacwwmpwuTeneli gnametpamu 6 Pr/i2mm; 8 Pr/2.67mm; 10
UMCS-14-30 14.0/4.67 30 Fr/3.33mm ; 12Pr/4Amm ;14 Fr/4.67 mm ;16 Pr/5.33mm 1
AnvHoii 20 cm
7 pacwwpwuTeneli guameTpamu 6 Pr/2mm; 8 Pr/2.67vm; 10
UMCS-16-30 16,0/5.33 30 Fr/3.33mm ; 12Pr/4mm ;14 Fr/4.67 mm ;16 Fr/3.33mm ;18
Fr/6mm v gnnHoii 20 cm

UMCS-8-30  8.0/2.67 30

UMCS-12-30 12.0/4.0

MPOYHOCTHbIE XapaKTepPUCTUKM KaTeTepa:
IMpPOYHOCTb COEANHEHNS COCTABHbIX YacTel - He meHee 15 H;
YcnoBHasa NpPOYHOCTb MPU pacTaXeHun - He meHee 8,1 MIa/ 8.1H/mMm™;

OTHOCUTENBbHOE YANIMHEHWE NPU paspbiBe - He meHee 150%;

MpOYHOETHbIE XapaKTePUCTUKK CTUeTa:
MPOYHOCTb COEANHEHNS COCTaBHbIX YacTel - He MeHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COeAUHUTENbHON TPYOKN:
MpoYHOEeTb COEAMHEHMA COCTaBHbIX YacTel - He meHee 15 H.

MpPOYHOCTHbIE XapaKTEPUCTUKM NMPOBOAHUKA:
MpPOYHOCTb Y3/10B COEAMHEHUS SAPaA MPOBOAHMNKA C 060/I0UYKOI U COeAUHEHNS 060NOYKN C

npeLoXpaHnTeNIbHOW NPOBONIOKON - He MeHee 10 H.

[MPOYHOCTHLIE XapaKTEPUCTUKM pacLUnpuUTens:
MPOYHOCTb COEANHEHMNA COETaBHbIX YacTel - He meHee 15 H.
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MPOYHOCTHbIE XapakTepucTukn Urnbl TpoakapHOIi:
MPOYHOCTb COEANHEHNSA TOMOBKM U TPYOKM UMbl - He meHee 44 H.

MPOYHOCTHbIe XapakKTepncTnkn KpaHnka o4HOX040BOrO:
Ycunue Ha usfiom - He meHee 50 H.

[MpOYHOCTHbIE XapakTePUCTUKN DPUKCUPYIOLLEro gMcKa:
Ycunve Ha u3nom - He meHee 40 H.

MATEPWANbI

Hab6op Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30. UMCS-10-30.

UMCS-12-30. UMCS-14-30. UMCS-16-30)

KomnoHeHT HassaHuve matepuana naLmeHTa

KOHTaKT ¢ opraH1u3mom

Katetep Tpybka KateTepa: MpsMONi KOHTaKT

MonnypeTtaH cepblil No21381
COBOKYMHOCTb KpacuTeneii:
Barium Sulfate

Titanium Dioxide

Carbon Black

Ha BbIxofe LBeT - Ccepblil.

MapkupoBKa Kartetepa:
Ink Type P Red Ne71590

CoefiMHMTENbHBIV KONAYoK KaTeTepa:
Monnamuna-6 Ne40340

AjanTep Kartetepa:
Monnamuna-6 Ne40340

Crunet Tpy6bKa KateTepa: MpsSMOIA KOHTaKT

MonuypetaH

TeMHO-cepblii Ne20060
COBOKYMHOCTb KpacuTeneii:
Titanium Dioxide

Carbon Black

Stearic Acid

Ha BbIxofe LiBeT - TeMHO-CepbIN.

CoefMHMTENbHBIA KOMNa4voK CTueTa:
Monvamma-6 Ne 40340

ApanTep cTuneta:
Auetanb Ne 80010
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KOMMOHEHT HasBaHue mMaTeprana KOHTaKT ¢ opraH13mom
P navyeHTa
PaciumpnTens Tpy6Ka paclumpuTens; MpSIMOIA KOHTaKT

BWHWN peHTreHOKOHTpacTHbIA Ne 11131
COBOKYMHOCTb KpacuTeseii:
Barium Sulfate

Acetyl Tributyl Citrate
Epoxidized Soybean Oil
Acrylic Processing Aid
Polyamide

Organo Zinc Salt

Fatty Acid

FDA Pigment Package

Ha BbIxofe LBeT - cepbli.

MapknpoBKa pacLumpuTens:
Ink Type PGNe 70570
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KOHTaKT C opraHM3Mom
nauveHTa
TpoakapHas urna  KaHona urnbl: MpsMOI KOHTaKT

HeprkasetoLas ctans AlSI 304

C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cn-Max 1

KomnoHeHT HasBaHue matepurana

BTynka kaHoNM Urnbl:
MonunponuneH Ne 9003-07-0
Kpacutenb po3osoro:
Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

CTunet urnbl:

Hep>xasetowas ctans AlSI 304
C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

BTynka ctunera:
Monunponwuned Ne 9003-07-0
Kpacutenb po3oBoro:
Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

3aLLMTHBIA YEXON UIb:
MonunponuneH Ne30070

CoeguHutenbHas  Tpybka: OnocpefoBaHHbIN
Tpy6Ka BWHWN HepeHTreHOKOHTpacTHbIA Ne11150 KOHTaKT
AgzanTep CoegVHUTENBHON TPYOKU:
AueTtans Natural Ne80010

OfHOX00BOIA KpaHWK:

Monukap6oHaT Ne 80020
Kpacutenb cuHero: PR-149
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KOHTaKT C opraHnsmom
nauveHTa
MpoBogHWK Hepxxasetowwan ctans A1SI 304 MpsiMOli KOHTaKT

C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8- 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

KoMMOoHeHT HassaHue matepuana

MoKpbITHE NPOBOAHMKA:
PTFE DuPont Teflon 850G-204

WHcepTep:

Auetans Ne 80010

Cl Pigment Red 207
PUKCUPYIOLLINIA CunukoH Ne Dow 94-599 OnocpefoBaHHbIiA
ONCK COBOKYMHOCTb KpacuTeneii: KOHTaKT

Dimethyl

Methylvinyl Siloxane

Trimethylsilyl treated Silica

Hexamethyldisilazane reaction with Silica

BbITAXHOW LUHYpP AncKa:
HelinoH 6.6
UepHbiii yrnepog Ne 1333-86-4

MHgneugyanbHaa ynakoska LLUMC3-B-30, UMCS-10-30. UMCS-12-30. UMCS-14-30. UMCS-

KomnoHeHT HasBaHve maTepuana KOHTaKT ¢ nauneHTom

YnakoBka BymaxkHas yacTb - MeguLMHCKaa 6ymara HeT KOHTakKTa
TYVEK: 1073B/109P
MneHoYHas yacTb - HennoH BON

CEERH/HA B YTAKCRHE

lMoBepxHOCTHasA NAOTHOCTL OT 50 fo 80 (£2) r/|v|2

MpPOYHOCTb NpY pacTsXKeHUn - NMPOYHOCTL Ha pacTaXeHne He meHee 0,4 KH/m
lMpoyHOCTL CBapHOro LWBa - [MPOYHOCTL CBApHOro LWBa He MeHee 0,12 MIla
LnpnHa ceapHoOro wea - LLlnpuHa Kieesoro cnos He MeHee 8 Mm

MepBUYHas ynakoBKa SBNseTCA eANHCTBEHHOIA.

W3genns ycToiiumBbl NpU BMOPaALMOHHbIX HAarpy3kax B gnanasoHe 10-55 'y, amnautyge
nepemeweHns 0,15 mm.

N3penus B TPaHCMOPTHOM yNakoBKe YCTONYMBbLI NPU BUBPALMOHHBIX Harpy3kax B AnanasoHe

10-55 Iy, amnautyge nepemeweHma 0,35 MM U yaapHbIX Harpyskax npyv NMKOBOM YCKOpPeHUN
100 m/c” (10g) 1 [NMTEeNbHOCTU YAAPHOTO YCKOpPeHUsa 16 mc.
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W3pgenunsa yctoinumsbl npu Temnepatype ot +32 go +42°C.

N3penva B TpaHCNOPTHOW YNakoBKe YCTONUYMBLI NpY TeMnepaType TPAHCMNOPTUPOBaHUA 1
xpaHeHus ot -50 go +50°C.

N3penus He nNofBepratTCs pe3KOMy U3MEHEHUIO TeMMEPATypbl BHELLHeW Cpeabl.

N3penms NocTaBnAOTCA CTEPUNbHBIMU U HE MOANEXAT NOBTOPHOW Ae3UHDEKL MK,
npeAcTePUIN3aLMOHHON OUMCTKe U CTEPUAN3ALUN.

LENEBOE HASHAUYEHUWE/MOKA3AHWA K MPUMEHEHWIO

Hab6op Universa Malecot Drainage Catheter Introductory Set (UMCS-8-30. UMCS-10-30,
UMCS-12-30. UMCS-14-30, UMCS-16-30) - Ha6op Universa Malecot Drainage Catheter Set
npefgHasHayeH A4na o6ecnevyeHns YpecKoXXHOro OTTOKa MOYU U3 MOYENOIOBOIN CUCTEMBI.

MPOTNBOMOKA3AHNA

o OcTpblii ypeTput

* OcTpblli NpocTaTuT

o OcCTpblii UUCTUT

* HeBbileYeHHbIe MH(EKLMN MOYEBLIBOAATLUX NyTei

MOTEHUWMANIBHBIE MOBOYHBLIE S®PEKTHI

HenpuATHble OWYLEeHNs y naymeHTa
bonb

KpoBoTeyeHue

PasgpaxeHne MO4YeBOro nysblips
Nlnxopagka

NHpekuns

"'ematypus

Cencuc

HedpokopanbHblil cBULY,
MepnuTOHUT

YTeuka U3 mecTa BBefleHUs
OkKno3ua

CwmelleHune KaTeTepa

OCJTOXHEHWA

» TpaBMma TKaHel

* ApTepunoBeHo3Hasa umcTyna

* TpaBma M0OYeBOro Mys3bipa WaK LPYroro opraHa

* [lHeBMOTOpakKc

* [loBpexaeHre NoYeyHOW IOXaHKN, MOYEBOro Ny3bips TONCTOM KULWKKU (Nepopawuus)
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* KateTep-accoummpoBaHHas UHMeKL S
o T[loBpexXAeHns CAN3NCTON 060104KK

» O6pasoBaHue LWpaMmoB/py6LOB

o TluenoHedput

* [vnoTteHsus.

* [lceBfoaHeBpU3M

» ApTepuanbHO-KanbLMeBnaHas gpucTtyna
e [logTekaHne mMoum

MHCTPYKUWNA no NCTTOJIb3OBAHNIO

Ha6op Universa Malecot Drainage Catheter Introductory Set fUMCS-8-30. UMCS-10-30,
UMCS-12-30. UMCS-14-30. UMCS-16-30)

1. OnpegennTte HYXHbI Y4yaCTOK KOXW Haf YalweyHo-/10XaHOYHOW CUCTEMON wIn
MOYEBbIM My3blpem. BbINoMHNUTE aHECTE3NIO.

2. lop KOHTPO/IEM PEHTreHOCKONMWW WAW  yNbTpasBykKa C MOMOLLbK  CTaHZapTHOM
UPEeCKOXHOW TeXHWKW [JOoCTyna pa3MecTuTe NMPOBOAHUK BHYTPU MOYEBOr0 My3bIps UM
YalleyHOo-10XaHOYHOW cucTeMbl. CBOGOAHbLIA OTTOK MOYM MOATBEPAUT MPaBUIbHOCTb
pasMeLleHuns.

3. [Ona obperyeHns MNPOXOXAEHWUA KaTeTepa, MblleYyHO-(acumanbHblii TPakKT MOXHO
paclpuTb C MOMOLLbI CNeunanbHblX paclupuTenein, MNPUMEHAs WX B MOPALKe
yBENNYEeHNs anameTpa.

4. Beegute TUNET B KaTeTep W 3akpenuTte ero npu nomowm dgukcatopa Luer Lock Tak,
4TOObI KPbI/bILWKK pacwpeHns Maneko 6bi1n nepekpbIThl.

5. PasmecTtute cOOpKYy cTuneTa W KaTeTepa MOBEPX BHELIHero KOHLA MNPOBOAHMKA U
BBEAMTE MX B YaLLlEYHO-/I0XaHOUYHYI0 CUCTEMY UM MOYEBOM My3bIpb.

6. lNoaTBepauTe MONOXKEHWe KaTeTepa Mpy MOMOLLW YNbTPa3BYKOBOr0 CKaHWPOBAHUA WK
PEHTreHOCKOMuM.

7. OTcoefuHUTE (UTUHI CTU/eTa, OCTOPOXXHO MOBEPHUTE ero W W3BNEeKUTe CTUMeT u3
KaTeTepa Tak, 4ToObl Pa3b/fioKMpOBaTb KPbIMbIWKK pacimpeHns Marneko.

8. Y[epxuBas KateTep Ha MecTe, U3BJIEKUTE NMPOBOAHUK.

9. TlloaTteepauTe MONOXKEHWe KaTeTepa Mpy MOMOLLM YNbTPA3BYKOBOI0 CKaHUPOBAHWA WU
PEHTreHocKonuu.

10. Mpun NoMoLWM (OUKCMPYIOLLLETrO ANCKA MPUKPENUTE KaTeTEP K KOXE; KaTeTep 3aKpenuTe K
AVCKY MPU NOMOLLM BbIATXXHOTO LUHYpa.

. Mpun HeobxoLMMOCTM BOCMOMb3YNTECh NNACTbIPEM, HAaN0XUTe LWBbl WM  NOBA3KY
(nocTaBnAOTCA OTAENBHO).

12. CoxpaHuTe OTAEeNbHO YNaKOBaHHbIN TMOKWUIA CTUNET ANS N3B/IEYEHUS KaTeTepa.

%WI—MMMW

KomnaHua Cook Incorporated msrotaBnmBaeT BCce MeAWMUWHCKWE W3AeNns B COOTBETCTBUMU C
OVPEKTUBON 0 MefMLMHCKMX ycTpoincTBax 93/42/EEC.

KomnaHua Cook Incorporated n3rotaBnvMBaeT Bce MeAWLMHCKUE WN3AeNUA B COOTBETCTBUMN C
HOpMaTMBaMW AfA CACTEM KauyecTBa, NMPUHATLIMWU YNpaBfeHWeM N0 KOHTPOJI Haj MULLEBbLIMU
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NPoAyKTaMu W fiekapcTBeHHbIMK npenapatamun CLUA (FDA) — pokymeHTom 21 CFR uvacTb
820, «<HopmaTuBbl 415 CUCTEM KayecTBa».

Bce 06bekTbl komnaHuu Cook Takxke cepTuduumMpoBaHbl no 1ISO 13485 (2003/2012) CucTeMbl
ynpasneHns Ka4eCTBOM.

FAPAHTWHSE CBSBATEECTBA

MpounssoanTenem usgenuii sasnsetca KomnaHusa «Kyk WHkopnopaiiteg» / Cook Incorporated,
750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
Y NONHOMOYEHHbIM MpeAcTaBMTeIeM MPOU3BOAUTENA Ha TeppuTopumn Poccuiickoin depepaunu
ABNSETCA 3aKpbiTOE aKUMOHepHOe 06w ecTBo 2LLUAT » (SA0 «LUAT »)

Poccus, 119002, r.Mocksa, KapmaHuukuii nep. 4.9, opuc 501a.
Ten. (459) 956-13-09;
dakc (495) 956-1310;
e-mail: info@schag.ru

CPCKroaHocTH

CpoK roAHOCTM YyKa3aH CMMBOMaMW Ha YynakoBke. CpOK rOAHOCTW onpejenserca [aTow
N3roToBfeHns (CMMBON 3aBofa) M AaTON UCTeUYeHUs CpoKa rogHOCTU (CMMBOJT NECOYHbIX 4acoB).
PasHuua ABYX AaT v onpefensieT CPOK XpaHeHus.

KaTeTepbl gpeHaXKHble B Habopax MMelT CPOK XpaHeHus 3 (Tpu) roja.

CTEPNIUNSAMNA

KomnaHusa Cook Incorporated cTepunnsyet ycTpoOiCTBa C NOMOLLbIO MPOLWIEALWero Baangauunto
MeTofa C npumMeHeHuem 3atuneHokcmpa (90) fo ypoBHA cTepunbHocTM SAL 10-6. Metog
cTepmnunsaymm ¢ nomowbio 30 6bin BbIGpaH ANA 3TUX YCTPOMCTB, NMOCKONbKY OH 3P(eKTUBEH U
He MeHsAeT PU3NYECKNX CBOMCTB YCTPOMCTB. [pouecc cTepunmsaumnm 3TUIeHOKCULOM onucaH B
WHCTPYKUMN cUCTeMbl KayecTBa KomnaHuum Cook Incorporated QSP18 (Ctepunusauuns), wu
komnaHunsa Cook Incorporated cepTuduumnposaHa B cootseTcTBumn ¢ 1ISO 13485:2003 1 EN ISO
11135-1:2007.

MPABUNA XPAHEHUA

KaTteTepbl ApeHaxHble B Habopax CMeAyeT XpaHUTb B TEMHOM, CYXOM, NPOX1afHOM MeCTe U He
nozBepraTb BO3AeCTBUIO CBETA.

MPABVIATPAHT CPTVRCEBV

Mpy nepeBo3Ke ClefyeT Y4uuTbiBaTb TUM WCMOMb3YEMOr0 TPaHCMOPTa, MYHKT Ha3HauyeHus,
nocTaBLiMKa, WCNOMb3YeMOro AN MNepeBO3KM, a TakKXe 4acToTy U YCNOBUS KaKux-nn6o
rneperpy3ok, He06X0AMMbIX BO BPEMS TPAHCMOPTUPOBKM.

YTTB/HIKOTYAIA

KaTteTepbl apeHaxHble B Habopax UCMOMb3YHTCS B IeUEOHbIX MEANLMHCKNX YUPEXAEHNSX.

[OTEH VAFB-BETOTPERNTE U
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KateTepbl [peHaXxHble B Habopax npeAHa3HauyeHbl ANs  WCNONb30BaHWA BO  BpeMs
YPONOrnyecknx npoueayp Bpayamu, 06y4YeHHbIMU W ONbITHBIMU B MPOBEAEHUM YPECKOXKHbIX /
APEHAXHbIX MaHUNynauuidi. CnefyeT NPUMEHNATb CTaHAAPTHbIE METOAbI Pa3MELLEHUS KaTETEPOB.

PEMOHT MKAUTMNHIKOIO N3AEJTNA

KaTeTepr OPEHaXXHbIE B Ha60an ABNAKOTCA U3gennamm 0aHOpa3oBOro MCMNoNb30BaHUA
TEXHNYECKOMY 06Cﬂy)KI/IBaHI/HO N PEMOHTY HeE noanexar.

OOCTABKA

KaTeTepbl ApeHaXHble B Habopax [JOCTaBASKOTCS B OTAENbHbIX WHAMBUAYANIbHbIX YNaKOBKax C
WHCTPYKUME/ MO MCNonb3oBaHWIO. MoMeLanTcs B roPppoKapTOHHbIE KOPOOKK, Ha KOTOpble MO
6oKam Mnu Mo NepumMeTpy HaHOCUTCS KOHTPO/NbHAs NeHTa.

KOMITTEKT NMOCTABKW

KaTteTepbl peHaXKHble B Habopax MOCTaBNSOTCS B CNeAYOLEM COCTaBE:

Ha6op Universa Malecot Drainage Catheter Introductory Set:

UMCS-8-30: kaTteTep - 1 wWT.; pacwmputenn - 3 WT.; TpoakapHaa urna- 1 wr.; npoBogHUK - 1
WT.; CTWNeT - 2 WT.; TpybKa coefuMHUTENbHad C OA4HOXOLOBbIM KpaHWKOM - 1 wr,
(PMKCUPYIOLNIA AUCK C BbITSXKHBIM LIHYPOM - 1 WIT. B MHAMBUAYANbHON YyNaKOBKe; NHCTPYKLUS
Nno NpUMeHeHuto - 1 wr.

UMCS-10-30: kateTtep - 1WT.; pacwumputenu - 4 WT.; TpoakapHad urna- 1wWT.; NPOBOAHMK - 1
WT.; CTWNeT - 2 wWrt.; TpybkKa coeguMHWUTeNbHas C OQHOXOAOBbIM KpaHUKOM - 1 wrt,;
(DMKCMPYIOLWNIA ANCK C BbITSXKHBIM LUHYPOM - 1 WT. B MHAMBUAYANbHON YNaKOBKe; UHCTPYKLMUSA
no NpUMeHeHuo - 1 Wr.

UMCS-12-30: kaTeTep - 1wWT.; paclwumpuTtenn - 5 WT.; TpoakapHas mrna - 11WT.; NpoBOgHUK - 1
WwT.; cTtuner - 2 wrt.; TpybKa CcoefMHUTENbHAd C OLHOXOLOBbIM KpaHWKOM - 1 wr,
(DMKCUPYIOLWMNIA AUCK C BbITSXXHBIM WHYPOM - 1 WT. B UHANBUAYANbHOW YNaKOBKE; MHCTPYKLNS
no NpMMeHeHuto - 1w,

UMCS-14-30: katetep - 1wWT.; paclumpuTenu - 6 WT.; TpoakapHaa urna - 1wr.; NPOBOAHUK - 1
WT.; CcTWnet - 2 wWwT.; TpybkKa coefuMHUTeNbHas C OAHOXOLOBbIM KpaHMKoM - 1 wrt,;
(DUKCUPYIOLLNIA AUCK C BbITSXHBIM WHYPOM - 1 WT. B UHAUBUAYA/IbHOW YNaKOBKe; UHCTPYKLUA
no NpuMeHeHuto - 1w,

UMCS-16-30: katetep - 1wWT.; paclumpuTenu - 7 WT.; TpoakapHad urna - 1wr.; NPOBOAHUK - 1
WT.; CTUNeT - 2 WT.; Tpybka coeguHuTenbHas - 1 WT.; QUKCUPYIOWMNIA AUCK C BbITSXHbIM
WHYPOM - 1WT. B UHANBUAYASIbHOW YNaKOBKe; UHCTPYKLUSA MO NMPUMEHEHNIO - 1 WT.

TPAHCMNOPTHAA MAPKNPOBKA

NHavBuayanbHble YyNakoBKW YKNafblBalOTCA B KOPOO6KM M3 ro)pupoBaHHOr0 KapToHa. Kopobku
3aKn1enBalOT KOHTPO/IbHON J/IEHTOW C 3aX040M Ha OGOKOBble CTEHKM WX N0 NepuMeTpy.
TpaHcnopTHas MapKUpOBKa COLEPXWUT WHGpoOpMauuio 0 pas3mepax KOPOOKW, YHWMKA/bHbIN
WTPUX-KOL, NOT, KaTaNoXHblii 1 rnobanbHbii Homep mn3genns (GPN-Global Product Number),
KO/INYEeCTBO YNakKOBOK BHYTPM KOPOOKM, CPOK FOAHOCTW, norotun KomnaHun «Cook Medical»,
a TaKXe CYMBOJIbI:

f - CUMBOJ1 O 6epe)KHOM OTHOLLEeHNN

I - CUMBOJ1 «TEMMNEPATYPHOE OrpaHnYeHne»
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CUMBOJT «XPaHNTb B CyXOM MECTE»

MAPAMETPbI ¥YNAKOBKW

KaTtanoxHblii Homep BbicoTa, cm LWnpuHa, cm Macca, r
MorpeLHocTb +10% +10% +10%
UMCS-8-30 20,4 67,5 256
UMCS-10-30 20,4 67,5 260,5
UMCS-12-30 20,4 67,5 269
UMCS-14-30 20,4 67,5 280,5
UMCS-16-30 20,4 67,5 304,5
MAPKNPOBKA

KaTteTepbl ApeHaXHble B Habopax MOCTaBAATCA B UHAUBMAYaANbHOW YNakOBKe, KOTOpas npu
OTKPbIBAHWM [O/MKHa ObiTb 6€3 MPU3HAKOB MNOBPEXAeHMs. HefonycTMMOCTb MPUMMEHEHUS B
cny4yae HapyLeHUs LenoCTHOCTM NOTPeOUTENbCKONM Tapbl.

Ha aTukeTKe yCTPOCTBA JO/MKHbI ObITb YKa3aHbl CefytoLL e napameTpbi:

— HauMMeHOBaHMe N agpec KOMNaHUM-N3roToBUTENS;

— agpec npeacrtasutens B EC;

— MapKMpOBKa «TOMbKO AN CMELMNanNCTOB»;

— Ha3BaHWe MeULMHCKOro YCTPOICTBa;

— HOMep feTanu no Karanory;

— CepuitHbIi HoMep (HoMep mapTun);

— napameTpsbl 1 06Was cxema yCTPONCTBA,;

— CUMBO/, YKa3sbiBawO Wit Ha cepTugmnkauunto CE;

— CUMBON CTepuUnn3aLnm;

— CMMBO/1 NPUTOAHOCTM K MOBTOPHOMY MCMOJIb30BAHUIO;

— [aTta U3roToB/eHNS;

— CUMBON, Mpeaynpexaawlnin o HeobXxoaMmMocTM mn3beratb BO3AEWCTBUA COMTHEYHOIO
CBeTa,;

— CUMBO/ XpaHEeHUs B CyXOM MECTE;

— WTPUXKOA,;

— CPOK XpaHeHus;

— CUMBON «06pPaTUTECH K MHCTPYKLUKN MO MPUMEHEHUIO;

— cuMBON-NpegynpexaeHve «BHUMaHue, 06paTUTECh K MHCTPYKLMMW NO NMPUMEHEHUIO»
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MPABUNA YTUNNSALNA

Mocne 3aBepLIeHMs MPoLeAypPbl YCTPOCTBA AOMKHbI YTUAN3NPOBATHLCS COFACHO
WHCTUTYLMOHANIbHbIM PYKOBOACTBAM AN GMONOTUYECKUX MEANLMUHCKAX OTXO/0B.

Ons ctpaH EC - B COOTBETCTBMM C PYKOBOAALLMMY LOKYMeHTamu BcemupHoin OpraHumsauum
34paBo0OXpaHeHus.

Ona US cTtpaH - B cooTBeTcTBUM ¢ MuHunctepcteom Tpyga CLUA o besonacHocTu n M'nrueHe
Tpyna (OSHA)

[na Poecunitekoih depepaunn - B COOTBETCTBUN C HaLMOHaNbHbIMK TpeboBaHMAMK. Knacc
0NacHOCTU MeAULMHCKUX OTX0A0B: Knacca b.

/Mognuck/
CneymanncT nNo Bonpocam perynnpoBaHus [Jara
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MepeBof, [aHHOrO TeKCTa GAenaH MHOM, NepeBoaunKoM AcTBaUaTypsH Meopriiem
KoHcTaHTUHOB/UeM. TpeGoBaHWA K TEKCTY nepesofa (MakcMabHasi TOYHOCTh, MPamMoTHOE

n3no>keHne) ILC nasbAcHeHb!

Poccuitickasa degepayms

"opoa MockBa

[eBATHagUaToro anpens ABe TbiCAYN BOCEMHA

A, [Mectpeuosa TaTbAHa AHApPeeBHa, HOTapuyc Tropo
NOA/IMHHOCTbL NognucuK nepesofunka ActeauatypsaH Meoprua KoHe

Mognuch cenaHa B MOEM MPUCYTCTBUMN.
JInYyHOCTb NoANMCaBLLIEr0 AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 73/218-H/77-2018- ~

B3biCKkaHO rocygapCcTBeHHOI nownuHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr npaBoBOro M TEXHWYECKOro xapakrepa: —py6. —Kon.

[MEYATDb 04N (A1) YecTpeuosa

Bcero  npoLlwHypoBaHo, MPOHYMEPOBAHO
Poccuiickas $eBBpBLYA CKpenneHo neyatblo
l'opoe Mod'Ba nucra\os

MeATHeoUaTT 4 A [OKTLLMO Memsiaauiriiora o HoTapuyc:

o

MPOHYMEepPOBaHO 1 CKPEN/IEHO
neyarbo

JINCTOB.
Horapuyc
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COOK INCORPORATED

750 DANIELS WAY

BLOOMINGTON, IN 47404 USA

PHONE 812.339.2235 toufxee: 800.457.4500
WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As aresponsible representative of Cook Incorporated, I confirm this is an accurate
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COOK*

(MEDICAL

INSTRUCTIONS FOR USE

Drainage Catheters in Sets
INTENDED USE

Used to accommodate various urinary drainage procedures (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
13 Fr 1 mm
1Inch 25.4 mm

Universa Malecot Drainage Catheter Exchan2e Set (UMC-8-30. UMC-10-30, UMC-12-
30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30)

The Universa Malecot Drainage Catheter Exchange Set is intended for catheter exchange.
Each set includes a Malecot drainage catheter, a connecting tube. And two stylets.
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This catheter is manufactured in 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4 mm; 14.0
Fr/4.67 mm; 16.0 Fr/5.33 mm; 18.0 Fr/6.0 mm; 20.0 Fr/6.67 mm; 22.0 Fr/7.33mm and 24.0
Fr/8.0 mm diameter and a length of 30 centimeters. The distal tip of the catheter is
characterized by a malecot formation and a closed distal tip. The malecot is formed
approximately 7 to 9 millimeters from the tapered distal tip of the catheter. The four slits in
the malecot measure approximately 14.0, 15.5 or 21.5 millimeters in length, as specified.
The French size of the catheter is stamped on the catheter shaft. The proximal fitting for this
catheter is a Luer lock adapter and cap.

The connecting tube for catheters diameter 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4.0 mm
and 14.0 Fr/4.67MM is manufactured in a diameter of 14.0 Fr/4.67mm and measures 30 cm.
The connecting tube is designed with a bag connector on the distal end and one-way stopcock
on the proximal end.

The connecting tube for catheters diameter 16.0 Fr/5.33 mm; 18.0 Fr/6.0 mm; 20.0 Fr/6.67
mm; 22.0 Fr/7.33mm and 24.0 Fr/8.0 mm is manufactured in a diameter of 18.0 Fr/6.0 mm
and measures 30 cm. The connecting tube is designed with a bag connector on the distal end
and without a one-way stopcock on the proximal end.

Connection to the catheter with a larger diameter can be fixed with a one-way stopcock that
has a Luer Lock type adapter.

Catalogue Flexible Stylet
Number Inner Diameter hmer Diameter Length
inch/mm inch/mm cm
Tolerance +0.005inch +0.005inch +2mm
/0.127mm /0.127mm
UMC-8-30 0.040/1.016 0.053/1.346 33
UMC-10-30 0.042/1.067 0.066/1.676 34
UMC-12-30 0.043/1.092 0.092/2.337 34
UMC-14-30 0.043/1.092 0.115/2.921 33.6
UMC-16-30 0.043/1.092 0.130/3.302 34
UMC-18-30 0.043/1.092 0.130/3.302 34
UMC-20-30 0.060/1.524 0.158/4.013 34
UMC-22-30 0.060/1.524 0.158/4.013 34
UMC-24-30 0.100/2.540 0.210/5.334 34
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The following figure provides an image of the malecot distal tip formation of the Universa
Drainage Catheter Sets.

Parameters for Stopcock:

Length «A» - 1.594 inch/ 40.49 mm (£0.005 inch/ 0.127 mm);

«Male» Luer-Lock connection:

Inner diameter «B» - 0.098 inch/ 2.49 mm (£0.005 inch/ 0.127 mm);
«Female» Luer-Lock connection:

Inner diameter «C» - 0.169 inch/ 4.3 mm (+0.005 inch/ 0.127 mm);
Height of handle «D» - 0.709 inch/18.001mm (x0.005 inch/ 0.127 mm).

c

FEMAI£ LUER LOCK FITHMC MALE LUER LOCK ITTTIV5

Parameters of Baz Connector:
Length: A - 1.580 inch/40.132 mm (£0.010 inch/0.254 mm); B - 1.21 inch/30.734 mm
(20.005 inch/0.127mm); C - 0.125 inch/3.175 mm (£0.005 inch/0.127mm);

Diameter: D - 0.640inch/16.256 mm (+£0.005 inch/0.127mm); E - 0.39 inch/9.906 mm
(£0.005 inch/0.127mm); F - 0.358 inch/9.093 mm (+0.005 inch/0.127mm).
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Parameters of Cap UMC-8-30: UMC-10-30: UMC-12-30:
Diameter: B - 0.345 inch/8.763mm (£0.01 inch/0.254 mm);
Length: C - 0.490 inch/ 12.446 mm (+£0.010 inch/0.254 mm).
B J A
7
-45*0-Q
Order Nmnber Diameter “A”
UMC-8-30 0.120/3.048mm (+0.005 inch/0.127mm)
UMC-10-30 0.136/3.454mm (+0.005 inch/0.127mm)
UMC-12-30 0.162/4.115mm (£0.005 inch/0.127mm)
Parameters of Cap UMC-14-30:

Diameters: A -0.192 inch/4.877 mm (£0.005 inch/0.127mm); B - 0.437 inch/11.099 mm (+
0.005 - 0.010 inch/0.127 - 0.254 mm);

Length C - 0.555 inch/14.097 mm (0.010 inch/0.254 mm).
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Parameters of Connectins Tube Cap for UMC-16-30: UMC-18-30: UMC-20-30: UMC-22-
30: UMC-24-30:

Diameter A - 0.217 inch/5.512 mm (x0.005 inch/0.127mm); B - 0.550 inch/13.97 mm
(x0.015inch/0.381mm);

Length: C - 0.325 inch/8.255 mm (+0.005 inch/0.127mm); D - 0.335 inch/8.509mm); E -
0.495 inch/12.573 mm (+0.010 inch/0.254 mm).

C

N
7 D
Order Number Diameter “A”
UMC-16-30 0.217/ 5.512mm (+0.005 inch/0.127mm)
UMC-18-30 0.243/ 6.172mm (£0.005 inch/0.127mm)
UMC-20-30 0.270/ 6.858mm (+0.005 inch/0.127mm)
UMC-22-30 0.295/7.493mm (+0.005 inch/0.127mm)
UMC-24-30 0.320/8.128mm (+0.005 inch/0.127mm)

Parameters ofLuer-Lock (FLLA) for: UMC-8-30, UMC-10-30:
Diameters: D - 0.210 inch/5.334mm (£0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm
(x0.002 inch/0.051mm);

Lengths: 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).
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| L
Order “A” “B” “c”
Number

0.090 inch/2.286mm 0.775 inch/19.685mm 0.062 inch/1.575mm
UMC-8-30 0002 inch/0.051mm  +0.002 inch/0.05Imm  +0.002 inch/0.05mm
UMC-10-30 0.090 inch/2.286mm 0.775 inch/19.685mm 0.062 inch/1.575mm

+0.002 inch/0.051mm +0.002 inch/0.051 mm +0.002 inch/0.051mm
Parameters ofLuer-Lock I'HLLA) for UMC-12-30:
Diameters: A - 0.344inch/8.738 mm (+0.005 inch/0.127mm); B - 0.134 inch/3.404 mm
(x0.002 inch/0.051 mm); C - 0.210 inch/5.334 mm (+0.005 inch/0.127mm);
Length: D - 0.312 inch/7.925mm (£0.005 inch/0.127mm); E - 0.281linch/7.137mm (+0.005

inch/0.127mm); F - 0.750 inch/19.05 mm (+0.010 inch/0.254mm); G - 0.172 inch/ 4.369mm
(x0.005 inch/0.127mm).

-45%

—1 G
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Parameters of Luer-Lock (FLLA) for UMC-14-30:

Length: B - 0.446 inch/11.325 mm (x0.005 inch/0.127mm); C - 0.096 inch/2.438 mm
(£0.005 inch/0.127mm); E - 0.490 inch/12.446 mm (£0.005 inch/0.127mm); F - 0.406
inch/10.312 mm (£0.005 inch/0.127mm); G - 0.312 inch/7.925 mm (+0.005 inch/0.127mm);
H - 0.187 inch/4.75 mm (x0.005 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));

Angle D - 5°;

Diameters: A - 0.125 inch/3.175 mm (£0.002 inch/0.051mm); M - 0.257 inch/6.528 mm
(x0.005 inch/0.127mm); N - 0.313/7.950 mm(%0.005 inch/0.127mm).

|...l'l

.’.
|

Parameters of Luer-Lock (FLLA) for UMC-16-30: UMC-18-30: UMC-20-30: UMC-22-30;
UMC-24-30:

B - 0.339 inch/8.611 mm (+0.005 inch/0.127mm); C - 0.300 inch/7.62 mm (+0.005
inch/0.1227mm); D -0.312 inch/7.925 mm (£0.005 inch/0.127mm); E - 0.402 inch/10.211
mm (£0.005 inch/0.127mm); F- 0.550 incVV13.97 mm (£0.015 inch/0.381 mm);

Length: G- 1.010 in”25.654 mm (£0.010 inch/0.254 mm); H - 0.300 inch/7.62 mm
(20.005 inch/0.127mm); K - 0.304 inch/7.722 mm (£0.005 inch/0.127mm); L - 0.406
inch/10.312 mm (+0.005 inch/0.127mm); M -0.375 inch/9.525 mm (+0.005 inch/0.127mm);
N -0.125 inch/3.175 mm (+0.005 inch/0.127mm); 0-0.437 inch/11.099 mm (+0.005
inch/0.127mm).
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Catalogue Number Diameter “A”

UMC-16-30 0.150 inch/3.81 mm (+£0.005inch/0.127mm)
UMC-18-30 0.250 inch/6.35 mm (£0.005inch/0.127mm)
UMC-20-30 0.250 inch/6.35 mm (£0.005inch/0.127mm)
UMC-22-30 0.250 inch/6.35 mm (+£0.005inch/0.127mm)
UMC-24-30 0.250 inch/6.35 mm (+£0.005inch/0.127mm)
Catheter
Catalogue .
Number Diameter  Length Comments
Fr/mm cm
Tolerarance 10% 10% :
UMC-8-30 8.0/2.67 30 Supplied with 2 flexible stylets
UMC-10-30 10.0/3.33 30 Supplied with 2 flexible stylets
UMC-12-30 12.0/4.0 30 Supplied with 2 flexible stylets
UMC-14-30 14.0/4.67 30 Supplied with 2 flexible stylets
UMC-16-30 16.0/5.33 30 Supplied with 2 flexible stylets
UMC-18-30 18.0/6.0 30 Supplied with 2 flexible stylets
UMC-20-30  20.0/6.67 30 Supplied with 2 flexible stylets
UMC-22-30  22.0/7.33 30 Supplied with 2 flexible stylets
UMC-24-30 24.0/8.0 30 Supplied with 2 flexible stylets

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%;

Strength characteristics of the stylet:
Bond strength of components - not less than 15 N

Strength characteristics of the connecting tube:
Bond strength of components - not less than 15 N;
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Universa Malecot Drainage Catheter Exchange Set (UMC-8-30. UMC-10-30. UMC-12-
30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30)

Device

Component

Catheter Polyurethane #21381 - Grey Direct Contact
Grey Colorants:

Material Name Patient Contacting

Barium Sulfate
Titanium Dioxide
Carbon Black

Markings:
Ink Type P Red Ne71590

Connecting Cap:
Polyamide-6 # 40340

Catheter Adapter:
Polyamide-6 #40340
Stylet Polyurethane #20060 - Dark Grey Direct Contact
Dark Grey Colorants:
Titanium Dioxide
Carbon Black
Stearic Acid

Connecting Cap:
Polyamide-6 # 40340

Stylet Adapter:
Acetal #80010
Connecting Tube  Non-Radiopaque Vinyl #11150 Indirect Contact
Connecting Tube Adapter:
Acetal #80010-W hite
White Colorants:

One Way Stopcock:
Polycarbonate # 80020
Blue Colorant: PR-149
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Packaging materials for Universa Malecot Drainage Catheter Exchange Set LLUMC-8-30.
UMC-10-30. UMC-12-30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-
30. UMC-24-30)

Component Material Name Patient Contacting

Packaging Backing-TYVEK: 1073B/109P No Contact
Face Material - Nylon BON

PACKAGING INFORMATION

Surface density from 50 to 80 (+ 2)g/m2

Tensile strength - Tensile strength not less than 0.4 KN/m

Strength of the welded joint - Strength of the weld at least 0.12 MPa
Width ofwelded joint - Width of adhesive layer not less than 8 mm

This device is supplied directly in primary packaging.
PERFORMANCE CHARACTERISTICS

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

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

Universa Drainage Catheter Sets are stable at temperatures in the range of+32 to + 42 ° C.

Universa Drainage Catheter Sets, in packaging are stable at a transportation and storage
temperature in the in the range of-50 to + 50 ° C.

Universa Drainage Catheter Sets are resistant to corrosion.

Universa Drainage Catheter Sets are stable under sudden changes in temperature.

Universa Drainage Catheter Sets are supplied in sterile packages, do not attempt to clean,
disinfect or re-sterilize.

INTENDED USEANDICATION FOR USE;
Universa Malecot Drainage Catheter Exchange Set (UMC-8-30. UMC-10-30. UMC-12-
30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30) - The

Universa Malecot Drainage Catheter Set is intended to provide percutaneous urine drainage
from the genitourinary system.
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r-oNTRAINDICATIONS:

Acute urethritis

Acute prostatitis

Acute cystitis

Untreated urinary tract infections

POTENTIAL ADVERSE EVENTS:

Patient discomfort
Pain

Bleeding

Bladder irritation
Fever

Infection
Hematuria

Sepsis

Nephrocolic fistula
Peritonitis

Leakage from the insertion site
Occlusion
Dislodgement

COMPLICATIONS:

Tissue trauma

AV fistula

Bowel or organ injury
Pneumothorax

Renal pelvis, bladder, or colon injury (perforation)
Catheter-related infections
Mucosal abrasion

Scar formation
Hypotension.
Pseudoaneurysm

Urinary leakage
Arterial-calyceal fistula

INSTRUCTIONS FOR USE

Universa Malecot Praware Catheter Exchanee Set (UMC-8-30. UMC-10-30. UMC-12-
30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30) -
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i Establish a nephrostomy/suprapubic tract in standard fashion, leaving a wire guide in
the collecting system/bladder.

2. Advance the straightening stylet into the catheter and secure with the Luer lock to
close the Malecot wings.
Place the stylet/catheter assembly over the external end of the wire guide and advance
it into the collecting system/bladder.

4. Confirm catheter position via fluoroscopy or ultrasound.

Unlock the stylet, gently twist, and remove the stylet from the catheter to unlock the

Malecot wings.

Hold the catheter securely in position and remove the wire guide.

Confirm catheter position via fluoroscopy or ultrasound.

Secure the catheter with tape, suture and dressing as needed.

Attach the connecting tube to the catheter and drainage bag.

0 Retain the individually packaged, flexible stylet for catheter removal.

o

Be o~

Catheter Removal;

1. Place the straightening stylet into the catheter and secure with the Luer lock to
straighten the Malecot wings.

2. Ifdesired, a wire guide may be passed into the eollecting system/bladder to maintain
access, after the stylet is engaged and before catheter removal.

3. Remove the catheter.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Cook Incorporated manufactures 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 1SO 13485 (2003/2012) Quality Management
System.

WARRANTY

Manufcatured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +812 339 2235, fax: +800 554 8335. Authorized representative on the territory of the
Russian Federation is ZAO SCHAG”

Russia, 119002, Moscow, Karmanitzky per. 9, Office 501a.

Tel. + 7 (459) 956-13-09;

Fax+ 7 (495) 956-1310;

e-mail: info@schag.ru

Page 12 of 17

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



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.

Universa Drainage Catheter Sets have a three (3) year shelf life.

STERILZATION DETAILS

Cook Incorporated sterilizes devices using a validated ethylene oxide (EtO) method to a SAL
(sterility assurance level) of 10-6. EtO was the sterilization method selected for these devices
as it is effective and does not alter the physical properties of the device. EtO product
sterilization is addressed in Cook Incorporated’s Quality System Procedure, QSP18
(Sterilization) and Cook Incorporated is certified as compliant with ISO 13485:2003 and EN
ISO 11135-1:2007.

STORAGE RULES

Universa Drainage Catheter Sets should be stored in a dark, dry, cool place; avoid extended
exposure to light.

TRANSPORTATION RULES

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

USAGE CONDITIONS
Universa Drainage Catheter Sets are used in the patient care medical institutions.
POTENTIAL CONSUMERS

Universa Drainage Catheter Sets are intended for use during urological procedures by
physicians trained and experienced in performing percutaneous / suprapubic manipulations.
Standard methods for placement of catheters with small / loop / balloon catheters should be
used.

REPAIR/MAINTENANCE

Universa Drainage Catheter Sets are intended for single use only. Do not attempt to repair or
carry out maintenance.
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Universa Drainage Catheter Sets are supplied in individual packaging together with
instruction for use. Individual packages are put in the corrugated board boxes. Boxes are
being taped with the control tape to cover the sides or along the perimeter.

SUPPLY DETAILS

Universa Drainage Catheter Sets are supplied as follows:

Universa Malecot Drainage Catheter Exchange Set:

UMC-8-30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - 1p.

UMC-10-30: catheter - 1p.; stylet- 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - Ip.

UMC-12-30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - 1p.

UMC-14-30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - 1p.

UMC-16-30: catheter - 1 p.; stylet - 2pcs.; connecting tube - 1 p.; in individual packaging;
instructions for use - 1p.

UMC-18-30: catheter - 1 p.; stylet - 2pcs.; connecting tube- 1p.; in individual packaging;
instructions for use - 1p.

UMC-20-30: catheter - 1 p.; stylet - 2pcs.; connecting tube- 1 p.; in individual packaging;
instructions for use - 1p.

UMC-22-30: catheter - 1p.; stylet - 2pcs.; connecting tube - 1 p.; in individual packaging;
instructions for use - 1p.

UMC-24-30: catheter - 1 p.; stylet - 2pcs.; connecting tube- 1 p.; in individual packaging;

instructions for use - 1p.

TRANSPORTATION LABELLING
Universa Drainage Catheter Sets are supplied in the individual packages which are placed in
corrugated boxes with sealed with control tape. Transport boxes show the following

information: dimensions of the box, unique bar-code. Cook Medical logo and the following
symbols:

Page 14 of 17

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



t - symbol for "Temperature limitation’

- symbol for "Keep dry”

PACKAGING PARAMETERES

RPN Height, cm Width, cm Weight, g
Tolerance +10% +10% +10%
UMC-8-30 63.6 124 65
UMC-10-30 63.3 124 63
UMC-12-30 63.3 124 65.5
UMC-14-30 63.3 124 725
UMC-16-30 63.3 124 88
UMC-18-30 63.3 124 a
UMC-20-30 63.3 124 92
UMC-22-30 63.3 124 64.5
UMC-24-30 63.3 124 99.5

PACKAGING AND LABELLING

Universa Drainage Catheter Sets are supplied in the individual packaging, which should show
no signs of damage or opening. Upon detecting the bends, breaks and other defects the device
cannot be used.

The label of the device shows the following device parameters:

- eompany-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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Universa
Malecot
Drainage
Catheter
Exchange Set
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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.

Regulatory Affairs Manager Date
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MepeBO/ C aHIIMIACKOrO si3bIKa Ha PYCCKUN sBbIK

CEKPETAPb LLITAT
LLITAT VHOMAHA

KoHHu JloycoH
CeKpeTapb LUTaTa

ANOCTW b
(Maarckas KoHBeHUMS 0T 5 oKTA6ps 1961 ropa)

1 CrpaHa; COEAMHEHHBIE LLTATHI AMEPUKA

JaHHbIA  NY6NMUHBIA JOKYMEHT

2 6bu1 nognucaH: [pxkoHataH JIbto

3 BbICTyMatoLLyIM B Ka4ecTBe: My6/IMYHOr0 HoTapuyca OT MMEHM W M0 MOPYYEHMIO OKpyra
MoHpo

4 HOCUT Meyatb: My6/IMYHOro HoTapuyca OT MMEHW M M0 MOPYYEHUIO LUTaTa

3aBepeHo

5 B I. IHamnaHanonuce, NHanaHa
6 pecAatoe anpena 2018 r.
7 CekpeTapem LLitata HapnaHa
8 3a Homepom: Ne A2018-0410014641
9 Tlevatb: NeyaTb LLitata NHanaHa
10 Mognmcb: (KoHHM J1oycoH, cekpeTapb LiTarta /HanaHa)

OevictBuTtenbHble ¢ 1 Mast 2003 roga, Bce anoctvin CekpeTaps wwimata HanaHa

[O/MKHbI UMETb 3/IEKTPOHHYIO MeYarb.
[OKYMeHT 6bU1 NpocMoTpeH 17 mapTa 2012 r.
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Ha dmpmeHHom 6r1aHke COOK

CEPTUOUKALMNOHHOE 3AABMTEHUNE

Kak oTBETCTBEHHbIN NpeacTaBuTenb Cook Incorporated, HacToOALLMM S MOATBEPXKAALO,
YTO MpWiaraeMblii JOKYMEHT SIB/MISIETCA  aKTya/lbHOM Bepcueld  MHCTPYKLMM 1o
NPVYMEHEHUIO M0 3asBKe «KaTeTepbl ApeHaXHbIe B HAG0Pax».

/Mognuce/
Kpuc Besepc
MeHepkep Mo BOMpocam perucTpaumm
Cook Incorporated

LLitat NHanaHa

Oxpyr MoHpo

MognucaHo v 3aBepeHO B MoeM npucyTcTBun 05 anpens 2018 roga.
Mon nonHomoumns uctekaroT 30 Hos16pA 2022 .

/Moanuck/ HkoHaTaH J1bto

[xoHaTaH Jlbto

My6nunyHbIli HoTapuyc, WTaT NHAMaHa

Okpyr MoHpo

CpoK peicTBuS Moei NULEH3NN nuctekaeT
30 HosbpAa 2022 roga
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NMHCTPYKUWNA no NMPUMEHEHWNIO

KaTeTepbl peHaXHble B Habopax

HASHAYEHWE

MpUMEHAOTCA AN UYPECKOXHOIO APEHMPOBAHMS MOYENONoBOW cucTembl (06paTuTeCch K
LLe/IEBOMY Ha3HAYEHUIO B MHCTPYKLUN 418 YTOUHEHNS).

MPEAYTIPEXXOEHWE: ®epepanbHoe 3akoHoAaTenbcTBo CLUA paspeluaet npogaxy
3TOW NPOAYKLUN TOMIbKO MEAULMHCKUM paboTHMKAM UK Mo nx 3akasy (v no 3akasy
NPaKTUKYIOLWMX Bpadein ¢ e00TBETCTBYIOLLEN NNLEH3NEN).

OMMCAHWME N3OENNA

EanHULbI MpeobpasoBaHune
IFr 1/ 3 Mm
1 atoinm 25,4 mm

Ha6op Universa Malecot Drainage Catheter Exchange Set (UMC-8-3Q. UMC-10-30. UMC-
12-30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-3Q)

jP

Ha6op Universa Malecot Drainage Catheter Exchange Set npegHasHayeH 419 3aMeHbl KaTeTepa.
B Kkaxpgbll Habop BXOAUT [ApPeHaXHbIA KaTeTep Maneko u coeguHuTenbHas Tpybka cC
O[LHOXO/J0BbIM KpaHOM, AiBa FTMOKUX CTUeTa.

KateTtepbl BbinonHeHbl gnametrpamu 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4.0 mwm; 14.0
Fr/4.67 mm; 16.0 Fr/5.33 mm; 18.0 Fr/6.0 mm; 20.0 Fr/6.67 mm; 22.0 Fr/7.33MM un 24.0 Fr/8.0 mwm.
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OnuHa Bcex kartetepoB cocTtasnfetr 30 cMm. [AucTanbHble KOHUblI BCEX KaTeTepOB WMEIOT
pacwupeHne Maneko, cam [JUCTalbHbIA KOHeL, KaTeTepa 3akpblT. PacwwupeHune Maneko
BbIMO/IHEHO B 7-9 MM OT KOHYCOBMAHOrO AWCTafIbHOrO KOHLUA KateTepa. B pacwmpeHun
Maneko umeloTCca 4eTbipe npopesun, Kaxpgad 14.0; 155 wam 215 mMm B anuHy. [duametp
KaTeTepa no wkane LLlapbep HaHeCeH Ha CTepXXeHb n3aenus. MpokcuManbHbld UTUHT KaTeTepa
npegctasnset cobon agantep Tuna Luer-lock n coegUHUTENbHBIA KONNAYOK.

CoeaunHuTenbHas Tpybka ana katetepos Auametrpom 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0
Fr/4.0 mm nnun 14.0 Fr/4.67MM MM BbinonHeHa guametpoM 14.0 Fr/4.67MM wn gnnHoin 30 cm. Ha
ANCTANbHOM KOHLE COeIMHUTENIbHON TPYOKM MMeeTCa pas3beM A1 MeLlKa, a Ha NPOKCMMaNbHOM
— OAHOXOA0BOW KpaHUK. Ons katetepoB guameTpom 16.0 Fr/5.33 mm; 18.0 Fr/6.0 mm; 20.0
Fr/6.67 mm; 22.0 Fr/7.33MM un 24.0 Fr/8.0 MM coeguHuTenbHas Tpybka BbINOSIHEHA AVamMeTPOM
18.0 Fr/6.0 mm »n pgnuvHoit 30 cM. Ha gucTaNbHOM KOHLE COeAUHMUTENbHON TPyoKM MMeeTcs
pasbem 415 Mellka, 6e3 0JHOXOA0BOr0 KpaHWKa Ha NPOKCUMaNbHOM KOHLE.

CooTBeTCTBYIOLLAA COeANHUTENbHAA TPy6Ka A1 HAbOPOB, B COCTaB KOTOPbIX BXOAAT KaTeTepsbl
AvameTtpom 16.0 Fr/5.33 mm; 18.0 Fr/6.0 mm; 20.0 Fr/6.67 mm; 22.0 Fr/7.33MM n 24.0 Fr/8.0 mm,
MMeeT TO/IbKO pa3beM /15 MeLlKa, a 04HOXOA0BOW KpaHUK B 3TOM C/lyyae OTCYTCTBYeT. YUTOoObI
MOXHO 6bI/10 OCYLLECTBUTbL NOACOEANHEHME K KaTeTepy 60/bLIOro fuaMeTpa, 04HOX040BOM
KpaHWK nocrasnfercsa ¢ agantepom tuna Luer Lock.

KaTanoxXHsbli FmbKunii ctunet
HOMED BHyTpeHHUI guameTtp BHewHWiA gnametp OnuHa,
Awoim/mMm Aoim/mm cMm
|'|0rpe|_u|-|oc'|'b +0.005a0ima +0.0054101iMa +2MM
/0.127mm /0.127MMm
nMC-8-30 0.040/1.016 0.053/1.346 33
nMC-10-30 0.042/1.067 0.066/1.676 34
nMC-12-30 0.043/1.092 0.092/2.337 34
nMC-14-30 0.043/1.092 0.115/2.921 33.6
nMC-16-30 0.043/1.092 0.130/3.302 34
nMC-18-30 0.043/1.092 0.130/3.302 34
nMC-20-30 0.060/1.524 0.158/4.013 34
nMC-22-30 0.060/1.524 0.158/4.013 34
nMC-24-30 0.100/2.540 0.210/5.334 34

Ha pucyHke HmXe npuBefeHbl MPUMepbl TOro, Kak BbIMNA4UT paclunpeHre Maneko Ha
JUCTanbHOM KOHLE KaTeTepa U3 HabopoB Universa Drainage Catheter Sets.
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MapcLUeTYbl OHOXOA0BOTO KpaHyKa:

OnvHa «A» - 1,594 groinmal 40,49 mm (£0,005 groitmal 0,127 mMm);

CoeguHeHne JToap-/1ok «Malex:

BHyTpeHHUIH gnameTp «Bx» - 0,098 groitmal 2,49 mm (+0,005 arorima/ 0,127 mm);
CoegunHeHune Jtoap-Jlok «Femalex:

BHyTpeHHUN gnametp «C» - 0,169 grointmal 4,3 mm (0,005 groinmal 0,127 mm);
BbicoTa kpaHuka «D» - 0.709 atoiima/18.001mm (£0,005 aroiima/ 0,127 mm).

MapamMeTpPbl KOHHEKTOPA COEANHNTENBHOW TPYOKN:

OnvHbl: A - 1.580 aroiimal/40.132 mm (£0.010 groiimal/0.254 mm); B - 1.21 atoima/30.734 mMm
(x0.005 groinmal/0,127mm); C-0.125 pgroinmal/3.175 mm (£0.005 atoitmal/0,127mm);

Ovnametpa: D - 0.6404t01imMa/16.256 mm (£0.005 groitmal/0,127mm); E - 0.39 groitmal/9.906 mm
(x0.005 groinmal/0,127mm); F - 0.358 aroiima/9.093 mm (+0.005 groinmal/0,127mm).

A
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MNapameTpbl coeauHMTENLHOrO Konnavka ana UMC-8-30; UMC-10-30: UMC-12-30:

OvameTtp: B - 0,345 atoiima/8,763mm (£0,01 groinmal/0,254mm);
OnvHa: C- 0,490 groinma/ 12,446 mm (0,010 groiimal/0,254mm).

B
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KaTasioXHbIN

HOMep Ovametp “A

nMC-8-30 0.120 proiima/3.048 mm (£0.005 pgroiimal/0,127mm)
nMC-10-30 0.136 atorima/ 3.454 mm (£0.005 grorima/0,127mm)
nMC-12-30 0.162 proiima/ 4.115 mm (£0.005 groitmal0,127mm)

MapameTpbl coeanHUTENLHOrO Konnavka ana UMC-14-30:

OvameTtpbl: A - 0.192 atoiimal/4.877 mm (£0.005 grorima/0427mm); B - 0.437 groiimal/11.099
MM (£ 0.005 - 0.010 atoinma/0.127 - 0.254 mm);

OnvHa C - 0.555 groinmal/14.097 mm (0.010 atorimal/0.254 Mm).

MapaMeTpbl COEAMHUTENBHOTO KOoNMayka coeauHuTensHo Tpyoku ans UMC-16-30; UMC-18-
30: MMC-20-30: UMC-22-30: UMC-24-30:

OvamveTp B - 0.550 groiima/13.97 mm (+£0.0154t01Mma/0.381mm);

Onunnbl: C - 0.325 groinmal/8.255 mm (£0.005 groinmal/0.127mm); D - 0.335 groinma/8.509mm); E -
0.495 proiima/12.573 mm (£0.010 aroiimal0.254 Mm).

KaTasioXHbIn
HOMep

MMC-16-30  0.217 pgroiimal/5.512 mm (+0.0154t01iMal/0.381MMm)
MMC-18-30 0.243 groiima/6.172 mm (x0.01541011ma/0.381MMm)
nMC-20-30 0.270 proiima/6.858 mm (+0.015at1011ma/0.381Mm)
MMC-22-30 0.295 groiima/7.493 mm (+0.0154t1011mMa/0.381mMm)

Ovametp “A”
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nMC-24-30 0.320 gtoiima/8.128mm (+0.015at01iMa/0.381Mm)

MapameTpbl aganTepa JTtoap-Jlok FLLA gna UMC-8-30, UMC-10-30:

OvameTtpbl: D - 0,210 groiimal/5,334mm (£0.002 aroiima/0,051mm); E - 0,344 paroiimal 8,738Mm
(x0.002 agtoinma/0,051mm);

Onuubl: F - 0,172 proimal 4,369mm  (£0.002 pgroiima/0,051mm); G - 0,281pgtoiimal/7,137mMm
(x0.002 agtoinma/0,051mm); H - 0,312 groiimal/7,925mm (£0.002 groiima/0,051mm).

P
— P - w7
1 1
-45'0'0’
KaTtanoxHsli “pn «gr «cm
HoMep
MC-8-30 0.090 groiima/2.286mMm 0.775 aroiima/19.685Mm 0.062 atorima/1.575mMm
VI -e- (+0.002 aroiima/0.051mm)  (+0.002 Aroiima/0.051mm)  (+0.002 atoiima/0.051Mm)
UM C-10-30 0.090 groinva/2.286Mm 0.775 aroiima/19.685Mm 0.062 aroinma/1.575mm

(+0.002 groiima/0.051mm)  (£0.002 aroiima/0.051mm)  (+0.002 atoiimal0.051 mm)

MapameTpbl aganTepa Sioap-Jlok FLLA ana UMC-12-30:

OvnameTpbl: A - 0.344pa101iMa/8.738 mm (£0.005 groinmal/0,127mm); B - 0.134 aroiimal/3.404 mm
(x0.002 groinmal0.051 mm); C - 0.210 groinmal5.334 mm (£0.005 atoiimal/0,127mm);

OnvHbl: D - 0,312 groimal/7,925mm (£0.005 groiima/0,127mm); E - 0,281 at01imal/7,137Mm
(x0.005 groiimal/0,127mm); F-0.750 groiima/19.05 mm (£0.010 awoiima/0,254mm); G - 0,172
atoinmal 4,369mm (£0.005 groiimal/0,127mm).
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MapameTpbl aganTepa Jloap-Jlok FLLA gna UMC-14-30:
OnunHbl: B - 0.446 groiima/l1.325 mm  (£0.005 atoiimal0,127mm); C - 0.096 groinmal/2.438 mm
(x0.005 pgroiimal/0,127mm); E - 0.490 atoiimal/l2.446 mm (£0.005 aroiima/0,127mm); F - 0.406

Agoinma/l0.312mm - (£0.005 pgroirimal/0,127mm); G - 0.312  pgroimal/7.925mMm - (+0.005
aoinmal/0,127vm);  H - 0.187 pwonmal/4.75mm  (£0.005 pgroiimal0,127mm); K - 0.457
aonma/l1.608mm  (+£0.005 pwoiimal/0,127mm); L - 0.960 parorima/24.384mm - (+0.010
aoinmal0.254mm);

Yron D - 5°;

Ovametpbl: A - 0.125 groinmal/3.175 mm (£0.002 groinmal/0.051mm); M - 0.257 atoiima/6.528 mm
(x0.005 proinmal0,127mm); N - 0.313/7.950 mm (£0.005 aroiima/0,127mm).

MapameTpbl aganTepa Jloap-Jlok FLLA gna UMC-16-30: UMC-18-30: UMC-20-30; UMC-22-
30: MC-24-30:

OvameTpbl: B - 0.339 groiima/8.611 mm (+£0.005 atoiimal/0,127mm); C - 0.300 agroinmal7.62 mm
(x0.005 proinmal/0,127mm); D - 0.312 groitmal7.925 mm (£0.005 groiimal/0,127mm); E - 0.402
Aoiima/10.211 mm (£0.005 groiimal/0,127mm); F - 0.550 atorima/13.97 mm (£0.015 aroiima/0.381
MM);

Onunubl: G - 1.010 glorima/25.654 mm (£0.010 gtorimal/0.254 mm); H - 0.300 atoinmal7.62 mm
(x0.005 prointmal/0,127mm); K - 0.304 groiimal7.722 mm (£0.005 grorimal/0,127mm); L - 0.406
Aaoinmal/10.312 mm (£0.005 groinmal/0,127mm); M - 0.375 groimal/9.525 mm (+£0.005
aoinmal0,127mm); N - 0.125 groinmal/3.175 mm (£0.005 atoiimal/0,127mm); O - 0.437
aoinmall1.099 mm (£0.005 aroiimal/0,127Mm).
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KaTtanoxHsoli
HOMep
MMC-16-30  0.150 gtorima/3.81 mm (£0.0054t01Mma/0,127Mm)
nMC-18-30 0.250 atoitma/6.35 mm (+0.005at01Mmal/0,127MmMm)
nMC-20-30 0.250 atoiimal/6.35 mm (+£0.005401Mmal/0,127mm)
nMC-22-30 0.250 atoiimal/6.35 mm (+£0.005401Mmal/0,127mm)
nMC-24-30 0.250 atoiimal/6.35 mm (+£0.005401Mmal0,127mm)

Ovametp “A”

o Katetep
KaTtanoxHbin .
HOMeEp Ouavetp  OnuHa prmeyaHms
Fr/mm cM
MorpeLuHocTb 10% 10%

nMC-8-30 8.0/2.67 30 Hab6op ¢ 2 rubkumun ctmnetamm
nMC-10-30  10.0/3.33 30 Ha6op ¢ 2 rubkumm ctunetamu
nMC-12-30 12.0/4.0 30 Hab6op ¢ 2 rmbkummn ctunetamm
MMC-14-30 14.0/4.67 30 Hab6op ¢ 2 rmbkumn ctunetamm
nMC-16-30 16.0/5.33 30 Hab6op ¢ 2 rmbknmmn ctunetamm
nMC-18-30 18.0/6.0 30 Ha6op ¢ 2 rubkummn ctunetamu
nMC-20-30 20.0/6.67 30 Ha6op ¢ 2 rubkummn ctunetamu
nMC-22-30 22.0/7.33 30 Habop e 2 rubkumu ctunetamm
nMC-24-30  24.0/8.0 30 Habop ¢ 2 rubkummn etunetamu

lMPOYHOCTHbIE XapaKTEPUCTUKN KaTeTepa:

MpoYHOETb COeMHEHNSA COCTaBHbIX YacTell - He MeHee 15 H;
YcnoBHasa NPOYHOCTL MPU PacTsXeHuu - He meHee 8,1 MIMa/ 8.1H/mMm™;
OTHOCMTENbHOE YA/IMHEHWE NPK paspbiBe - He MeHee 150%;
MakcumaneHoe faBneHue paspbiea - 81 atm. (1200 psi).

MMpoOYHOETHbIE XapaKTEPUCTUKN CTUNeTA:
MPOYHOCTb COEANUHEHMNA COCTABHbIX YacTell - He meHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COEANHUTENbHOI TPYOKMU:
MpPOYHOCTb COEANHEHUNS COCTABHbIX YacTel - He meHee 15 H.

MATEPWNANBI

12-30. M C-14-30. M C-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30)

KOHTaKT e opraHvu3mMom

KoMMoHeHT Ha3saHue martepuana nauueHTa
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KOHTaKT C opraH1M3Mom
naumeHTa
Karetep Tpybka KareTepa: MpAMOI KOHTaKT
MonnypeTaH cepblii Ne21381
COBOKYMHOCTb KpacuTeneii:
Barium Sulfate
Titanium Dioxide
Carbon Black
Ha BbIxofe LiBeT - CepbliA.

KomnoHeHT HassaHue martepuriana

MapKunpoBKa KaTetepa:
Ink Type P Red Ne 71590

CoefMHMTENbHBI KOMNa4YoK KaTeTepa:
Monnammpg-6 Ne40340

AjanTep Kartetepa:
Monnamuna-6 Ne40340
Crunet Tpy6ka KateTepa: MpsMO KOHTaKT
MonuypetaH
TeMHO-cepblii Ne20060
COBOKYMHOCTb KpacuTesei:
Titanium Dioxide
Carbon Black
Stearic Acid
Ha BbIxofe LBeT - TeMHO-CepbIiA.

CoeanHUTENbHbIM KOMMAYoK CTUNETA:
Monnammng-6 Ne 40340

AfanTtep ctunera:

Auetanb Ne 80010
CoeanHuTenbHas  Tpyoka: OnocpefoBaHHbIl
TpybKa BVHWN HEPEHTIeHOKOHTPACTHbIN Nel11150 KOHTaKT

ApanTep COeaNHUTENbHON TPYOKN:
AueTtans Natural Ne80010

OfHOX00BOV KpaHMK:
Monukap6oHaT Ne 80020
Kpacutens cuHero: PR-149

uansnayanbHas ynakoska (UMC-8-30. UMC-10-30. UMC-12-30. UMC-14-30. UMC-16-30.
nMC-18-30. uMC-20-30. UMC-22-30. UMC-24-30)
KoMnoHeHT Ha3saHue maTepuana KOHTaKT C naumeHToMm

Y nakoBka ByMaxkHas 4acTb - MefuLUMHCKas bymara HeT KoHTaKTa
TYVEK: 1073B/109P
MneHo4Has yacTb - HeinnoH BON

CBEOAEHWA OB YNMAKOBKE.

2
MoBepxHocTHasA NnoTHOCTL OT 50 fo 80 (*2) r/m
MpoYHOCTL Mpun pacTaXeHuu - NMPoYHOCTL Ha pacTsaXeHne He meHee 0,4 KH/m
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MpoOYHOCTbL CBAPHOro WBa - NpoYHOCTL CBAPHOro WBa He meHee 0,12 MTIa
LvpwnHa cBapHOro wsa - LLnpuHa toTeeBoro c/iod He MeHee 8 MM

MepBMYHAs yNnakoBKa sBMSETCA eMHCTBEHHOIA.
SKCMNYATAUMNOHHBIE XAPAKTEPNCTUKIN

M3penus ycTonumBbl Npu BUOPALMOHHbBIX Harpy3kax B Anana3oHe 10-55 'y, amnautyae
nepemetteHns 0,15 mm.

N3pennsa B TPaHCNOPTHOM ynakoBKe YCTOMYMBBI MPU BUOPALMOHHbIX Harpy3kax B gnanasoHe
10-55 My, amnantyge nepemeweHnd 0,35 MM 1 yaapHbIX Harpyskax npyv nMKOBOM YCKOPEHUU
100 m/c™ (10g) 1 AnnTeNbHOCTN yAapHOro YCKOpeHusa 16 mc.

N3pennsa yctoinumsel npu temnepaType ot +32 go +42°C.

N3pennsa B TpaHCNOPTHOM yMNakoBKe YCTOMUYMBLI NpY TemnepaType TPaHCMOPTUPOBaHUS U
XpaHeHus ot -50 go +50°C.

N3nenns He nogBeprarTCs Pe3KOMy M3MEHEHUIO TeMMepaTypbl BHELLHE cpeapl.

N3penns nocTaBnsaTCA CTEPUNbHBIMU U He Noa/exaT NOBTOPHON Ae3nH(eKLun,
npeAcTEPUNN3ALMOHHON OUNCTKE U CTEPUAU3ALUN.

LENEBOE HASHAYEHWE/MOKA3AHNA K MPUMEHEHWNIO

Ha6op Universa Malecot Drainage Catheter Exchange Set (UMC-8-30. UMC-10-30. UMC-
12-30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-30) - Ha6op
Universa Malecot Drainage Catheter Set npefHa3HaueH An1a o6ecneyeHUs YPECKOXKHOT0 OTTOKa
MOYM M3 MOYENOJIOBOIN CUCTEMBI.

MPOTUBOINOKA3AHWNA

e OcCTpblil ypeTput

e OcTpblit npocTaTUT

e OcCTpbIl UUCTUT

e HeBblneYeHHble MH(EKLMN MOYEBLIBOAALLMNX NYTEN

MOTEHUMANBbHBIE MOBOYHbLIE SO PEKTbI

HenpuaTHble OLLyLeHNs Yy NaLmeHTa
bonb

KpoBoTeyeHue

PasgpaxeHne mo4yeBOro nysbips
Nnxopagka

NHpekuymsa

MemaTypus

Cencuc

HedpokopanbHblii CBULL
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MeputoHNT

YTeuka n3 mecTta BBefieHUNA
Okknto3usa

CwmelleHune KaTeTepa

OCJTIOXXHEHUA

TpaBma TKaHei

ApTeprnoBeHo3Has hucTtyna

TpaBMa MOYEBOro Ny3bips UK APYroro opraHa
lMHeBMOTOpaKc

MoBpexaeHne NOYEUYHON NOXaHKK, MOYEBOT0 Ny3bips TONACTOM Kuwikn (nepdopaums)
KaTeTep-accounmpoBaHHas MHGpeKLms

MoBpexaeHns CAM3NCTON 060104YKM

O6pa3oBaHue LWpamoB/py6L0B

MuenoHehput

fMnoTeH3us.

lMceBAoaHeBpU3M

ApTepuansHO-KanbLneBngHasa gpuctyna

MoaTekaHne mo4un

NMHCTPYKITUA no NCMOJ/IbSOBAHUIO

Ha6op Universa Malecot Praware Catheter Exchange Set (UMC-8-3Q. UMC-10-30. UMC-
12-30. UMC-14-30. UMC-16-30. UMC-18-30. UMC-20-30. UMC-22-30. UMC-24-3Q)

1 BbinonHuTe HepocToMMIO / HAA0OKOBYHO YCTaHOBKY ApeHa)a cTaH4apTHbIM 06pa3omM
1 0CTaBbTe MPOBOAHUK (MOCTaBNsAeTCA OTAENbHO) B YalleYHO-/I0XaHOYHOW cucTeme Uu
MOYEBOM My3blpe.

2. BBeauTe CTMNET B KaTeTep M 3aKpenuTe ero npu nomowm ukcatopa Luer Lock Tak,
4TOObI KPbLUBILWKNA pacinpeHns Maneko Obiniv BbIMPAM/IEHHbI.

3. YcTaHOoBUTe COOPKY CTWUMETA U KaTeTepa NMOBepX BHELUHEro KOHLa NPoBOAHMKA U
BBEAUTE UX B YALLIEYHO-/I0XaHOYHY CUCTEMY UM MOYEBOM MY3bipb.

4. TlopTeepfuTe NOJIOXKEHWe KaTeTepa Npu NOMOLLN Y/IbTPa3BYKOBOrO0 CKaHMPOBAHUA WU
PEHTIEHOCKOMNUMU.

5. OTcoegnHWUTE QUTUHT CTUIETA, OCTOPOXXHO NMOBEPHUTE €ro 1 U3BJIEKUTE CTUMET U3
KaTeTepa TaK, YTO6bl PaCcCKpbITb KPbINbIWKY paclimpeHns Maneko.

6. Y[pepxusas KaTeTep Ha MecTe, U3BJIEKUTE MPOBOAHUK.

7. ToaTBepAnTe NOMOXEHWE KaTeTepa Npu NMOMOLLM YbTPa3ByKOBOr0 CKaHMPOBAHUSA UK
PEHTIEHOCKOMUMN.

11. 3akpenuTe KaTeTep MIacTbipeM, HaNOXNTE LWBbI UM MOBA3KY — B 3aBUCUMOCTM OT
Heo6Xo4MMOCTK (MOCTaBNAATCA OTAENbHO).

12. MpurKpenuTe COeLUHUTENBbHYIO TPYOKY 1 ApeHaXHblli MelwoK (NoCTaBNseTCA OTAE/bHO)
K KateTepy.

8. CoxpaHuTe OTAENbHO YNakoBaHHbIA MKW CTUNET 415 U3B/IEYeHUS KaTeTepa.

M3BneyveHue KaTeTepa
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1 BcTaBbTe CTUET B KATETEP U 3aKpenuTe ero npu nomowm gukcatopa Luer Lock Tak,
4TOObI KPbINbIWKKN paclinpeHns Maneko 6bi/in BbINPSAM/IEHHbI.

2. [pw XenaHu NPOBOAHMK MOXKHO NPOBECTU B YaLUEYHO-NI0XaHOUYHYIO CUCTEMY WK
MOYEBOM My3bIpb C LEeNbl0 NOALEePXKaHUA LOCTyNna nocne Toro, Kak 6yaet 3aMKCcMpoBaH
CTWUNET N [0 N3BfleYeHNA KaTeTepa.

3. W3BnekuTte Kartetep.

COBJTIOAEHVE COOTBETCTBYHHOWMNX HOPMATMBOB NN TEXHUYECKUMX
CTAHOAPTOB

KomnaHua Cook Incorporated n3rotaBnmBaeT BCe MefWLMHCKWE W3LeNUs B COOTBETCTBUMU C
AVPEKTUBOWN 0 MeAULMHCKMX ycTpoiicTBax 93/42/EEC.

KomnaHua Cook Incorporated usrotaBnvMBaeT BCe MefWLUHCKUE W3[eNns B COOTBETCTBUM C
HopMaTMBammn A5 CUCTEM KayecTBa, MPUHATbIMW YNpaBfeHNeM N0 KOHTPOMO Haf NULLEBbIMU
npoAykKTaMmy u nekapcteeHHbIMW npenapatamm CLUA (FDA) — pokymeHToMm 21 CFR yacTtb
820, «HopMaTuBbl A1 CUCTEM KayecTBar.

Bce 06bekTbl KOMNaHuM Cook Takxe cepTuduumpoBaHsbl no 1SO 13485 (2003/2012) CuCTeMbI
ynpaseHNAa Ka4eCTBOM.

FAPAHTUHBLIE OBA3ATE/IbCTBA

MpounssBoanTeneM unsfennin asnsetca komnaHusa «Kyk WHkopnopaitea» / Cook Incorporated,
750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
YNONHOMOYEHHbIM MpeAcTaBuTeNIeM NPOU3BOAUTENSA Ha TeppuTopumn Poccuiickoli ®Pegepaumm
aBnseTcs 3akpbiToe akunoHepHoe o6wectso 2LLUAT» (A0 «LUAT »)

Poccua, 119002, r.MockBa, KapmaHuukuin nep. 4.9, oduc 501a.
Ten. (459) 956-13-09;
dakc (495) 956-1310;
e-mail: info@schag,ru

CRCKrogHocTuH

CpoK rofHOCTM YyKasaH CMMBONaMM Ha YynakoBke. CpOK TrOAHOCTM oOnNpefenseTcs Aatoin
M3roToB/IeHNs (CMMBOJ 3aBOJA) W [AaTON UCTEYEHMS CPOKa rOLHOCTU (CMMBOJT MECOYHbIX YacoB).
Pa3Huua ABYX faT v onpejenseT CPOK XpaHeHus.

KaTeTepbl fpeHaxHble B Habopax UMEKT CPOK XpaHeHus 3 (Tpu) roga.

CTEPUJTNSALUNA

KomnaHnus Cook Incorporated ctepuinsyeT yCcTpOiNCTBa C NOMOLLbIO MPOLIEALEero Banugalmto
MeTofa C npuMeHeHuem aTuneHokcmpa (30) [0 ypoBHA cTepusibHocTM SAL 10-6. Metopg
cTepmnusayuu ¢ nomouibto 30 6bin BbIOpaH 415 3TUX YCTPOMCTB, NOCKOJIbKY OH 3P(EKTUBEH 1
He MeHsAeT (M3NYECKMUX CBOMCTB YCTPOMCTB. [lpouecc cTepunmsanmm aTUNEHOKCUAOM OMUCaH B
WHCTPYKLMK CcuCTeEMbl KayecTBa KomnaHuu Cook Incorporated QSP18 (Crtepunusauus), u
komnaHuuns Cook Incorporated ceptuguumposaHa B cootsetcTeum ¢ ISO 13485:2003 n EN I1SO
11135-1:2007.

MPABUJTA XPAHEHWA
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KaTeTepbl ApeHaxHble B Habopax cnefyeT XpaHUTb B TEMHOM, CYXOM, NPOX/JafjHOM MecTe W He
nozBepratb BO3/ENCTBUIO CBETA.

MPABUTA TPAHCIMOPTUPOBKW

Mpu nepeBO3Ke CneAyeT YuUUTbiBaTb TWUM MCMO/Mb3YEMOr0 TPaHCMOPTa, NYHKT Ha3HauyeHus,
NnocTaBlMKa, WMCMONMb3yemMOro ANs MepeBO3KM, a TakXe 4acToTy W YCNOBUSA KaKMX-nnbo
neperpysok, Heo6Xo4MMbIX BO Bpemsi TPaHCMOPTUPOBKMN.

YCJIOBPLWU SKCIMNNYATALUMN

KaTeTepbl ipeHaXKHble B Ha6opax UCNONb3YHTCA B IeUEOHbIX MeANLMHCKUX YUPEXAEHUNX.

MOTEHUWMAJNIbHBIE MOTPEBUTEIN

KateTepbl [peHaxHble B Habopax npefHa3HauyeHbl A1 WCMNOMb30BAaHUA BO  BpeEMS
YyPONornyeckmx npoueayp BpayaMu, 06yYEHHbIMW U OMbITHBIMWA B MPOBEAEHUN YPECKOXHbIX /
APEHAXKHbIX MaHUNyNALuMiA. CneayeT NPUMEHATb CTaHAAPTHbIE METOAbI Pa3MeLLEeHNs KaTeTepos.

PEMOHT MEAVNUMHCKOIO U3AE/TNA

KateTepbl fApeHaxHble B Habopax SBAATCA U3AeNNSAMU  OAHOPA30BOr0  MCMO/b30BaHUS
TEXHUYECKOMY 06CNYXMBAHUIO U PEMOHTY He MOAMexar.

JOCTABKA

KaTteTepbl fApeHaxHble B Habopax [JOCTaBAATCSA B OTAENbHbIX UHAUBUAYANbHbLIX YNaKOBKax C
WHCTPYKLMEN NO MCMoNMb30BaHMIO. MomMelanTcs B ropoKapTOHHbIE KOPOOKM, Ha KOTOpble MO
6oKaM “aM No NepMMeTPY HaAHOCUTCS KOHTPO/IbHAs NIEHTa.

KOMITEKT NMOCTABKW

KaTeTepbl peHaXKHble B Habopax MoCTaBAAOTCS B CEAYHOLLEM COCTaBe:

Ha6op Universa Malecot Drainage Catheter Exchange Set:

UMC-8-30: katetep - 1 wWwT.; cTuner - 2 wWwT.; TpybkKa coeguHuTenbHas ¢ OAHOXOA0BbIM
KpaHUKOM - 11T.; B UHAUBUAYANIbHON YNAKOBKE; UHCTPYKLMA MO NpUMeHeHWo - 1 wr.

MM C-10-30: kateTep - 1 WT.; CTUNET - 2 WT.; TpybKa coefuHUTENbHas C OHOXOAOBbIM
KpaHUKOM - 1WT.; B UHANBUAYANbHON YNAKOBKE; MHCTPYKLMA MO NPUMeHeHUo - 1 wr.
MMC-12-30: kartetep - 1 wWT.; cTUieT - 2 wWT.; TpybKa coefumHUTENbHas C OAHOXOA0BbIM
KpaHUKOM - 1WT.; B UHANBUAYANbHOW YNAKOBKE; MHCTPYKLMA MO NPUMEHeHUo - 1 WT.

MM C-14-30: kateTep - 1 WT.; CTUNeT - 2 WT.; TpybKa coefiMHUTeNbHAA C OAHOXOAO0BbIM
KpaHWKOM - 1wWT.; B UHANBUAYaNbHON YNaKOBKE; NHCTPYKLMSA NO MPUMEHEHMIO - 1 WWT.

MM C-16-30: katetep - 1 wWwT.; cTuner - 2 wWrT.; Tpybka coeguHuTenbHas - 1 wWT,; B
WHAWBUAYANIbHOW YNAKOBKE; MHCTPYKLMA NO NPYMEHEHMIO - 1 wT.
MMC-18-30: katetep - 1 wWwT.; cTunetr - 2 WT.; TpybkKa coeanMHuUTenbHas - 1 WT.; B
WHAWBUAYANIbHOW YNAaKOBKe; MHCTPYKLMUA NO NMPUMEHEHUIO - 1 WT.
MMC-20-30: kaTeTep - 1 wrt.; ctunet - 2 wWT.; Tpyb6Ka coeauHUTeNnbHas - 1 WT.; B
WHAWBUAYaNbHON YNaKoBKe; MHCTPYKLUMA N0 MPUMEHeHUo - 1 .
nMC-22-30: katetep - 1 wr.; cTuner - 2 wr.; Tpybka coeguHuTenbHas - 1 WT.; B
WHAVBUAYANbHOW YNAaKOBKE; MHCTPYKLMA MO NPUMEHEHUIO - 1 WT.
MMC-24-30: katetep - 1 wWwT.; cTuner - 2 wWT.; TpybkKa coeauHUTeNbHaa - 1 WT.; B

WNHAMBMAYANbHON YNaKOBKe; MHCTPYKLMSA MO NPUMEHEHMUIO - 1 wT.

TPAHCIMNOPTHAA MAPKNPOBKA
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NHamBmayanbHble YNakoBKN YKNaAblBatOTCA B KOPOOKM 13 TOhpMpOBaHHOIO KapToHa. Kopobku
3aKNenMBaldT KOHTPONbHOW NEHTON € 3ax040M Ha OOKOBble CTEHKM WANM MO MNepumMeTpy.
TpaHCcnoOpTHas MapKMpOBKa COAEPXMUT WHMOpMauM 0 pasMepax KOpPOOKM, YHUKanbHbIi
WTPUX-KOZ, NOT, KaTaioXHbIA W rnobansHblii HoMep m3genusa (GPN-Global Product Number),
KO/IMYECTBO YMaKOBOK BHYTPM KOPOOGKM, CPOK rogHOCTM, norotun komnaHum «Cook Medical»,
a TakXxe CMMBO/bI:

- CMMBO/ O 6epe>KH0|v| OTHOLLEHUN

I CUMBO/ «TeMMNepaTypHOe OrpaHunyeHmne»

- CAMBOJ1 «XPaHUTb B CyXOM MECTE»

MAPAMETPbI ¥TTIAKOBKW

KaTtanoxHsblii Homep BbicoTa, cm LWnpuHa, cm Macca, r
lMorpeLuHoCTb +10 % +10% +10%
nMC-8-30 63,6 12,4 65
nMC-10-30 63,3 12,4 63
nMC-12-30 63,3 12,4 65,5
nMC-14-30 63,3 12,4 72,5
nMC-16-30 63,3 12,4 88
nmc-18-30 63,3 12,4 91
nMC-20-30 63,3 12,4 92
nMC-22-30 63,3 12,4 64,5
nMC-24-30 63,3 12,4 99,5
MAPKNPOBKA

KaTeTepbl ApeHaxHble B Habopax MOCTaBASAKTCA B MHAMBUAYaNbHOW ynakoBKe, KoTopas npwu
OTKPbIBAaHUN [A0/MKHA OblTb 6€3 MPU3HAKOB MNOBpeXAeHWs. HegonycTUMOCTb MPUMEHEHUs B
C/lyyae HapyLUeHWs LeNoCTHOCTU NOTPe6UTENbCKOI Tapsbl.

Ha 3TUKeTKe yCTPOICTBA O/MKHbI 6bITb YKa3aHbl Clefytollme napameTpsbl:

— HauMeHOBaHWe ¥ afpec KOMNaHUW-U3roTOBUTENS;

— afjpec npeacrtasutensa B EC;

— MapKMpOBKa «TO/IbKO A8 CNeumnanncToB»;

— Ha3BaHMe MeJMLMHCKOro YCTPOICTBA,;

— HOMep feTanun no Karanory;

— CepWiiHbI HOMep (HOMep napTum);

— napamMeTpsbl 1 06Was cxema yCTpOMNCTBa,;

— CWUMBO/, YKa3sblBatowmii Ha ceptuukaynto CE;

— CUMBON CTepuAn3aLmm;

— CUMBOJ NPUTOAHOCTU K MOBTOPHOMY WMCMO/Ib30BAHUIO;
— [aTa U3roToB/IEHNS;

— CMMBOA, npeaynpexjatrwmini 0 HeobXxo4MMOCTM u3beratb BO3LEACTBMA COSTHEYHOrO
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CBETa;
— CUMBOJ XpaHEHUS B CYXOM MECTE;
— LUTPUXKOZA;
— CPOK XpaHeHus;
— CMMBON «06PaTUTECH K MHCTPYKLMM NO NPUMEHEHNIO»;
— CUMBON-NpeAynpexaeHne «BHUMaHMe, 06paTUTECh K MHCTPYKLUW MO NPUMEHEHUIO»

N3genue OTUKeTKa
Ha60p COOK MEDICAL
Universa .
Uhiversa®
Malecot Malecot Drainage Catheter
Drainage
Catheter (SID UMC-8-30
Exchange (SEE 655826

Set LU

8Fr/ 30cm

e
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MPABUNA YTUNN3AUNN

Mocne 3aBepLUeHNs Npouesypbl YCTPOMCTBA AO/IKHbI YTUIN3MPOBATLCA COMNacHoO
MHCTUTYLMOHA/IbHbIM PYKOBOACTBAM A5 BMONOTMYECKUX MEAULMHCKMUX OTXOAO0B.

Ons ctpaH EC - B COOTBETCTBUM C PYKOBOAALLMMMN JOKYMeHTamMmy BcemupHoi OpraHusanmm
34paBo0XpaHeHus.

Ona US cTtpaH - B cootBetcTBUmM ¢ MuHuctepctsom Tpyga CLUA o BesonacHocT n TurueHe
Tpyga (OSHA)

[nsa Poccuiickoin ®efepauny - B COOTBETCTBUM C HaLMOHaNbHbIMKU TpeboBaHusaMu. Knacc
0NacHOCTU MefULMHCKNX OTX0A0B: Knacca b.

/Moanuce/
CnieupmanncT no Bonpocam perynnposaHuns [Jata
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MepeBO4 [AHHOrO TekcTa CAenaH MHOW, NepeBofuMKOM  AcTBauaTypsH [eoprvem
KoHcTaHTuHOBMYeM. TpeboBaHMA K TeKCTY nepesoja (MakcrilaibHas TOYHOCTb, rpamMoTHoe *
U3IO>KEHNE) MHE Pa3bACHEHDI.

TTOAMNNCK

Poccuiickaa degepauns
"opos MockBa
[eBATHafUaTOro aypens Be TbiCAYM BOCEMHAAL,;

A, [lectpeuoBa TaTbAHa AHOpPeeBHa, HOTapuyc ropoja
MOAMMHHOCTbL Mognucy nepesogynka ActeauatypsaH Meoprus KoHcra)

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb NognucasLero JOKYMEHT YCTaHOB/IEHaA.

3apervctpupoBaHo B peectpe: Ne 73/218-H/77-2018-

B3bICKaHO rocyapcTBeHHON nownuHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKazaHue yCnyr npaBoBOro 1 TEXHUYECKOro xapakTepa: - py6. —Kon.

MEYATDb I'IO,EI,I'II/ICI:TA MecTpeLoBa

[MEYATDb

Bcero  MpowHypoBaHO,  MPOHYMEPOBaHO

CKpeneHo neyatbio 3 mYb
Poccuiiokan $enepaLya nmcTta\os
fqmMoa HoTapuyc:
NeBATHagu"TtoT aAnpT JMwaun kkem T ujow wgs
£, MecTpeuoa TaTbsiHa AHAPEEBHa, MOTapHYC ropoja Mocksbl, I_I Oﬂ.rl I/l C b

ceuaeTenscTeyto BepHo€Tb KGDIMY € ApeICTARARHKOMD MHE

[IOKYMeHTa.

3apeructpuposaHo B peectpe: N

B3bICKaHO rocyAapCTBEHHON nomnﬁﬂrdbmw:_ N

Yna4eHo 3a oKasaHue yCnyr nNpaBoBOro M TeXHNYECKOro xapakrepa: _ Bcero n pOLLI Hypo BaHo,

NMPOHYMEPOBaHO U CKPenieHo
neyaTbro
—3.£ -. NTNCTOB.

Hotapuyc
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COOK INCORPORATED

750 DANIELS WAY
‘ O O K BLOOMINGTON, IN 47404 USA
PNONi: 812.339.2235 tollfru. 800.457.4500
WWW.COOKMEOICAL.COM

MEDICAL

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version ofthe Instructions for Use for the “Drainage CatheterSTn Sets” Submission.

Kris Weathers
Regulatory Affairs Manager
Cook Incorporated

State of Indiana.
ss
County of Monroe )

Subscribed and sworn to before me the dayof / * 't month year.

My Commission expires November 30, 2022
Jo~Tathan Liu

% J—
JOHNATHAN LIU
Notary Public - Seal
State Of Indiana
Monroe County

mmissioR Expires Nov 30. 2022
MyCo. [ ] «r\; P
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COOK

MEDICAL

INSTRUCTIONS FOR USE

Drainage Catheters in Sets
INTENDED USE

Used to accommodate various urinary drainage procedures (Reference Intended
use”*ndications 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

Pw} eler
1/3 Fr I1mm
11Inch 25.4 mm

Universa Loop Drainage Catheter Introductory Set fULCS-6-15. ULCS-8-30. ULCS-10-
30. ULCS-12-30. ULCS-H-SOi

Page 1 of 20
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The Universa Loop Drainage Catheter Introductory Set is intended for initial catheter
placement. Each set includes a drainage catheter designed with a loop, an EchoTip trocar
needle, three, five or six dilators,, a curved safety-wire (Safe-T-J) wire guide, a connecting
tube with a one-way stopcock, and a catheter support with cable tie. If specified, two flexible
stylets are provided with the set.

These catheters are manufactured in diameters of 6.0 Fr/2 mm; 8.0 Fr/2.67 mm; 10.0 Fr/3.33
mm; 12.0 Fr/4 mm and 14.0 Fr/4.67 mm. Catheters with a diameter of 6.0 Fr/2.0 mm are
manufactured in a length of 15 centimeters; all other catheters are manufactured in a length of
30 centimeters. The distal tip of the catheter is characterized by a loop with a 16 to 19
millimeter diameter, 20 to 24 millimeter diameter or a 30 to 34 millimeter diameter
depending of catheter size. The distal tip is slightly tapered to a 0.040 inch/1.016 mm
diameter. Six sideports are placed along the distal loop on one side of the pigtail beginning at
a location 12 millimeters from the distal tip. The proximal fitting for this catheter is
comprised of a Luer lock adapter and cap. The French size ofthe catheter is stamped on the
catheter shaft.

Diameter of sideports:

ULCS-6-15: 0.042 inch/1.067mm (£0.005 inch/0.127mm);

ULCS-8-30 and ULCS-10-30: 0.050 inch/1.27 mm (£0.005 inch/0.127mm);
ULCS-12-30 and ULCS-14-30: 0.072 inch/1.829 mm (+0.005 inch/0.127mm).

Two flexible stylets are provided with catheters manufactured in 10.0 Fr/3.33 mm;
12.0 Fr/4 mm and 14.0 Fr/4.67 mm. Catheters manufactured in diameters of 6.0 Fr/2 mm;
8.0 Fr/2.67 mm do not require a flexible stylet.

Catalogue
;Number UllerPAMpHI::
VIBAWMItE » . 1 -
Tolerance +0.005inch +0.005inch +2mm
/0.127mm /0.127mm

ULCS-10-30 0.042/1.067 0.066/1.676 415
ULCS-12-30 0.043/1.092 0.092/2.337 415
ULCS-14-30 0.043/1.092 0.115/2.921 442

The connecting tube is manufactured in a diameter of 14.0 Fr/4.67 and measures 30
centimeters. The connecting tube is designed with a bag connector on the distal end and one-
way stopcock on the proximal end.

y

The dilators are sized ranging from 5.0 Fr/1.67 mm to 16.0 Fr/5.33mm and 20 centimeters in
length. Based upon the set specifications the set may contain three to six dilators. All dilators
are manufactured with the dilator French size on the dilator shaft.

The trocar needle is manufactured in an 18.0 G/1.25 mm (£0.05 mm) and measures 20
centimeters in length, with a trocar stylet. The needle The trocar needle is designed with an
Echotip for enhanced visualization during ultrasoimd and is characterized by dimpling along
the distal shaft of the needle.

The wire guide is designed with a safety-wire (Safe-T-J). The wire guide is manufactured
with a 0.038 inch/0.97mm diameter and a length of 100 centimeters. The distal tip of the

Page 2 of 20
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:is characterized by a flexible 3 millimeter curve radius. The wire guide is supplied with
an inserter.

The catheter support has an entry access hole in which a catheter or medical device may be
advanced through for stabilization of the device while indwelling inside the patient. The disc
French size is stamped on the radius of the access hole. This device is manufactured to
specifically accept the corresponding catheter French size. A cable tie of provided with the
securement devices for fixating the indwelling catheter to the device.

Wire Guide Inserter Holder:

Lengths; D - 151 inch/ 26.7 mm (£0.01inch/ 0.254 mm); B - 0.302 inch/ 7.67 mm

(£0.005 inch/ 0.127 mm); G - 0.125 inch/ 3.175 mm (+0.005 inch/ 0.127 mm);

Outer diameters; F - 0.133 inch/ 3.378 mm (x0. 005 inch/ 0.127 mm); E - 0.125 inch/ 3.175
mm (0. 005 inch/ 0.127 mm);

Angle C -8° 17}

Inner diameter A- 0.025 inch/ 0.635 mm (+0.002 inch/ 0.05 mm)

i
R A e L a4
F TR T ///////////%,‘ —“f—‘r
1 — 4 ¢

Parameters for Stopcock:

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

«Male» Luer-Lock connection;

Inner diameter «B» - 0.098 inch/ 2.49 mm (£0.005 inch/ 0.127 mm);
«Female» Luer-Lock connection;

Inner diameter «C» - 0.169 inch/ 4.3 mm (x0.005 inch/ 0.127 mm);
Height of handle «D» - 0.709 inch/18.001mm (£0.005 inch/ 0.127 mm).

c

FEMALE UUEIt LOCK HTTIMG MALE tuer lock nTimo
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«aeters for Retention Disk:

Diameters: A- 1.574 inch/39.98 mm (+0.005 inch/ 0.127 mm); B - 0.400 inch/10.16 mm
(20.010 inch/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).

A

~C

&

SHOAS G THRY
CENTRR OF MSC, T
M OFF CONTER

Parameters ofLuer-Lock (FLLA) for: ULCS-6-15. ULCS-8-30 and ULCS-10-30:
Diameters: D - 0.210 inch/5.334mm (+0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm
(£0.002 inch/0.051mm);

Lengths: 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 (£0.002 inch/0.051mm).
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Ofxier A" A ¢
NaadxT .
0.070inch/l .778mm
ULCS-6-15 16,002 inch/0.051mm
0.070inch/l .778mm
ULCS-8-30 14002 inch/0.051mm
ULCS-10-30 0.090 inch/2.286mm

+0.002 inch/0.051mm

1

0.782 inch/19.863mm
+0.002 inch/0.051mm
0.782 inch/19.863mm
+0.002 inch/0.051mm
0.775 inch/19.685mm
+0.002 inch/0.051mm

Parameters ofLuer-Lock (FLLA) for ULCS-12-30:

Diameters: A - 0.335 inch/8.509mm (£0.005 inch/0.127mm); B - 0.129 inch/ 3.277mm

0

rrx

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

(x0.002 inch/0.051mm); C - 0.187 inch/4.749mm (+0.005 inch/0.127mm);

Length: D - 0.300 inch/ 7.62mm (+0.005 inch/0.127mm); E - 0.28linch/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 inclL18.415 mm (+0.010 inch/0.254mm); | - 0.185

inch/4.699 mm (£0.005 inch/0.127mm).
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t0 ~ rarameters ofLuer-Lock (FLLA) for ULCS-14-30:

Length; B - 0.446 inch/11.325 mm (+0.005 inch/0.127mm); C - 0.096 inch/2.438 mm
(£0.005 inch/0.127mm); E - 0.490 inch/12.446 mm (+0.005 inch/0.127mm); F - 0.406
inch/10.312 mm (£0.005 inch/0.127mm); G - 0.312 inch/7.925 mm (+0.005 inch/0.127mm);
H - 0.187 inch/4.75 mm (x0.005 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);

Angle D - 5°%

Diameters: A - 0.125 inch/3.175 mm (+0.002 inch/0.051mm); M - 0.257 inch/6.528 mm
(x0.005 inch/0.127mm); N - 0.313/7.950 mm(z0.005 inch/0.127mm).

Parameters ofBas Connector:

Length: A - 1.580 inch/40.132 mm (+0.010 inch/0.254 mm); B - 1.21 inch/30.734 mm
(x0.005 ipch/0.127mm); C - 0.125 inch/3.175 mm (x0.005 inch/0.127mm);
Diameter: D -0.640inch/16.256 mm (+0.005 inch/0.127mm); E - 0.39 inch/9.906 mm
(x0.005 inch/0.127mm); F - 0.358 inch/9.093 mm (+0.005 inch/0.127mm).

——— A

~— B

=] |=—C

AT SV AT o A A e ity it 4

Parameters of Trocar Cannula and Stylet:

C - Outer diameter 0.0515 - 0.0535 inch/ 1.3081 - 1.3589 mm (+0.005 inch/0.127mm);
Inner diameter of trocar stylet hub - 0.040 inch/1.016 mm (£0.005 inch/0.127mm);
Diameter of cannula hub; inner - 0.0415-0.0425 inch/1.054 - 1.079 mm (£0.005-
inch/0.127mm); outer -0.0515 - 0.0525 inch/1.3081-1.3335 mm (x0.005 inch/0.127mm).
Bevel angle - 22 °.
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Parameters ofEchoTiv for Trocar Needle:

Parameters of Cap ULCS-6-15:ULCS-8-30: ULCS-10-30: ULCS-12-30:

Diameter: B - 0.345 inch/8.763mm (+0.01 inch/0.254 mm);
Length: C - 0.490 inch/ 12.446 mm (+0.010 inch/0.254 mm).

r
B S Wk > — A

_45“Q_0’

UrderpHpwecr ¢

ULCS-6-15 0.093/2.362mm (£0.005 inch/0.127mm)

ULCS-8-30 0.120/3.048mm (£0.005 inch/0.127mm)

ULCS-10-30 0.136/3.454mm (£0.005 inch/0.127mm)

ULCS-12-30 0.162/4.115mm (£0.005 inch/0.127mm)
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limeters ofCap ULCS-14-30:

Diameters: A -0.192 inch/4.877 mm (0.005 inch/0.127mm); B - 0.437 inch/11.099 mm (*
0.005 - 0.010 inch/0.127 - 0.254 mm);
Length C - 0.555 inch/14.097 mm (0.010 inch/0.254 mm).

e

B 1{ bt ;

////JMW/,L //
-

ULCS-6-15 6.0/2.0 15 No flexible stylets; 3 dilators: 5 Fr/1.67mm, 6 Fr/2mm,
8 Fr/2.67mm, 20 cm
No flexible stylets; 3 dilators: 6 Fr/2mm, 8 Fr/2.67mm,
10 Fr/3.33 mm, 20 cm
2 flexible stylets; 4 dilators: 6 Fr/2mm, 8 Fr/2.67mm,
10 Fr/3.33 mm, 12 Fr/4 mm, 20 cm
2 flexible stylets; 5 dilators: 6 Fr/2mm, 8 Fr/2.67mm,
10 Fr/3.33 mm, 12 Fr/4 mm, 14 Fr/4.67 mm, 20 cm
2 flexible stylets; 6 dilators: 6 Fr/2mm, 8 Fr/2.67mm,
ULCS-14-30 14.0/4.67 30 10 Fr/3.33 mm, 12 Fr/4 mm, 14 Fr/4.67 mm,

16 Fr/5.33 mm, 20 cm

ULCS-8-30 8.0/2.67 30
ULCS-10-30  10.0/3.33 30

ULCS-12-30  12.0/4.0 30

Strength characteristics of the”~theter:

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%;

Strength characteristics of the stylet:
Bond strength of components - not less than 15 N

Strength characteristics of the connecting tube:
Bond strength of components - not less than 15 N;

Strength characteristics of the wire guide:
Bond strength of wire guide core with sheath and sheath with safety wire - not less than ION;
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gth characteristics of the dilator:
Bond strength of components - not less than 15 N;

Strength characteristics of the Trocar needle:
Bond strength of hub and needle - not less than 44 N;

Strength characteristics of the one-way stopcock:
Force at break - not less than SON;

Strength characteristics of the retention disk:
Force at break - not less than 40N;

MATERIALS

Universa Loop Drainage Catheter Introductory Set (IJLCS-6-15. ULCS-8-30. ULCS-10-
30. ULCS-12-30, ULCS-14-30)

Catheter Polyurethane #21381 - Grey Direct Contact
Grey Colorants:
Barium Sulfate
Titanium Dioxide
Carbon Black
Markings:
Ink Type P Red Ne 71590

Connecting Cap:
Polyamide-6 # 40340

Catheter Adapter:
Polyamide-6 #40340
Stylet only for Polyurethane #20060 - Dark Grey Direct Contact
ULCS-10-30, Dark Grey Colorants:
ULCS-12-30, Titanium Dioxide
ULCS-14-30 Carbon Black
Stearic Acid

Connecting Cap:
Polyamide-6 # 40340

Stylet Adapter:
Acetal #80010
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NNdew!N a m e n* -

D, OYNGG ML, ]! Issiijsit* oo Nc' * +-
Dilators Vinyl Radiopaque #11131 - Grey Direct Contact

Grey Colorants:

Barium Sulfate

Acetyl Tributyl Citrate

Epoxidized Soybean Oil

Acrylic Processing Aid

Polyamide

Organo Zinc Salt

Fatty Acid

FDA Pigment Package

Markings:
Ink Type PG #70570
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- -
Material Ygme Patient Cont”ting

Trocar Needle Cannula: Direct Contact
Stainless Steel AISI 304
C-Max 0,08
Cr-18-20
Fe-66,345 - 74
Mn-Max 2
Ni-8 - 10,5
P-Max 0,045
S-Max 0,03
Cu-Max 1

Cannula Hub:
Polypropylene # 9003-07-0
Pink Colorants:

Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

Needle Stylet:

Stainless Steel AISI 304
C-Max 0,08

Cr-18-20

Fe-66,345 - 74
Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

Stylet Hub:

Polypropylene # 9003-07-0
Pink Colorants:

Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

Product Protector:
Polypropylene #30070
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FDevice

Connecting Non-Radiopaque Vinyl #11150
Tube Connecting Tube Adapter:
Acetal #80010-White
White Colorants:

One Way Stopcock:
Polycarbonate # 80020
Blue Colorant: PR-149

Wire Guide Stainless Steel AISI 304
C-Max 0,08
Cr-18-20
Fe-66,345 - 74
Mn-Max 2
Ni-8 - 10,5
P-Max 0,045
S-Max 0,03
Cu-Max 1

Wire Guide Coating:
PTFE DuPont Teflon 850G-204
Inserter:
Acetal # 80010
Cl Pigment Red 207

Retention Disc Silicone Dow #94-599K
Colorants:
Dimethyl
Methylvinyl Siloxane
Trimethylsilyl treated Silica

Hexamethyldisilazane reaction with Silica

Pull Tie:
Nylon 6.6
Carbon Black #1333-86-4

Indirect Contact

Direct Contact

Indirect Contact

Packaging materials for Universa Loop Drainage Catheter Introductory Set ('ULCS-6-15.

ULCS-8-30. ULCS-10-30. ULCS-12-30. ULCS-14-30i

Packaging Backing-TYVEK: 1073B/109P
Face Material - Nylon BON
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PACKAGING INFORMATION

Surface density from 50 to 80 (+ 2)g/m2

Tensile strength - Tensile strength not less than 0.4 KN/m

Strength of the welded joint - Strength of the weld at least 0.12 MPa
Width of welded joint - Width of adhesive layer not less than 8 mm

This device is supplied directly in primary packaging.

PERFORMANCE CHARACTERISTICS

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

Universa Drainage Catheter Sets, in packaging are stable under vibration loads in the range
10-55 Hz, amplitude displacement 0f 0.35 mm and shock loads at peak acceleration of 100 m
/ s2 (10g), and duration of shock acceleration of 16 ms.

Universa Drainage Catheter Sets are stable at temperatures in the range of +32 to + 42 ° C.

Universa Drainage Catheter Sets, in packaging are stable at a transportation and storage
temperature in the in the range of -50 to + 50 ° C.

Universa Drainage Catheter Sets are resistant to corrosion.

Universa<'Draihage Catheter Sets are stable under sudden changes in temperature.

Universa Drainage Catheter Sets are supplied in sterile packages, do not attempt to clean,
disinfect or re-sterilize.

INTENDED USEANDICATION FOR USE:
Universa Loop Drainage Catheter Introductory Set (ULCS-6-15. ULCS-8-30. ULCS-10-

30. ULCS-12-30. ULCS-14-3Q1 - the Universa Loop Drainage Catheter Set is intended to
provide percutaneous urine drainage from the genitourinary system.

CONTRAINDICATIONS:

Acute urethritis

Acute prostatitis

Acute cystitis

Untreated urinary tract infections
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POTENTIAL ADVERSE EVENTS:

Patient discomfort
Pain

Bleeding

Bladder irritation
Fever

Infection
Hematuria

Sepsis

Nephrocolic fistula
Peritonitis

Leakage from the insertion site
Occlusion
Dislodgement

COMPLICATIONS:

Tissue trauma

AV fistula

Bowel or organ injury
Pneumothorax

R%nal pelvis, bladder, or colon injury (perforation)
Catheter-related infections
Mucosal abrasion

Scar formation
Hypotension
Pseudoaneurysm

Urinary leakage
Arterial-calyceal fistula

INSTRUCTIONS FOR USE

Universa Loop Drainaee Catheter Introductory Set (ULCS-6-15. ULCS-8-30, ULCS-10-
30, ULCS-12-30. ULCS-14-301 -

1. Identify and anesthetize the skin site overlying the collecting system/bladder.

2. Under fluoroscopy or ultrasound, used standard percutaneous technigue to place a
wire guide into the collecting system/bladder. Confirm placement via free flow of
urine.

3. To facilitate passage of the catheter, dilate the musculofascial tract using dilators in
sequence from smallest to largest.

4. Advance the straightening stylet into the catheter and secure with the Luer lock.
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Place the stylet/catheter assembly, pigtail end first, over the external end of the wire
guide and advance it into the collecting system/bladder.
Confirm catheter position via fluoroscopy or ultrasound.
Unlock the stylet, gently twist, and remove the stylet from the catheter.
Hold the catheter securely in position and remove the wire guide.
Confirm catheter position via fluoroscopy or ultrasound.
10. Use the retention disc to secure the catheter to the skin; secure the catheter to the disc
with the plastic tie.
11. Apply tape, suture and dressing as needed.
12. Attach the connecting tube to the catheter and drainage bag.
13. Retain the individually packaged, flexible stylet for catheter removal.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

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

All of Cook facilities are also certified to 1ISO 13485 (2003/2012) Quality Management
System.

WARRANTY

Manufcatured by Cook Incorporated, 750 Daniels Way, Bloomington, IN 47404, USA,
phone: +812 339 2235, fax: +800 554 8335. Authorized representative on the territory of the
Russian Federation is ZAO SCHAG”

Russia, 119002, Moscow, Karmanitzky per. 9, Office 501a.
Tel.+ 7(459) 956-13-09;

Fax+ 7 (495) 956-1310;

e-mail: info@,schag.ru —

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.

Universa Drainage Catheter Sets have a three (3) year shelf life.
STERILZATION DETAILS

Cook Incorporated sterilizes devices using a validated ethylene oxide (EtO) method to a SAL
(sterility assurance level) of 10-6. EtO was the sterilization method selected for these devices
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as it is effective and does not alter the physical properties of the device. EtO product
sterilization is addressed in Cook Incorporated’s Quality System Procedure, QSP18
(Sterilization) and Cook Incorporated is certified as compliant with ISO 13485:2003 and EN
ISO 11135-1:2007.

STORAGE RULES

Universa Drainage Catheter Sets should be stored in a dark, dry, cool place; avoid extended
exposure to light.

TRANSPORTATION RULES

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

USAGE CONDITIONS
Universa Drainage Catheter Sets are used in the patient care medical institutions.
POTENTIAL CONSUMERS

Universa Drainage Catheter Sets are intended for use during urological procedures by
physicians trained and experienced in performing percutaneous / suprapubic manipulations.
Standard methods for placement of catheters with small / loop / balloon catheters should be
used.

REPAIR/MAINTENANCE

Universa Drainage Catheter Sets are intended for single use only. Do not attempt to repair or
carry out maintenance.

DELIVERY DETAILS

Universa Drainage Catheter Sets are supplied in individual packaging together with
instruction for use. Individual packages are put in the corrugated board boxes. Boxes are
being taped with the control tape to cover the sides or along the perimeter.

SUPPLY DETAILS

Universa Drainage Catheter Sets are supplied as follows:
Universa Loop Drainage Catheter Introductory Set:

ULCS-6-15:; catheter - 1p.; dilators - 3 p.; trocar needle - 1p.; wire guide - 1p.; connecting
tube with one way stop-cock - 1 p.; retention disk with pull tie - 1p. in individual packaging;
instructions for use - 1p.
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ULCS-8-30: catheter - 1p.; dilators - 3 p.; trocar needle - 1p.; wire guide - 1p.; connecting
tube with one way stop-cock - 1p.; retention disk with pull tie - 1p. in individual packaging;
instructions foruse - 1p

ULCS-10-30: catheter - 1 p.; dilators - 4 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube with one way stop-cock - I p.; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

ULCS-12-30; catheter - 1 p.; dilators - 5 p.; trocar needle - 1 p.; wire guide - 1 p,;
connecting tube with one way stop-cock -1 p.; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

ULCS-14-30: catheter - 1 p.; dilators - 6 p.; trocar needle - 1 p.; wire guide - 1 p,;

connecting tube with one way stop-cock -1 p.; retention disk with pull tie - 1p. in individual
packaging; instructions for use - 1p.

TRANSPORTATION LABELLING

Universa Drainage Catheter Sets are supplied in the individual packages which are placed in
corrugated boxes with sealed with control tape. Transport boxes show the following
information; dimensions of the box, unique bar-code. Cook Medical logo and the following
symbols;

f - symbol for "Fragile”

- symbol for "Temperature limitation’

symbol for “Keep dry’

PACKAGING PARAMETERES

Tolerance + 10% + 10% + 10%
ULCS-6-15 20.4 67.5 238
ULCS-8-30 20.4 67.5 242
ULCS-10-30 20.4 67.5 261.5
ULCS-12-30 20.4 67.5 270
ULCS-14-30 20.4 67.5 283.5

PACKAGING AND LABELLING

Universa Drainage Catheter Sets are supplied in the individual packaging, which should show
no signs of damage or opening. Upon detecting the bends, breaks and other defects the device
cannot be used.
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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 dr>

- bar-code;

- shelf life;

- symbol for “Consult Instruction for Use”

-symbol for caution “Attention, see Instructions for Use”
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Universa Loop
Drainage
Catheter
Introductory Set
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DISPOSAL RULES
Upon completion of procedure, the dev ices are to be disposed of as per institutional
euidelines for biohazardous medical \\ aste.

For EU countries -in accordance with the guidance documents by World Health
Organization guidance document.

For US countries - in accordance \\ ith 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.

Regulator}'Affairs Manager Date
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MepeBof C aHIMIACKOrO s3bIKA Ha PYCCKUI S13bIK

CEKPETAPb LLITAT
LLITAT VIHOMAHA

KoHHM JloycoH
CeKpeTapb LUTaTa

AINOCTW b
(Maarckas KoHBeHUMS OT 5 oKTA6pst 1961 roaa)

1 CrpaHa: COEAVIHEHHbBIE LLUTATBI AMEPVIKA

JaHHbIA  NY6NMYHBIA JOKYMEHT
2 6bln nognucaH: MkoHaTaH Jlbto

3 BbICTyMatoLLyIM B Ka4eCTBe: My6/IMYHON0 HoTapuyca OT MMEHM U M0 NMOPYYEHNIO OKpyra
MoHpo
4 HOCUT Meyatb: My6/IMYHOro HoTapuyca OT MMEHW M M0 MOPYYEHUIO LLTaTa

3aBepeHo

5 B TI. HgnaHanonwue, HgnaHa
6 ABaguaTb AeBATOoe MapTta 2018 r.
7 CeKpeTapem Llirata HaovaHa
8 3a Homepom: Ne A2018-0329093859
9 Tlevatb: Meyvatsb LLitata HapaHa
10 Mognumeb: (KoHHM J1oycoH, ceKpeTapb LuTaTta VHavaHa)

[OeiictBuTenbHble ¢ 1 Mast 2003 roga, Bce anocTvin CekpeTaps LTata HanaHa

[O/DKHbI UMEThL 3/IEKTPOHHYHO Meyarth.
[OKYMeHT 6bU1 NpocMoTpeH 17 mapTta 2012 r.

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



Ha dmpmeHHoM 6naHke COOK

CEPTUOPUNKALWNOHHOE 3AABNEHWNE

Kak 0TBeTCTBeHHbI npeacTaBuTenlb Cook incorporated, HacTosILLMM S MOATBEPXKAALO,
YyTO MpWIaraeMblii  [JOKYMEHT SIBMSIETCA aKTya/lbHOM Bepcueld  UHCTPYKLMM 1o
NPVMEHEHUIO M0 3asBKe «KaTeTepbl APeHaXKHbIE B HAGOPaX».

/Mognuce/
Kpuc Besepc
MeHepkep Mo Borpocam perucrpaumm
Cook Incorporated

LLirtaT HamraHa
Oxpyr MoHpo

NognuncaHo v 3aBepeHO B MOeM npucyTcTBun 23 mapTta 2018 roga.
Mon nonHomoumns uctekarot 30 Hos6psA 2022 T

/Mognuck/ DkoHaTtaH Jlbto

[xoHaTaH Jlblo

My6nunyHbIli HoTapuyc, WTaT NHAnaHa

Okpyr MoHpo

Cpok AelicTBMA MOel NuueH3nn uctekaet
30 HoAbpA 2022 roga
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NHCTPYKUWA MO NPUMEHEHUIO

KateTepbl ApeHaxHble B Habopax

HASHAYEHWE

MPUMEHAOTCS AN8 YPECKOXHOr0 APeHMPOBaHWS MOYENONOBO cucTembl (06paTuTech K
LLeNeBOMY Ha3HAYEHWIO B MHCTPYKLUW 4151 YTOUHEHNS).

MPEAYMPEXAEHWE: ®epepasbHoe 3aKoHoAaTeNnbCTBO CLUA paspewtaeT npojaxy
3TOW NPOAYKLNN TOMIbKO MEAULMHCKUM paboTHMKaM UK Nno nx 3akasy (Mav no 3akasy
NPaKTUKYIOLWMX Bpayeil C COOTBETCTBYHOLLEN NNLEH3NEN).

OMMCAHWNE N3OJENNA

EanHnubl MpeobpazoBaHune
IFr 1/3 Mm
1 aroiim 25,4 MM

Ha6op Universa Loop Drainage Catheter Introductory Set (ULCS-6-15. ULCS-8-30, ULCS-
10-30. ULCS-12-30. ULCS-14-30)

Ha6op Universa Loop Drainage Catheter Introductory Set npepgHasHayeH [ANA MepPBUYHOIO
pasMellleHNs KateTepa. B Kaxablii Habop BXOAAT APEHaXKHbIi NETNEBON KaTeTep, TpOoaKapHas
urna EchoTip, NATb WK WeCTb paclUNpPUTENeRn, N30THYTbI CTPaxoBOYHbIA NPoBOAHUK (Safe-T-
J), coeanHnTenbHaa Tpybka ¢ OLHOXOAOBbIM KPaHWKOM W (PMKCUPYIOLWMIA AUCK C BbITSKHbIM
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LWUHYPOM, B 3aBUCMMOCTU OT MOAM(MKaLMMK, B HAGOP TakXKe MOTyT OblTb BKIKOYEHbI ABA TMOKUX
cTuneTa.

KateTepbl BbiNofIHEHbI guameTpamu 6.0 Fr/2.0 mm; 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4.0
MM 1 14.0 Fr/4.67 mm. KaTeTepbl ¢ gnametpom 6.0 Fr/2.0 MM, BbinycKalTCa AAMHOW 15 CMm,
oCTa/lbHble KaTeTepbl BbIMNOMHEHbl AAuMHOMW 30  CM. [ucTanbHbIl  KOHel, KaTteTepa
XapakTepusyeTca Hanmymem netnm Agwamertpom 16-19 wmm, 20-24 mm wunm 30-34 wmm, B
3aBMCUMOCTW OT fuamMeTpa Katetepa. [uMCTanbHbI KOHeL CXOAUT Ha KOHYC Ao agnametpa 0,040
Aatonma/l.016 mm. Bponb netnv no OAHOM M3 CTOPOH 3aBMTKa pacnonaralTcs LWecTb 60KOBbIX
OTBEPCTUI, HaumHas Cc 12 MM OT AWUCTaNbHOro KOHUa. [1poKCMManbHbI PUTUHI KaTeTepa
npeacTtasnsieT coboli agantep Tuna Luer-lock n coegnHnTenbHbIA Konnavok. [unameTp KaTeTepa
no wkane Lllapbep HaHeCeH Ha CTepXeHb n3genus.

[dvameTp 60KOBbIX OTBEPCTUIA:

ULCS-6-15: 0.042 groiima/1.067mm (£0.005 groinmal/0.127mm);

ULCS-8-30 n ULCS-10-30: 0.050 groitmal/1.27 mm (£0.005 groiimal/0.127mm);

ULCS-12-30 n ULCS-14-30: 0.072 agtoinma/1.829 mm (+0.005 atoiima/0.127mMm).

C katetepamu gmametpom 10.0 Fr/3.33 mm; 12.0 Fr/4.0 mm n 14.0 Fr/4.67 MM noctaBnsrTCA
ABa rmokmx ctuneta. Karetepsbl anametpom 6.0 Fr/2.0 mm; 8.0 Fr/2.67 mm nocTtaBnsitoTCA 6€3
rMOKNX CTUNETOB.

KaTanoxHblii Mmbknii ctnnet

HoMmep BHyTpeHHMI anameTp BHewHwnii gnameTp OnuHa,
Aoim/mm Aoim/mMm cMm

|‘|0rpe|_u|-|oc'|'b +0.0050MMa +0.005a101ima +2MM

/0.127MM™m /0.127mm

ULCS-10-30 0.042/1.067 0.066/1.676 415

ULCS-12-30 0.043/1.092 0.092/2.337 415

ULCS-14-30 0.043/1.092 0.115/2.921 44.2

CoeanHuTenbHas Tpybka BbiNONHeHa AuameTpom 14.0 Fr/4.67 w pgnuHoid 30 cm. Ha
AVCTaNbHOM KOHLE COeAUHUTENbHOW TPYOKM MMeeTCa pa3beM ANF MellKa, a Ha NPOKCUMa/ibHOM
— OJHOXOJ0BOW KpaHUK.

PacwmpuTtenun BbinosHeHsbl anametpom oT 5.0 Fr/1.67 mm go 16.0 Fr/5.33MM B 3aBMCMMOCTU OT
mMoangmkaumm Habopa v AnvHoi 20 cm. B 3aBUCMMOCTM OT MpefHasHayeHus Habopa B
KOMMN/eKTe MOXeT OblTb OT Tpex [0 LWecTU pacwmpuTenei. Bce pacwuputenu
N3roTaBNMBaKOTCA C yKa3aHVWeM AnameTtpa no wkane Llapbep Ha CTepXHe pacimpuTens.

TpoakapHasa wrna BbiMOAHEHblI guvameTpom 18.0 G/1.25 mm (+0.05 mm) u gavHoin 20 cwm.
TpoakapHas urnia nocTaBnsalOTCA B CO0pKe CO CTUNETOM. [N yNyUlleHHOW BUAUMOCTU UT/ibl HA
AVCniee ybTPa3ByKOBOrO CKaHepa Ha KOHLE ee NpeaycMOTpeHa KOHCTpykKuusa Echotip — pag
yrny6neHuii B4ONb AUCTaNIbHOM YaCTU CTEPXKHS.

MposogHuk (Safe-T-J) BbinonHeH puametpom 0.038 pawoiima/0.97 mm u gnumHoi 100 cm.
[uncTanbHblli KOHEL, NPOBOAHMKA MMeeT rMbKoe 3akpyrieHwe pagnycom 3 Mm. [Ons ypobersa

BBEIEHNA NMPOBOAHWKa B KOMMNEKT BXOANUT UHCEPTED.

O UKCUPYIOLWNIA ANCK UMEET B LIEHTPe BXOAHOE OTBEPCTME, B KOTOPOE BCTaBNsETCA KaTeTep A/s
ero (ukcauun Ha Tene nauueHta. [uameTp oTBepcTMs Mo LwWwkane Lllapbep HaHeceH Ha
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pafnanbHOM y4acTKe BXOAHOIO OTBEPCTUSA. YCTPOWCTBO M3rOTOB/IEHO TaKMM 06paToM, YTOObI
COOTBETCTBOBATb KaTeTepy OMpPefeNieHHOro AuameTpa.  BbITAXHOW LWHyp, BXOAAWMWiA B

KOMMNeKT, NpeaoCcTaBnseTCs B KayecTBe (hukcaTopa — C ero NOMOLLblO BBeAEHHbI KaTeTep
KPenuTcs K ANCKY.

MapamMeTpbl MHCEpTEpA:

D - 1,51 provimal 26,7 mm (0,01 gtoiimal 0,254 mm); B - 0,302 groinmal 7,67 mMm

(x0, 005 ptoiimal 0,127 mm); G - 0,125 groinmal 3,175 mm (0, 005 groiimal 0,127 mm);

BHewHwne anameTpsl: F - 0,133 pgroima/ 3,378 mm (x0, 005 awovima/ 0,127 mm); E - 0,125
atorimal 3,175 mm (0, 005 groiima/ 0,127 mm);

YronC-8°17"

BHyTpeHHWI anametp A - 0,025 aroiima/ 0,635 mm (£0,002 groiima/ 0,05Mm).

*N»

[NapameTpbl 0AHOXOA0BOIO KpaHMKa:

OnvHa «A» - 1,594 groinmal 40,49 mm (£0,005 groiimal 0,127 mm);

CoenunHeHue JTioap-S1ok «Male»:

BHyTpeHHWI anameTp «Bx» - 0,098 grolimal 2,49 mm (0,005 groitmal/ 0,127 mm);
CoeaunHeHue Jioap-S1ok «Female»:

BHyTpeHHWIi gnameTp «C» - 0,169 gtorimal 4,3 mm (£0,005 arorima/ 0,127 mm);
BbicoTa kpaHuka «D» - 0.709 aroiima/18.001mm (£0,005 grovimal 0,127 mm).

PyKoATKa KpaHuka

CoepunHeHune Noap-flok «Female» CoepnunHeHune Nwoap-lok «Male»

MapaMeTpbl (PMKCUPYHOLLETO AuCKa:

Ovnametpbl: A - 1,574 proiima/39,98 mm (+0,005 aroiimal/ 0,127 mm); B - 0,400 groinma/10,16 mm
(20,010 groinmal0,254 mm);

C - TonwwmHa gucka 0,065 groiima/l,651 mm (0,010 groinmal/0,254 mm);

D - WwupuHa HOXKKM gucka 0,080 groinmal 2,032 mm (£0,010 aroiima/0,254 mm);

E - BbicoTa HOXKM gncka 0,280 aroinmal/7,112 mm (+0,010 atoiima/0,254 mm).
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MapameTpbl aganTepa JTtoap-Jlok FLLA ana ULCS-6-15, ULCS-8-30 n ULCS-10-30:
OvnameTtpbl: D —0,210 groinmals,334mm (£0.002 groinmal/0,051mm); E —0,344 groiimal 8,738Mm

(x0.002 groima/0,051Mm);
Onwvubl; F - 0,172 proiima/ 4,369vmm  (£0.002 aroirima/0,051mm); G - 0,281patoiimal/7,137mm

(x0.002 groinmal/0,051mm); H - 0,312 atoiimal7,925mm (£0.002 atoiima/0,051Mm).
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KaTanoxHbli

“A” “B” “c”
Homep
ULCS-6-15 0.070at0Mmal/1.778Mm 0.782 pgroinma/19.863mm  0.062 Aroﬁl\uxlall.575MM
+0.002 atoiima/0.051mm  +0.002 pgroiima/0.051mm  £0.002 froiima/0.051mm
ULCS-8-30 0.070at0iimal/1.778MMm 0.782 pgroiima/19.863mm  0.062 ,U,POI7IIYI&/1.575MM
+0.002 atoiima/0.051mm  £0.002 groinmal/0.051mm  +0.002 grorima/0.051mm
ULCS-10-30 0.090 gloiima/2.286mm  0.775 proiima/19.685mm  0.062 groima/1.575mm

+0.002 groiima/0.051mm  £0.002 atoiima/0.051mm  +0.002 groitma/0.051Mm

MapameTpbl aganTepa Jloap-Slok FLLA ana ULCS-12-30:

OvameTtpbl: A —0,335 gtoiima/8,509mm (+£0.005 atorima/0,127mm); B —0,129 groitmal 3,277Mm
(x0.002 groitmal/0,051mm); C - 0,187 proinmalad,749mm (£0.005 groiimal/0,127mm);

Onunbl: D - 0,300 grovima/ 7,62mm (£0.005 groiimal/0,127mm); E - 0,281at0imal7,137mm (£0.005
aonmal0,127mm); F - 0,055 pwoikmal/l,397mMm  (+0.005 aroiimal/0,127mm); G - 0,290
ponmal7,366 MM (£0.005 proimal/0,127mm); H - 0,725 pwoiima/l8,415 wmm (£0.010
aworimal0,254mm); 1-0,185 aroitmal/4,699 mm(+0.005 atoiima/0,127Mmm).

MapameTpbl aganTepa Jlroap-Jlok FLLA ana ULCS-14-30:

Onuubl: B - 0.446 groiima/l1.325 mm  (£0.005 atoiima/0,127mm); C - 0.096 groiimal/2.438 mm
(x0.005 proiimal0,127mm); E - 0.490 atoiimall2.446 mm (£0.005 atoirimal/0,127mm); F - 0.406
aoinmal/10.312 mm  (x0.005 pgroiimal0,127mm); G - 0.312 pgoirimal/7.925 mm (£0.005
aoinmal/0,127mm);  H - 0.187 pawoiima/4.75 mm  (£0.005 pgroiimal/0,127mm); K - 0.457
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aorima/l11.608 mm  (x0.005 pgroinmal0,127mm); L - 0.960 pawoiima/24.384 mm  (+£0.010
atoinmal0.254mm);

Yron D - 5%

Ovnametpbl: A - 0.125 groinmal/3.175 mm (£0.002 groinmal/0.051mm); M - 0.257 groiimal/6.528 mMm
(x0.005 groiimal0,127mm); N - 0.313/7.950 mm(£0.005 aroiima/0,127Mm).

MapameTpPbl KOHHEKTOpA COeAMHNTENbHOM TPYOKN:

Onvubl: A - 1.580 awoiima/40.132 mm (£0.010 atoiima/0.254 mm); B - 1.21 groiima/30.734 mm
(x0.005 groitmal/0,127mm); C - 0.125 aroiimal/3.175 mm (£0.005 atoiimal0,127mm);

Ounametpa: D - 0.640a101ima/16.256 mm (+0.005 atoinmal/0,127mm); E - 0.39 groiima/9.906 mm
(x0.005 proinmal0,127mm); F - 0.358 aroitmal/9.093 mm (£0.005 groima/0,127Mm).

————— A
—— B —_—
- C
} 1 _-71_|-_ R.OM ;
D E _ - _ D e F
.l f!"”""" '
415

MapameTpbl KaHON 1 CTUeTa TPOAKapHOMN WIbl:

C - BHewHwuii gnametp 0.0515 - 0.0535 arorima/ 1.3081 - 1.3589 mm (+0.005 aroitmal/0,127mm);
BHYTpeHHWIA fuameTp BTY/IKM TpoakapHoro ctuneta - 0.040 atoiima/1.016 mm (£0.005
awinmal/0,127mm);

[nameTp KaHK N Urnbl: BHYTpeHHUI - 0.0415-0.0425 proiima/1.054 - 1.079 mm (+0.005
aroiimal/0,127mm); BHewHUin -0.0515 -0.0525 aroinma/1.3081-1.3335 mm (+0.005
aoinmal/0,127mm).

Yron ckoca- 22 °.
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TpoakapHblii cTuneTt

[ >

TpoakapHblii cpes

2'miSva

ATpoakapHas i

-
PI_Pf

KaHtons urnbl A

- cm MUHUMYM

MapameTpbl KOHCTYYKMLL EchoTip Ans TpoakapHOI vrmbl:

MapameTpbl coefMHUTENBHOTO Konnavka ana ULCS-6-15:ULCS-8-30;ULCS-}0-30;ULCS-12-30:

OvameTtp: B - 0,345 atoiima/8,763mm (0,01 atoiimal/0,254mm);
Onuna: C - 0,490 atoiimal 12,446 mm (£0,010 grorima/0,254mm).

45 O'0O

KaTanoxHblii
HOMep
ULCS-6-15  0.093 atoiima/2.362 mm (£0.005 groiimal/0,127mm)

ULCS-8-30  0.120 groiima/3.048 mm (£0.005 groiimal/0,127mm)
ULCS-10-30~1 0.136 atoiima/ 3.454 mm (+0.005 groima/0,127mm)
ULCS-12-30 0.162 pgrovima/ 4.115 mm (£0.005 groiimal/0,127mm)

Onametp “A”

MNapameTpbl coeayHUTeNbHOrO Konnavka ana ULCS-14-30:
OvameTtpbl: A - 0.192 groinmal/4.877 mm (£0.005 grorima/0,127mm); B - 0.437 aroinma/11.099

MM (£ 0.005 - 0.010 groinma/0.127 - 0.254 mm);
OnuHa C —0.555 aroinma/14.097 mm (0.010 aroiimal/0.254 mm).
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Karetep

KaTasioXHbIN n
Fr/imm cM
MorpeLHocTb 10% 10%

Habop 6e3 rubkux cTUNeToB
ULCS-6-15 6.0/2.0 15 3 pacwuputens, guameTtpamu 5 Pr/1.67mm, 6 Pr/2mm, 8
Pr/2.67mm, gnnHold 20 cwm.
Habop 6e3 rmbkmx CTUNETOB
ULCS-8-30 8.0/2.67 30 3 pacwwmpuTens, avameTpamu 6 Pr/2mm, 8 Pr/2.67mm, 10
Pr/3.33 mMm, gnvHoin 20 cwm.
Habop ¢ 2 rubkmumm ctnnetamm
ULCS-10-30 10.0/3.33 30 4 pacwmputens, guametpamu 6 Pr/2mm, 8 Pr/2.67mm, 10
Pr/3.33 mm, 12 Pr/4 mm, gnvHoin 20 cwm.
Habop ¢ 2 rubkmumm ctmnetamm
ULCS-12-30 12.0/4.0 30 5 paclumpuTeneid, anametpamu 6 Pr/2mm, 8 Pr/2.67mm,
10 Pr/3.33 mm, 12 Pr/4 mm, 14 Pr/4.67 mm, anvHoli 20 cwm.
Ha6op ¢ 2 rmbkummn cTuneTamm
6 pacwumpuTeneid, guametpamu 6 Pr/2vm, 8 Pr/2.67mm,
10 Pr/3.33 mm, 12 Pr/4 mm, 14 Pr/4.67 mm, 16 Pr/5.33mm,
anvHoii 20 cwm.

ULCS-14-30 14.0/4.67 30

IMpPOYHOCTHbIE XapaKTepPUCTUKK KaTeTepa:

MPOYHOCTb COEAMHEHNSA COCTaBHbIX YacTel - He meHee 15 H;

Y CnoBHasA NPOYHOCTb MPU pacTaxeHun - He meHee 8,1 MIMa/ 8.1H/mm”,
OTHOCUTENbHOE YANIMHEHNE NPK pa3pbiBe - He MeHee 150%;

MPOYHOCTHbIE XapaKTEPUCTUKKN CTueTa:
MPOYHOCTb COEANHEHNSA COCTABHbIX YacTel - He meHee 15 H;

MPOYHOCTHbIE XapaKTepUCTUKN COELUHUTENbHON TPYOKHN:
MPOYHOCTb COEAMHEHNA COCTaBHbIX YacTel - He meHee 15 H.

MPOYHOCTHbIE XapaKTePUCTUKN NPOBOAHMKA:
MPOYHOCTL Y310B COEAUHEHMNA AApa NPOBOAHUKA € 060/104KOM 1 COefMHEHNA 0060104YKN C

npeoxXpaHnTeNIbHOM NPOBOOKOM - He MeHee 10 H.

[MPOYHOCTHbIE XapaKTEPUCTUKN pacLUMpuUTens:
MPOYHOCTb COEAMHEHNA 0CTaBHbIX YacTeil - He MeHee 15 H.

MpPOYHOCTHbIE XapakTepucTukn Nrnbl TpoakapHOi:
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MPOYHOCTb COEANHEHNS TONOBKN U TPYOKN Wbl - HE MeHee 44 H.

MpOYHOCTHbIE XapakTepucTukn KpaHnka 04HOX040BOrO:
Ycunvne Ha n3nom - He meHee 50 H.

MPOYHOCTHBIE XapaKTEPUCTUKN (DUKCUPYIOLLEro AUCKaA:
Ycunune Ha n3nom - He meHee 40 H.

MATEPWATbI

Habop Universa Loop Praware Catheter Introductory Set fULCS-6-15, ULCS-8-30. ULCS-
10-30. ULCS-12-30. ULCS-14-30)

KOHTaKT ¢ opraH1u3mom
nauueHTa
KareTep Tpybka KarteTtepa: MpSMOI KOHTaKT
MonnypetaH Ne21381
COBOKYIMHOCTb KpacuTesei:
Barium Sulfate
Titanium Dioxide
Carbon Black
Ha BbIxofe LBeT - CepbliA.

KoMnoHeHT HassaHuve matepunana

MapKkunpoBka KareTepa:
Ink Type P Red Ne 71590

CoeiMHMTENbHBIA KOMNAYoK KaTeTepa:
Monnamma-6 Ne40340

ApanTep Karetepa:
Monnamma-6 Ne40340
CTunet ToNbKO Tpybka KateTepa: MpsSMOIA KOHTaKT
ana ULCS-10-30, TMonuypetaH Ne20060
ULCS-12-30, COBOKYMHOCTb KpacuTesei:
ULCS-14-30 Titanium Dioxide
Carbon Black
Stearic Acid
Ha BbIxofe LBeT - TeMHO-CepbIi.

CoeanHUTENbHBIA KOMMAYoK CTUMETA:
Monnammpg-6 Ne 40340

AfanTtep ctunera:
Auetanb Ne 80010
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KOHTaKT Cc opraHn3mMom
nauveHTa
Pacwmputens BWHUN peHTreHOKOHTpacTHbIA Ne 11131 MpsMOl KOHTaKT

CoBOKYNHOCTb KpacuTeneii:

Barium Sulfate

Acetyl Tributyl Citrate

Epoxidized Soybean Oil

Acrylic Processing Aid

Polyamide

Organo Zinc Salt

Fatty Acid

FDA Pigment Package

Ha BbIxoge LBeT - cepblid.

KoMnoHeHT HassaHue martepvana

MapKunpoBKa pacLumpuTens:
Ink Type PG Ne 70570
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KOHTaKT ¢ opraHusmom
nauveHTa
TpoakapHasa urna  KaHwong urnbl: MpAMOIA KOHTaKT

Hepxxasetowaa ctans AlSI 304

C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8- 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

KoMMNOHeHT HassaHue marteprana

BTy/ika KaHom Urbl:
MonunponuneH Ne 9003-07-0
Kpacutenb po30Boro:
Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

CTuneT urnbl:

HepykasetoLas ctans AlSI 304
C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cu-Max 1

BTynka ctunera:

MonunponuneH Ne 9003-07-0
Kpacutenbs po3oBsoro:
Titanium Dioxide

Pigment Red 60:1

FD&C 5 Alum Lake
Ethylene Bisstearamide
Mineral Oil

3alWyTHBINA Yexon Wrbl:
MonunponuneH Ne30070

CoeanHuTenbHas  Tpyoka: OnocpefoBaHHbIiA
Tpy6Ka BuHUN HEPeHTreHOKOHTPacTHbI Ne11150 KOHTaKT
Agfantep coefNHUTENbHOW TPY6KN:

Auetanb Natural Ne 80010
O[HOX0/10BOW KpPaHUK:

Monukap6oHat Ne 80020
Kpacutens cuHero: PR-149
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KOHTaKT C opraHu3smMom
nauueHTa
MpoBogHMK Hepxxasetowasa ctans AlSI 304 MpsMOIn KOHTaKT

C-Max 0,08

Cr-18-20

Fe-66,345 - 74

Mn-Max 2

Ni-8 - 10,5

P-Max 0,045

S-Max 0,03

Cn-Max 1

KomnoHeHT HassaHue martepvana

MoKpbITME NPOBOAHMKA:
PTFE DuPont Teflon 850G-204

WHceptep:

AueTtans Ne 80010

Cl Pigment Red 207
duKempyoLwuii CununkoH Ne Dow 94-599 OnocpefoBaHHbIl
Amnck Dimethyl KOHTaKT

Methylyinyl Siloxane

Trimethylsilyl treated Silica

Hexamethyldisilazane reaction with Silica

BbITAXHO LWUHYpP AWCKa:
HeiinoH 6.6
UepHblid yrnepog Ne 1333-86-4
MuamnsngyanoHaa ynakoska WWbC8-6-15" ULCS-8-30. ULCS-10-30. ULCS-12-30, ULCS-14-

KOMMNOHeHT Ha3BaHue maTtepuana KoHTaKT Cc nayueHToM

YnakoBka BymaxHas 4yacTb - MefMUMHCKas bymara HeT KOHTakTa
TYVEK: 1073B/109P
MneHo4yHaa yactb - HelinoH BON

CBEAEHWA OB ¥YMNMAKOBKE.

MoBepxHOCTHaA naoTHocTb oT 50 fo 80 (+2) r/|v|2

MpoYHOCTL NpU pacTsXxKeHUn - MPOYHOCTL Ha pacTsxeHne He MeHee 0,4 kKH/m
MpoYHOCTb CBApPHOro WBa - NMPoYHOCTL CBApPHOro LWBa He meHee 0,12 MTIla
LnpuHa ceapHoro wea - LLInpuHa Kneesoro cnos He MeHee 8 MM

MepBMYHAs ynaKoBKa SBNSETCS eAUHCTBEHHOIA.
SKCIMNYATAUNOHHBIE XAPAKTEPUCTUNKW

M3penus ycToiumBbl Npu BUOPALMOHHbBIX Harpyskax B gnanasoHe 10-55 'y, amnautyge
nepemeweHuna 0,15 mm.

N3pgenna B TPaHCMNOPTHOW yNakoBKe YCTOMUYMBBLI NPy BUOPALMOHHbBIX Harpyskax B gunanasoHe
10-55 'y, amnnutyge nepemeteHma 0,35 MM 1 yaapHbIX Harpys3kax rnpu nMKOBOM YCKOPeHUU

100 nIc? (10g) n 4AMTeNbHOCTH YAApPHOT0 YCKOpeHus 16 mc.

W3penunsa yctoliumebl npu TemnepaType ot -632 fo -1-42°C.
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N3pennsa B TpaHCMOPTHOW YNaKOBKe YCTOWYMBBLI NpU TemnepaType TPaHCNOPTUPOBaHNSA 1
xpaHeHusa ot -50 go +50°C.

N3penns He NofBepratTCcs pe3koMy U3MEHEHUID TeMMepaTypbl BHELHEN cpefbl.

N3nenns noctaBnaoTCA CTEPUIbHBIMU WU He NoANeXaT NOBTOPHON Ae3nHBeKL MK,
npeAcTepPUIN3aLMOHHON OUNCTKE 1 CTepUan3aLun.

LLENEBOE HASHAYEHWE/MOKA3AHWA K NMPUMEHEHWIO

Ha6op Universa Loop Drainage Catheter Introductory Set (ULCS-6-15, ULCS-8-30. ULCS-
10-30, ULCS-12-30, ULCS-14-30) - Hab6op Universa Loop Drainage Catheter Introductory Set
npefHasHayeH ans obecrneyeHNs YPECKOXHOMO OTTOKA MOYM M3 MOYENO/I0BON CUCTEMBI.

MPOTUBOITOKA3AHNA

* OcTpblii ypeTput

* OcTpblii npocTatuT

o OcCTpbIi UACTUT

* HeBblieYeHHble MH(EKLUN MOYEBLIBOAALLUX NYTENR

NMOTEHUWMAJIbHBIE MOBOYHbIE 3O PEKTbI

HenpuaTHble oWyLleHUs y naymeHTa
bonb

KpoBoTeueHune

PasfpaXeHre MOYEBOro nys3bips
Jlnxopagka

WHdekuns

MemaTypusa

Cencuc

HedpokopanbHblii CBULL
MepnTOHUT

YTeuka U3 MecTa BBefleHuA
Okkno3ua

CwmelLeHune KateTepa

OCJIOXXKHEHWNA

TpaBma TKaHel

ApTepnoBeHo3Haa uctyna

TpaBMa MOYEBOro Mys3bipd UAK LPYroro opraHa

lMHeBMOTOpaKc

MoBpexeHne NoYeYHOM N0XaHKU, MOYEBOI0 My3bIps TOMCTON KULWKK (nepdopauus)
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o KarteTep-accoyumnpoBaHHas nHMekumsa
o [oBpexaeHns cnm3ncTol 060104KK

» O6pasosaHue wpamos/py6bL0B

e TluenoHepput

e [unoteH3us.

* [lceBfoaHeBpu3m

* ApTepuanbHo-KanbLMeBnaHas gpuctyna
* [loatekaHne MouK

VHCTPYKUMA MO MCMNOJIb3OBAHNIO

Ha6op Universa Loop Drainage Catheter Introductory Set (ULCS-6-15. ULCS-8-30. ULCS-
10-30. ULCS-12-30. ULCS-14-30):

1. OnpegennuTe HYXHbIA Yy4yacTOK KOXW Haj 4alleyHO-N0XaHOYHOW CUCTEMON WK
MOYeBbIM My3blpeM. BbINONHUTE aHeCTe3uio.

2. Tlof, KOHTpPONeM PeHTreHOCKONUM WnW ynbTpa3Byka C MOMOLWbLIO CTaHLapTHOM
UPECKOXHOM TeXHUKW AO0CTyna pasmecTuTe NPOBOAHWK BHYTPU MOYEBOrO My3bips UM
YalleyHOo-10XaHOYHOW cucTembl. CBOGOAHbIA OTTOK MOYM MOATBEPAMT MNPaBUIbHOCTb
pasMeLLeHuns.

3. Ona ob6geryeHns MNPOXOXKAEHWUA KaTeTepa, MbllWeYHO-(hacymanbHbliil TPaKT MOXHO
pacWwmMpuTb C MNOMOLLbIO CreuunanbHbiX paclunpuTenein, NpUMeHss WX B NOpsAAKe
yBeNUYeHnUa muameTpa.

4. BseguTte CTuNeT (BXOAUT B COCTaB WM NOCTaBAETCA OTAe/IbHO) B KaTeTep M 3akpenuTte
ero npu nomoun gukcatopa Luer Lock.

5. Pa3vmectute cb6opky cTuneta M KateTepa (CrnvpasbHbIM Y4acTKOM Brepej) MoBepx
BHELUHEro KOHLUA MPOBOAHMKA W BBEAWTE WX B YalleyHO-IOXaHOYHYK CUCTEMY WK
MOYEBOW Ny3blpb.

6. lMoATBepAMTe NOJNIOXKEHME KaTeTepa Mpu MoMoOLWM yNbTPa3ByKOBOI0 CKaHMPOBaHWUA WK
PEHTreHOCKONUu.

7. OTcoefuHUTE (UTUHI CTU/eTa, OCTOPOXXHO MOBEPHUTE €ro U W3BJEeKUTE CTUNET U3
KaTeTepa.

8. Y[epxusas KaTeTep Ha MecTe, U3B/IEKUTe MPOBOAHMK.

9. TlloaTBepaunTe MOMOXKEHWe KaTeTepa Mpy MOMOLLW YyNbTPa3BYKOBOI0 CKaHUPOBAHWA WU
PEHTIEHOCKOMNUMN.

10. Mpwn nomoLM MUKCUPYIOLLErO AMCKA NPUKPENUTE KaTETEP K KOXE; KaTeTep 3aKpenuTte K
AVCKY NPy NMOMOLLM BbIATXHOIO LWHYpa.

11. Mpn Heo6XOAMMOCTU BOCMO/b3YNTECh NACTBIPEM, HANOXUTe LWBbI WAW NOBA3KY
(nocTaBnATCA OTAENBHO).

12. MopcoeanHNTe  COEAUHUTENbHYHO TPY6GKY W [ApeHaXHbll Mewok (noctaensercs
OTLENbHO) K KaTeTepy.

13. CoxpaHnTe 0TAENbHO YNaKOBaHHbI TMOKNA CTUNET A8 U3BNEYEHNS KaTeTepa.

COBNKOAEHNE COOTBETCTBYHOWMNX HOPMATBOB N TEXHUYECKUMX
CTAHOAPTOB

KomnaHua Cook Incorporated m3rotaBnvBaeT BCe MeAMLWHCKUE M3LeNUA B COOTBETCTBUM C
OVPEKTUBOM 0 MeAnUMHCKNX ycTpoicTBax 93/42/EEC.
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KomnaHusa Cook Incorporated nsrotaBnmeaetr BCe MeAWLUHCKWE WN3[eNUd B COOTBETCTBUM C
HOopMaTMBamMmn A1 CUCTEM KayecTBa, MPUHATbLIMU YTNpaBieHWEM NO KOHTPOMK Haf MULLEBbIMM
npoAykKTamum un nekapcTBeHHbIMU npenapatamu CLUA (FDA) — pokymeHToM 21 CFR uacTb
820, «<HopmaTumBbI AN1F CUCTEM Ka4yecTBa».

Bce 06bekTbl komnaHum Cook Takxe cepTuguumpoBaHbl no 1SO 13485 (2003/2012) CuCTeMbI
ynpasneHnsa Ka4eCTBOM.

FAPAHTUNHBIE OBA3ATE/IbCTBA

MpoussoanTenem magenuii sensetcs KomnaHua «Kyk MHkopnopainTea» / Cook Incorporated,
750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
YNONHOMOYEHHbIM MpeacTaBuTeNIeM NPOU3BOAUTENA Ha TeppuTopumn Poccuitickoli depepayuu
ABNAeTCA 3aKpbiTOe aKUMoHepHoe obuecTBo 2LLUATM» (BAO «LLUAT»)

Poccusa, 119002, r.MockBa, KapmaHuukuii nep. 4.9, ouc 501a.
Ten. (459) 956-13-09;
dakc (495) 956-1310;
e-mail: info@schag.ru

CPOK rogHocTM

CpoK rofgHOCTM YyKasaH CUMBOfIaMM Ha ynakoBke. CpOK TrOAHOCTW oOnpefenseTcs [AaTon
M3roToBneHns (CMMBON 3aBOAA) W LATOW NCTEYEHUS CpOKa rofHOCTU (CMMBOJ MECOYHbIX YacoB).
PasHuua ABYX faT v onpejenseT CPOK XpaHeHUs.

KaTeTepbl ApeHaxHble B Habopax MMEKT CPOK XpaHeHus 3 (Tpu) roga.

CTEPUTNSALINA

KomnaHnus Cook Incorporated cTepunnsyeT yCTpOMCTBa C NMOMOLLbIO MPOLIeALWEero sanngaunio
MeToAa C NpuMeHeHWeMm atuneHokcmnpa (90) Ao ypoBHA eTepunbHocTM SAL 10-6. MeTtopq
cTepunm3aunn ¢ nomowbto 30 6bin BbIOPAH 415 3TUX YCTPOMCTB, MOCKO/bKY OH 3(h(EeKTUBEH 1
He MeHSAeT (U3NYEeCKMUX CBOMCTB YCTPOMCTB. [lpouecc cTepunnsanmm aTUIEHOKCMAOM ONUCaH B
WHCTPYKLMKN cucTeMbl KavecTBa KomnaHum Cook Incorporated QSP18 (Ctepunusauus), u
komnaHusa Cook Incorporated ceptuuumposaHa B cootsetcTeum ¢ ISO 13485:2003 n EN I1SO
11135-1:2007.

MPABUNTA XPAHEHUNA

KaTteTepbl fpeHaxHble B Habopax CnefyeT XpaHUTb B TEMHOM, CYXOM, NPOX/1aAHOM MeCTe U He
nofBepraTb BO3AENCTBMIO CBETA. N

NMPABUA TPAHCIMNOPTUPOBKN

Mpn nepeBo3Ke clefyeT y4uuTbiBaTb TUM WCNOMAb3YEMOrO TpaHCMOpTa, MYHKT Ha3HaYeHwus,
nocTaBlMKa, WCMONMb3yemMoro Ans NepeBO3KM, a TakXke 4acTOoTy W YCNOBUS KaKMX-nM6o
neperpysok, Heo6Xo4MMbIX BO Bpemsi TPaHernopTUPOBKMU.

YCNOBUA SKCMNNYATALNN

KaTteTepbl ApeHaXKHble B HAGOpax UCMOMb3YOTCA B IeYe6HbIX MEAULMHCKUX YUPEXAEHUSIX.

MOTEHUWMAJIbHBIE MOTPEBUTEJIUN
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KateTepbl ApeHaxHble B Habopax npeAHa3HayeHbl AN WUCNOMb30BaHWA BO  BpeMs
YPONOrMYecKnx npoueayp Bpavyamu, 06YYEHHBIMU W OMbITHLIMA B NPOBEAEHNN UYPECKOXHbBIX /
APEHAXHbIX MaHUNynauuidi. CnesyeT NPUMEHNATbL CTaHAAPTHbIE METOAbl Pa3MeLLEHUS KaTeTEPOB.

PEMOHT MEANUMHCKOI'O N3AEJTNA

KateTepbl [peHaxHble B Habopax SBASKOTCA W3AeNMSMKU  O4HOPA30BOF0  MCMO/b30BaHMA
TEXHUYECKOMY 06C/Y>KMBAHUIO 1 PEMOHTY He Mof/1exar.

NOCTABKA

KaTeTepbl ApeHaXKHble B Habopax AOCTaBAAKTCS B OTAENbHbIX UHAMBUAYANbHbIX YNaKOBKaXxX C
WHCTPYKLMEA No ncnonb3oBaHuto. MomMelLaroTcs B ro)poOKapTOHHbIE KOPOOKM, Ha KOTOpble MO
60KaM 1AM No NepuMeTPy HAaHOCUTCS KOHTPO/bHAA /eHTa.

KOMMNMNEKT NOCTABKW
KaTteTepbl ApeHaXKHble B Habopax MOCTaBAATCS B CefYyHOLLLEM COCTaBe:

Ha6op Universa Loop Drainage Catheter Introductory Set:

ULCS-6-15: kateTep - 1wr.; pacwmputenn - 3 WT.; TpoakapHas urna - 1 WT.; NPOBOAHMUK -
lwT.; TpybKa coeAMHUTENbHAs C OAHOXOLOBbIM KpaHWKOM - 1 WT.; (QUKCUPYHOLWMIA AUCK C
BbITSXKHbIM LWHYPOM - 1lWT. B UHAUBUAYANIbHON YNAKOBKE; MHCTPYKLMA MO NPUMEHEHMIO - 1LT.
ULCS-8-30: kateTtep - 1 WT.; pacwmputenn - 3 WT.; TpoakapHasd urna - 1 wT.; NpoBogHNK - 1
WT.; TpybKa coegumHuTenbHas C OAHOXOAOBbLIM KpaHUKOM - 1 WT.; QPUKCUPYIOWNIA AUCK C
BbITSXKHbIM WWHYPOM - 1WWT. B UHAMBUAYANbHON YNAaKOBKE; MHCTPYKLMA NO NPUMEHEHMNIO - 1LIT.
ULCS-10-30: katetep - 1wWT.; paclumpmuTenn - 4 WT.; TpoakapHaa urna- 1 wWr.; NpoBOAHMK - 1
WT.; CTWNeT - 2 wWrt.; TpybkKa coeguMHUTenbHasd C OAHOXOLOBbIM KpaHMKOM - 1 wWr.,;
(hMKCMPYIOLMNIA OUCK C BbITSXXHLIM LHYPOM - 1 1WUT. B MHAMBUAYANLHON YNaKoBKe; MHCTPYKLMSA
no NPUMeHeHnto - 1 wr.

ULCS-12-30: kaTetep - 1wWT.; paclwumpuTenu - 5 WT.; TpoakapHaa urna - 11wT.; NpoBOAHMK - 1
WT.; cTunet - 2 wWrt.; Tpybka coefuHUTeNbHasd C OAHOXOLOBbIM KpaHUKOM - 1 wrt,;
(DUKCMPYHOLWMIA ANUCK C BbITSXKHBIM LWHYPOM - 1 WT. B MHAMBUAYANbHON YNaKOBKe; MHCTPYKLMA
no NpUMeHeHuto - 1wr.

ULCS-14-30: katetep - 1wWT.; paclumpmuTenn - 6 WT.; TpoakapHaa urna - 1 wWr.; NpoBOAHUK - 1
WT.; cTuner - 2 wWT.; TpybkKa coeAWHUTENbHAas C OAHOXOAOBLIM KpaHMKOM - 1 wWwT.;
(DUKCMPYHOLWNIA GUCK C BbITSXKHBIM LUHYPOM - 1 WT. B UHAMBUAYANbHON YNaKOBKe; MHCTPYKLMSA
no NpMMeHeHuto - 1 wr.

TPAHCMNOPTHAA MAPKUPOBKA

NHamBnayanbHble YNaKOBKW YKNaAbiBarOTCA B KOPOOKM U3 roypnpoBaHHOro KapToHa. Kopobku
3aKNenBaldT KOHTPOSIbHOM NEHTOM C 3ax04OM Ha OOKOBble CTEHKM WM N0 NepumeTpy.
TpaHcnopTHas MapKMPOBKAa COAEPXWUT WH(POPMaUMID O pa3mepax KOPOOKW, YHUKaNbHbI
WTPUX-KOL, NOT, KaTaNoXHblil 1 rnobanbHbli HoMmep n3genus (GPN-Global Product Number),
KO/IMYECTBO YMNaKOBOK BHYTPU KOPOOKM, CPOK FOAHOCTW, Nnorotun KomnaHmm «Cook Medical»,
a TaKXKe CMMBO/bI:

CUMBON 0 GEPEXXHOM OTHOLLIEHWM

I CYMBON «TEMMNEPaTypPHOE OrpaHNYeHMne»

- CUMBOJ1 «XPaHNUTb B CyXOM MeCTe»
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MAPAMETPbI YMAKOBKU

KaTanoXxHblii Homep BbicoTa, cm WnpuHa, cm Macca, 1
MorpeluHocTb +10 % +10% +10%
ULCS-6-15 20,4 67,5 238
ULCS-8-30 20,4 67,5 242
ULCS-10-30 20,4 67,5 261,5
ULCS-12-30 20,4 67,5 270
ULCS-14-30 20,4 67,5 283,5
MAPKMPOBKA

KaTeTepbl ApeHaXHble B Habopax MOCTaBNSOTCA B WHAMBMAYaNbHOW YNakoBKe, KoTopas npu
OTKPbIBAHWMN [A0/MKHA OblTb 6€3 MPU3HAKOB MNOBPeXAeHWs. HefonycTUMOCTb MPUMEHeHUs B
c/lyyae HapyLleHWs LeNoCTHOCTM NOTPEOUTENbCKO Tapbl.

Ha aTuKeTKe yCTpOiCTBa AO/MKHbI ObITh YKa3aHbl CefytoLL e napaMeTpbi:

— HauMeHOBaHWe 1 aApec KOMMaHWU-N3roTOBUTENS;

— afpec npeactasutend B EC;

— MapKUpPOBKa «TOMbKO 415 CneLuanncToBy;

— Ha3BaHWe MeMLMHCKOro YCTPOICTBa;

— HOMep feTanu no Karanory;

— CepuiiHbIn HOMep (HOMep napTum);

— napameTpbl 1 06LWas cxema yCTPOMNCTBa;

— CUMBOJI, YKa3blBalolmMii Ha cepTugmkauuto CE;

— CUMBOJ CTEPUNMN3ALNN;

— CUMBOJ1 NPUTOAHOCTN K MOBTOPHOMY MCNONb30BAHUIO;
— [aTa N3roToB/eHuns;

— CMMBO/, npegynpexgjawwmini 0 HeobxogMMocTU un3beratb BO3A4ENCTBUSA COJIHEYHOIO

— CMMBON XPaHEHUS B CYXOM MECTE;

— WITPUXKOA;

— CPOK XpaHEeHWs;

— CMMBON «06PaTUTECh K UHCTPYKLMM NO NPUMEHEHUIOY;

— CMMBOA-NpeaynpexaeHne «BH1UMaHne, 06paTUTECh K MHCTPYKLMU MO NMPUMEHEHUNIO»

N3genne OTUKeTKa
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COOK MEDICAL
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MEDICAL AR 008l

MPABUJTA YTUNN3ALUNN OTXO40B

Mo 3aBepLUIeHMN MeLULMHCKOrO BMeELLATeNbCTBA YCTPOWCTBA LO/MKHbI ObiTh YTUAN3MPOBaHbI B
COOTBETCTBMM C MNpaBuiamMy MeAULMHCKOTO YUYpexneHus,

0TX0/10B, NPeACTaBNAOLWMX 6UONOTNYECKYHD OMAaCHOCTb.

Ona ctpaH EC npu 3ToM cnepyeT cobniofatb pekoMeHfaunn BcemupHO opraHu3auunm

34paBOOXpaHeHNS.

Onsa CLUA cneayet cobnogatb peKOMeHjaunnm Y npaBneHns oxpaHbl Tpyda U NPOMbILLIEHHOW

6e3sonacHocTn (OSHA).

Ona Poccuiickoih defepaunm — crnegyet cobnofatb HauuoHanbHble TpeboBaHuA. W3genus

OTHOCSITCS K MeMLMHCKMM 0TXofam Knacca B.

MeHezxep no Bonpocam HOPMaTUBHOTO PerynvpoBaHus
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TekcTa CchenaH MHOW, MepeBOfYMKOM  AcTBauaTypaH [eopruem ~

MepeBofj [AaHHOrO
Tpe6oBaHMA K TeKCTY nepeBofga (MakcuManibHas TOYHOCTb, FpamMoTHoE?

KOHCTaHTUHOBUYEM.
I/I3J'IO)K€HI/I8) MHE pa3bACHEHDI.

nonnunceb

Poccuiickaa degepauyms

["opos MoekBa

[eBATHaALaTOro aypens ABe TbICAYN BOCEMHA,

A, [MMecTpeuoBa TaTbsAHa AHApPEEBHA, HOTapuyc ropi nbcTB\
NOANMHHOCTbL NOANMCK NepeBoaUnka ActeauatypsH Meoprus Kedoc' LUy

Moanwvch caenaHa B MOEM NMPUCYTCTBUM.

JInyHOCTbL MOANMCABLUErO LOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 73/218-H/77-2018- * - |

B3biCKaHO rocyapCcTBeHHOW nownuHbl (Mo tapugy): 100 py6. 00 kon.
YnnayeHo 3a okasaHue ycnyr npaBoBOro M TeXHUYECKOro xapakrepa: —pyo.

ooAanuc)a

KOn.

[MEYHATD

[MEYATD

Bcero NpoLHYpPOBaHo, NPoOHyM”~0oBaHO M
CKpeneHo nevatbto 4'A )

Poccician Pepepays nncta\os
NaSTTLLIALLIONO %Nmﬁm o v EIBVB LA HoTtapuyc: |_|O,£|,|_| Vle

7 MecTtpeuoBa TaTbaHa AHApeeBHa, HOTapuyc ropoga Mocksbl,
CBWAETENLCTBYIO BEPHOCTb KOMUM O MPeACcTaBNEHHOro MHe

JOKyMeHTa.
3aperucrpuposaHo s peecrpe; _ BCero npoLLHypOBaHo,
BssickaHo rocypapersesHof RBWHS! (10 TapHdY): NPOHYMEPOBaHO 1 CKPen/eHo
neyatbHo.
A B JINCTOB.
Horapuyc
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KOIusA

SECRETARY OF STATE
STATE OF INDIANA

Connie Lawson
Secretary of State

APOSTILLE

(Conventions de la Haye du 5 Octobre 1961)

=

Country: United States of America

2. This public document has been signed by Johnathan Liu\

3. Acting in the capacity of notary public in &ior\Monroe County

4. and bears the seal/stamp of certification clerk in & for Sec. of State Office
CERTIFIED

at Indianapolis, Indiana

Thi™ Twenty-Ninth dacy oi (March, 2018 \

No. A2018H032909390d

5

6

7. by the Secretary of State of Indiana

8

9 Seal/Stamp: 10. Signature:

Connie Lawson
Indiana Secretary of State

E ffective May 1, 2003 all apostillesfrom the Indiana Secretary ofState will have an electronically printed seal.

This documentwas revised March 17, 2012.
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COOK INCORPORATED

750 DANIELS WAY
‘ OO K* BLOOMINGTON, IN 47404 USA
PHONE: €i2.339.2235 toll prei: 800.457.4500
WW W .COOKMEOICAL.COM

MEDICAL

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version of the Instructions for Use for the “Drainage Catheters in Sets” Submission.

Kris Weathers
Regulatory Affairs Manager
Cook Incorporated

State of Indiana

ss
County of Monroe )
Subscribed and sworn to before me the 2Z day of month year.

My Commission expires November 30, 2022 é:;é r7

Johnathan Liu

'S JOHNATHUM | F «
Notary Public - Seal f
SJate Of Indiana >

Monroe County

i2l"?>aslon_BxplresiVovan pn,o
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COOK*

MEDICAL

INSTRUCTIONS FOR USE
Drainage Catheters in Sets
INTENDED USE

Used to accommodate various urinary drainage procedures (Reference Intended
use/Indications for use in instructions for specific intended uses).

DEVICE DESCRIPTION

Table of conversions

Parameter Conversion
1/3 Fr 1mm
11Inch 25.4 mm

Universa Loop Drainage Catheter Exchange Set (ULC-6-15. ULC-8-30. ULC-10-30,
ULC-12-30. ULC-14-3W

The Universa Loop Drainage Catheter Exchange Set is intended for catheter exchange. Each
set includes a drainage catheter designed with a loop and a connecting tube with a one way
stopcock. The 8.0 Fr/2.67 mm and larger catheter sets are designed with two stylets.

Page | of 15

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



The catheters are manufactured in 6.0 Fr/2 mm; 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4
mm and 14.0 Fr/4.67 mm. The drainage catheter has a loop at the distal end of the catheter.

Catheters manufactured in a 6.0 Fr/2 mm measure 15 centimeters; all other catheters measure
30 centimeters. The distal tip of the catheter is characterized by a loop with a 16 to 19
millimeter diameter, 20 to 24 millimeter diameter or a 30 to 34 millimeter diameter
depending on catheter diameter. The distal tip is slightly tapered to a 0.040 inch/1.016 mm
diameter. Six sideports are placed along the distal loop on one side of the pigtail beginning at
a location 12 millimeters from the distal tip. The proximal fitting for this catheter is
comprised ofa Luer lock adapter and cap. The catheter French size is stamped on the catheter
shaft.

Diameters of side ports are as follows:

ULC-6-15: 0.042 inch/1.067mm (£0.005 inch/0.127mm),

ULC-8-30 and ULC-10-30: 0.050 inch/1.27mm (+0.005 inch/0.127mm),
ULC-12-30 and ULC-14-30: 0.072 inch/1.829mm (+0.005 inch/0.127mm)

The connecting tube is manufactured in a 14.0 Fr/4.67 mm diameters and measures 30
centimeters. The connecting tube is designed with a bag connector on the distal end and a
one-way stopcock on the proximal end.

Two flexible stylets are provided with catheters manufactured in 10.0 Fr/3.33 mm; 12.0 Fr/4
mm and 14.0 Fr/4.67 mm. Catheters manufactured in diameters of 6.0 Fr/2 mm; 8.0 Fr/2.67
mm do not require a flexible stylet.

Catalogue Flexible Stylets

Number Inner Diameter Inner Diameter Length
inch/mm inch/mm cm

Tolerance +0.005inch +0.005inch +2 mm

/0.127mm /0.127mm

ULC-10-30 0.042/1.067 0.066/1.676 415

ULC-12-30 0.043/1.092 0.092/2.337 41.5

ULC-14-30 0.043/1.092 0.115/2.921 44.2
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The following figure provides an image of the Loop distal tip formation of the Universa
Drainage Catheter Sets.



"Mmp.ters for Stopcock:

Length «A» - 1.594 inch/ 40.49 mm (£0.005 inch/ 0.127 mm);

«Male» Luer-Lock connection:

Inner diameter «B» - 0.098 inch/ 2.49 mm (£0.005 inch/ 0.127 mm);
«Female» Luer-Lock connection:

Inner diameter «C» - 0.169 inch/ 4.3 mm (+0.005 inch/ 0.127 mm);
Height of handle «D» - 0.709 inch/18.001mm (+0.005 inch/ 0.127 mm).

D B
|

c
FEMALE LUEH LOCK FtITTINCy m\VALE LLLL LON TTTBOD

Parameters ofBas Connector:

Length: A - 1.580 inch/40.132 mm (+0.010 inch/0.254 mm); B - 1.21 inch/30.734 mm
(x0.005 inch/0.127mm); C - 0.125 inch/3.175 mm (£0.005 inch/0.127mm);
Diameter: D - 0.640inch/16.256 mm (£0.005 inch/0.127mm); E - 0.39 inch/9.906 mm
(£0.005 inch/0.127mm); F - 0.358 inch/9.093 mm (+0.005 inch/0.127mm).

—————— A
o~ B  ——
— I-—C
' 71 R.O31
D E - - - Py
==
"

Parameters of Cap for ULC-6-15: ULC-8-30: ULC-10-30: ULC-12-30:

Diameter: B - 0.345 inch/8.763mm (£0.01 inch/0.254 mm);
Length: C - 0.490 inch/ 12.446 mm (+0.010 inch/0.254 mm).
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Order Number Diameter “A”
ULC-6-15 0.093/2.362mm (+0.005 inch/0.127mm)
ULC-8-30 0.120/3.048mm (£0.005 inch/0.127mm)
ULC-10-30 0.136/3.454mm (+0.005 inch/0.127mm)
ULC-12-30 0.162/4.115mm (£0.005 inch/0.127mm)
Parameters of Cap for ULC-14-30:

Diameters: A -0.192 inch/4.877 mm (0.005 inch/0.127mm); B - 0.437 inch/11.099 mm (+
0.005 - 0.010 inch/0.127 - 0.254 mm);
Length C - 0.555 inch/14.097 mm (0.010 inch/0.254 mm).

e

i Nf}f NN HHN 8

Parameters ofLuer-Lock (FLLA) for: ULC-6-15, ULC-8-30 and ULC-10-30:
Diameters: D - 0.210 inch/5.334mm (+0.002 inch/0.051mm); E - 0.344 inch/ 8.738mm
(x0.002 inch/0.051mm);

Lengths: 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).
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Ol’del’ “A” “B” ucu
Number
ULC-6-15 0.070inch/l .778mm 0.782 inch/19.863mm 0.062 inch/1.575mm
e +0.002 inch/0.051mm  *0.002 inch/0.051mm  +0.002 inch/0.051mm
ULC-8-30 0.070inch/l .778mm 0.782 inch/19.863mm 0.062 inch/1.575mm
e +0.002 inch/0.051mm +0.002 inch/0.051mm +0.002 inch/0.051mm
UL C-10-30 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

Parameters ofLuer-Lock (FLLA) for ULC-12-30:

+0.002 inch/0.051mm

Diameters: A - 0.335 inch/8.509mm (+0.005 inch/0.127mm); B - 0.129 inch/ 3.277mm
(x0.002 inch/0.051mm); C - 0.187 inch/4.749mm (+0.005 inch/0.127mm);

Length: D - 0.300 inch/ 7.62mm (£0.005 inch/0.127mm); E - 0.28linch/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 (+0.010 inch/0.254mm); | - 0.185

inch/4.699 mm (£0.005 inch/0.127mm).
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(x0.005 inch/0.127mm); E - 0.490 inch/12.446 mm (£0.005 inch/0.127mm); F - 0.406
inch/10.312 mm (+0.005 inch/0.127mm); G - 0.312 inclV7.925 mm (+£0.005 inch/0.127mm);
H - 0.187 inch/4.75 mm (x0.005 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);

Angle D - 5°%

Diameters: A - 0.125 inch/3.175 mm (£0.002 inch/0.051mm); M - 0.257 inch/6.528 mm
(20.005 inch/0.127mm); N - 0.313/7.950 mm(x0.005 inch/0.127mm).

e B

H
11/1‘/!;"/% 7 /W/ 4
|

.
K »ie b "
L
Catheter
Catalogue
Number Diameter Length Comments
Fr/mm cm
Tolerance 10% 10% -
ULC-6-15 6.0/2.0 15 No flexible stylets
ULC-8-30 8.0/2.67 30 No flexible stylets
ULC-10-30 10.0/3.33 30 Supplied with 2 flexible stylets
ULC-12-30 12.0/4.0 30 Supplied with 2 flexible stylets
ULC-14-30 14.0/4.67 30 Supplied with 2 flexible stylets

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%;

Strength characteristics of the stylet:
Bond strength of components - not less than 15 N

Strength characteristics of the connecting tube:
Bond strength of components - not less than 15 N;

Strength characteristics of the one-way stopcock:
Force at break - not less than 50N;
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Universa Loop Drainage Catheter Exchange Set (ULC-6-15, ULC-8-30. ULC-10-30.
ULC-12-30. ULC-14-30)

Device Material Name Patient Contacting
Component
Catheter Polyurethane #21381 - Grey Direct Contact
Grey Colorants:
Barium Sulfate
Titanium Dioxide
Carbon Black

Markings:
Ink Type P Red Ne 71590

Connecting Cap:
Polyamide-6 # 40340

Catheter Adapter:
Polyamide-6 #40340
Stylet Polyurethane #20060 - Dark Grey Direct Contact
Dark Grey Colorants:
Titanium Dioxide
Carbon Black
Stearic Acid

Connecting Cap:
Polyamide-6 # 40340

Stylet Adapter:

Acetal #80010
Connecting Non-Radiopaque Vinyl #11150 Indirect Contact
Tube Connecting Tube Adapter:

Acetal #80010-W hite
White Colorants:

One Way Stopcock:

Polycarbonate # 80020
Blue Colorant: PR-149

Packaging materials for Universa Loop Drainage Catheter Exchange Set (ULC-6-15. ULC-
8-30. ULC-10-30. ULC-12-30. ULC-14-30)

Component Material Name Patient Contacting

Packaging Backing -TYVEK: 1073B/109P No Contact
Face Material - Nylon BON
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AT N r. INFORMATION

Surface density from 50 to 80 (x 2)g/m2

Tensile strength - Tensile strength not less than 0.4 KN/m

Strength of the welded joint - Strength of the weld at least 0.12 MPa
Width of welded Joint - Width of adhesive layer not less than 8 mm

This device is supplied directly in primary packaging.

PERFORMANCE CHARACTERISTICS

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

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

Universa Drainage Catheter Sets are stable at temperatures in the range of +32 to + 42 ° C.

Universa Drainage Catheter Sets, in packaging are stable at a transportation and storage
temperature in the in the range of -50 to + 50 ° C.

Universa Drainage Catheter Sets are resistant to corrosion.

Universa Drainage Catheter Sets are stable under sudden changes in temperature.

Universa Drainage Catheter Sets are supplied in sterile packages, do not attempt to clean,
disinfect or re-sterilize.

INTENDED USEANDICATION FOR USE;

Universa Loop Drainage Catheter Exchange Set nJLC-6-15, ULC-8-30, ULC-10-30,
ULC-12-30. ULC-14-301 - The Universa Loop Drainage Catheter Set is intended to provide
percutaneous urine drainage from the genitourinary system.

CONTRAINDICATIONS:

* Acute urethritis

» Acute prostatitis

* Acute cystitis

» Untreated urinary tract infections

POTENTIAL ADVERSE EVENTS:
« Patient discomfort
e Pain
* Bleeding
» Bladder irritation
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1 desired, a wire guide may be passed into the collecting system”ladder to maintain
access, after the stylet is engaged and before catheter removal.
3. Remove the catheter.

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL
STANDARDS

Cook Incorporated manufactures all medical products in accordance with Medical Devices
Directive 93/42/EEC.

Cook Incorporated manufactures 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 1SO 13485 (2003/2012) Quality Management
System.

WARRANTY

Manufcatured by Cook Incorporated, 750 Daniels Way, Bloomington, 'K 47404, USA,
phone: +812 339 2235, fax: +800 554 8335. Authorized representative on the territory of the
Russian Federation is ZAO SCHAG”

Russia, 119002, Moscow, Karmanitzky per. 9, Office 501a.
Tel.+ 7(459) 956-13-09;

Fax+ 7 (495) 956-1310;

e-mail: info@schag.ru

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.

Universa Drainage Catheter Sets have a three (3) year shelf life.
STERILZATION DETAILS

Cook Incorporated sterilizes devices using a validated ethylene oxide (EtO) method to a SAL
(sterility assurance level) of 10-6. EtO was the sterilization method selected for these devices
as it is effective and does not alter the physical properties of the device. EtO product
sterilization is addressed in Cook Incorporated’s Quality System Procedure, QSP18
(Sterilization) and Cook Incorporated is certified as compliant with 1ISO 13485:2003 and EN
ISO 11135-1:2007.
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rules

Universa Drainage Catheter Sets should be stored in a dark, dry, cool place; avoid extended
exposure to light.

TRANSPORTATION RULES

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

USAGE CONDITIONS
Universa Drainage Catheter Sets are used in the patient care medical institutions.

POTENTIAL CONSUMERS

Universa Drainage Catheter Sets are intended for use during urological procedures by
physicians trained and experienced in performing percutaneous / suprapubic manipulations.
Standard methods for placement of catheters with small / loop / balloon catheters should be
used.

REPAIR/MAINTENANCE

Universa Drainage Catheter Sets are intended for single use only. Do not attempt to repair or
carry out maintenance.

DELIVERY DETAILS

Universa Drainage Catheter Sets are supplied in individual packaging together with
instruction for use. Individual packages are put in the corrugated board boxes. Boxes are
being taped with the control tape to cover the sides or along the perimeter.

SUPPLY DETAILS

Universa Drainage Catheter Sets are supplied as follows:
Universa Loop Drainage Catheter Exchange Set:

ULC-6-15: catheter - I p.; connecting tube with one way stop cock - 1 p.; in individual
packaging; instructions for use - Ip.

ULC-8-30: catheter - 1 p.; connecting tube with one way stop cock - 1 p.; in individual
packaging; instructions for use - 1p.

ULC-10-30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - 1p.

ULC-12-30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
individual packaging; instructions for use - 1p.
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A - 30: catheter - 1p.; stylet - 2pcs.; connecting tube with one way stop cock - 1p.; in
Njtdividual packaging; instructions for use - 1p.

TRANSPORTATION LABELLING

Universa Drainage Catheter Sets are supplied in the individual packages which are placed in
corrugated boxes with sealed with control tape. Transport boxes show the following
information: dimensions of the box, unique bar-code. Cook Medical logo and the following
symbols:

symbol for “Fragile™

I symbol for “Temperature limitation™

- symbol for ”"Keep dry”

PACKAGING PARAMETERES

RPN Height, cm Width, cm Weight, g
Tolerance +10% +10% +10%
ULC-6-15 53 123 45
ULC-8-30 53 124 45.5
ULC-10-30 70.6 124 64
ULC-12-30 70.6 124 66.5
ULC-14-30 70.6 124 71

PACKAGING AND LABELLING

Universa Drainage Catheter Sets are supplied in the individual packaging, which should show
no signs of damage or opening. Upon detecting the bends, breaks and other defects the device
cannot be used.

The label ofthe 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;
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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.

Regulatoiy Affairs Manager Date
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MepeBof C aHIMINCKOTO S3bIKa Ha PYCCKUN S3bIK

CEKPETAPb LLITAT
LLITAT VHOMAHA

KoHHW JloycoH
CeKpeTapb LUTaTa

ANOCTW b
(Maarckas KoHBeHUMA 0T 5 oKTs6pst 1961 roaa)

1 CrpaHa: COEANHEHHBIE LLTATHI AMEPUKA
JaHHbIA  My6/IMYHBIA JOKYMEHT
2 6bln nognmcaH; MkoHaTaH Jbto

3 BbICTYNaOLLIM B KaUecTBe: My6/IMYHOro HoTapuyca OT UMEHM 1 M0 MOPYUEHO OKpyra
MoHpo

4 HOCUT MeYyarb; I'Iy6]'II/I‘-IHOFO HOTapuycCa 0T UMEHN W MO MNMOPYyYEHUIO LLUTaTa

3aBepeHo
5 B I. IHgmnaHanonue, NHanaHa

6 ABafuaTb feBAToe MapTa 2018 r.

7 CekpeTapem LLirata HapnaHa

8 3a Homepom: Ne A2018-0329093906

9 Tlevatb: Meyvatb LLitata HapaHa

10 Mognumeb: (KoHHM J1oycoH, ceKpeTapb LuTata HavaHa)

OevictBuTtenbHble ¢ 1 Mast 2003 roga, Bce anoctvn CekpeTapsi LtaTta HovaHa
[0/DKHBbI UMETh 3/1eKTPOHHYHO Meyarh.
[JoKyMeHT 6bU1 NpocMoTpeH 17 mapTa 2012 T.
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Ha dmpmeHHom 6r1aHke COOK

CEPTUOPUNKALWMNOHHOE 3AABMTEHWNE

Kak oTBETCTBEHHbIN NpeacTaBuTenib Cook Incorporated, HACTOSILLMM 51 MOATBEPXKAALO,
YTO NpWIaraeMblii  JOKYMEHT SBNSETCA aKTya/lbHOM Bepcueld  MHCTPYKUMM 10
NPMMEHEHNIO Mo 3asiBKe «KaTeTepbl ApeHaKHbIE B HAG0PaX».

/Moanuce/
Kpuc Besepc
MeHepkep Mo Borpocam pervcrpaumn
Cook Incorporated

LLitat NHanaHa

Oxpyr MoHpo

NoanucaHo 1 3aBepeHo B Moem npucyTcTeun 23 mMapTta 2018 roga.
Mon nosiHomoumns mctekaroT 30 Hosipsa 2022 T.

/Mognuce/ DkoHaTaH J1bko

xoHaraH Jlblo

My6nnyHbIA HoTapuyc, LTtar MHamaHa

Oxkpyr MoHpo

CpoK feAiCTBUA MOEA NULLEH3UN UCTEKaeT
30 HoAbpA 2022 ropa
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WHCTPYKUMUSA no MPUMEHEHWIO
KaTeTepbl peHaXKHble B Habopax

HASHAYEHWE

MpUMEHAOTCA AN YPECKOXHOro [PeHWPOBaHMS MOYEMNonoBoi cucTembl (o6paTuTech K
LLe/IEBOMY Ha3HAYEHWIO B MHCTPYKLUN A8 YTOUHEHNS).

MPEOYTIPEXXAEHWE: ®epepanbHoe 3akoHogaTenbCTBO CLUA paspewuaeT npojaxy
3TOW NPOAYKLUNN TONIbKO MEAULMHCKUM paboTHMKaM UK no nx 3akasy (Mav no 3akasy
NPaKTUKYIOLWMX Bpayeil C COOTBETCTBYIOLLEN NTULIEH3MEN).

OMNMMCAHWME N3AENNA

EonHMLbI npeobpasosaHue
IFr 1/3 mMm
1 aroiim 25,4 mm

Ha6op Universa Loop Drainage Catheter Exchange Set (ULC-6-15, ULC-8-30. ULC-10-30.
ULC-12-30. ULC-14-30)

Ha6op Universa Loop Drainage Catheter Exchange Set npegHa3HayeH gnsi 3aMeHbl KaTeTepa. B
KaXAbll Habop BXOAWUT [pPEHaXHbIA KaTeTep C MeTnelmn u coeguHuTenbHas Tpybka
OJHOXO/0BbIM KpPaHMKOM. B KoMnnekT Habopa Cc kaTteTepoMm auameTpom oT 8.0 Fr/2.67 mm
BXOJAT 2 CTUNETA.
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KaTteTepbl BbIMOAHEHbI gnameTpom 6.0 Fr/2.0 mm; 8.0 Fr/2.67 mm; 10.0 Fr/3.33 mm; 12.0 Fr/4.0
MM 1 14.0 Fr/4.67 mMm. Ha gucTanbHOM KOHLUE APEeHaXXHOro KaTeTepa MMeeTcs MeTns.

KateTepbl ¢ agnametpom 6.0 Fr/2.0 mm, BbinycKalTCca AAMHON 15 cM, OCTa/bHble KaTeTepbl
BbINO/IHEHbI ANMHOMW 30 cM. [AuCTanbHblA KOHel, KaTteTepa XapakTepu3yeTcs HaiMymeM neTnu
AnameTtpom 16-19 mm, 20-24 mm mnnm 30-34 MM, B 3aBUCMMOCTM OT AMaMeTpa KareTepa.
LOncTanbHbI KOHEL, CXOAUT Ha KOHyC Ao amameTtpa 0.040 groiima/1.016 mm. Bponb netnnm no
OIHOM M3 CTOPOH 3aBUTKa pacnonaralTcs LWecTb OOKOBbIX OTBEPCTWUI, HauMHasd ¢ 12 Mm OT
OVCTaNbHOrO KoHua. [MpoKcuManbHbIA (DUTUHE KaTeTepa MpeacTaBnseT coboi agantep Tuna
Luer-lock n coeguHuTenbHbll KoNMavyok. [unameTp KateTepa no wkane LLlapbep HaHeceH Ha
CTEPXEHb U3aenus.

LOnameTtp 60K0BbIX oTBepcTUii: ULC-6-15: 0.042 atoitma/1.067mm (£0.005 atoiima/0.127Mm);
ULC-8-30 n ULC-10-30: 0.050 atoitma/1.27 mm (£0.005 groitmal/0.127mm); ULC-12-30 n ULC-
14-30: 0.072 proiima/1.829 mm (£0.005 arorima/0.127mm).

CoeguHuTenbHas Tpybka BbinonHeHa guvameTpom 14.0 Fr/ 4.67 mm w ganHoin 30 cm. Ha
AVCTaNbHOM KOHLE COeAUHUTENbHOW TPYOKM MMEETCS pa3bem A/ MeLlKa, a Ha NPOKCUMabHOM
— 0HOXO0J0BOWN KpaHUK.

C kartetepamu gmametpom 10.0 Fr/3.33 mm; 12.0 Fr/4.0 mm 1 14.0 Fr/4.67 MM nocTaBnswTCA
ABa rmoknx ctuneta. Katetepsbl guameTtpom 6.0 Fr/2.0 mm; 8.0 Fr/2.67 MM nocTasnsatoTcsa 6e3
rMOKNX CTUNETOB.

KaTanoxHblii FMbkuin ctunet

HOMep BHyTpeHHU gnameTtp BHewH®iA guametp OnnHa,
Aoim/mMm Aoim/mm em

|'|orpe|_u|-|oc'|'b +0.005a0ima +0.005g107ima +2 MM

/0.127mm /0.127mm

ULC-10-30 0.042/1.067 0.066/1.676 415

ULC-12-30 0.043/1.092 0.092/2.337 41.5

ULC-14-30 0.043/1.092 0.115/2.921 44.2

Ha pucyHke HWXe MnpuBeAeHbl MpUMepPbl TOro, Kak BbIFAAUT NeTns Ha LUCTanbHOM KOHLE
Katetepa n3 Habopos Universa Drainage Catheter Sets.

NapameTpbl 0AHOXOA0BOr0 KpaHMKa:

OnvHa «A» - 1,594 groinmal 40,49 mm (+0,005 arorimal 0,127 mm);
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CoeanHeHune JTioap-Slok «Mak»:

BHyTpeHHWI guameTp «Bx» - 0,098 groitmal 2,49 mm (+0,005 atorima/ 0,127 mMm);
CoeguHeHune J1oap-J1ok «Femalex:

BHyTpeHHWIA gnameTp «Cx» - 0,169 groinmal/ 4,3 mm (£0,005 groiimal 0,127 mm);
BbicoTa kpaHmka «D» - 0.709 groiima/18.001mm (+£0,005 aroitmal 0,127 mm).

PyKosATKa KpaHuKa

CoeaunHeHune JTioap-Jlok «Female» CoegunHeHune JTioap-Slok «Male»

MapameTpbl KOHHEKTOpPA COEANMHUTENBHOW TPYOKM:

OnvHbl: A - 1.580 groiima/40.132 mm (£0.010 groiimal/0.254 mm); B - 1.21 aoiima/30.734 mMm
(x0.005 groinmal/0,127mm); C - 0.125 groinmal/3.175 mm (£0.005 arorimal/0,127mm);

Ovnametpa: D - 0.640at01imMa/16.256 mm (£0.005 atorima/0,127mm); E - 0.39 atolima/9.906 mMm
(x0.005 proinmal0,127mm); F - 0.358 groiima/9.093 mm (£0.005 aroiimal/0,127Mm).

— A
—-— B —_—-
- C
} 1—-7]|j_ R.031 &
'i E 4 — - ===
45 f

MapameTpbl coeguHTENbHOrO Konnadka gns ULC-6-15: ULC-8-30: ULC-10-30: ULC-12-30:

OwnameTpbl: B - 0,345 atolima/8,763mm (+0,01 arorima/0,254mm);
Onuna: C - 0,490 groinmal 12,446 mm (£0,010 aroiima/0,254Mm).

-gSi

145 0-0'
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KaTasioXHbIN

Onametp “A”
HOMep
ULC-6-15 0.093 gtorimal/2.362 mm (£0.005 grorimal/0,127Mm)
ULC-8-30 0.120 ptorima/3.048 mm (£0.005 prorimal/0,127Mm)
ULC-10-30 0.136 proima/ 3.454 mm (x£0.005 prorimal/0,127Mm)
ULC-12-30 0.162 proiima/ 4.115 mm (£0.005 grotimal/0,127Mm)

MapameTpbI coeanHTENbHOrO Konnavka ana ULC-14-30:

OunameTpbl: A - 0.192 aoiima/4.877 mm (+0.005 groiima/0,127mm); B 0.437 aroiimal/11.099

MM (£ 0.005 - 0.010 groinma/0.127 - 0.254 mm);
OnvHa C - 0.555 groinma/14.097 mm (0.010 groiimal/0.254 mm).

MapameTpbl aganTepa Jioap-Jlok FLLA ana ULC-6-15, ULC-8-30 n ULC-10-30:
Onametpbl: D - 0,210 awoiimal/5,334mm (£0.002 atoinma/0,051mm); E —0,344 arolima/ 8,738MMm

(£0.002 awoiima/0,051mm);

Onvubl: F - 0,172 provima/ 4,369mm (£0.002 arointmal/0,051mm); G - 0,281awiimal/7,137mm
(x0.002 groinmal/0,051mm); H - 0,312 atoiimal7,925mm (£0.002 atoiima/0,051mm).

KaTasioXHbIN

HoMmep A B
ULC-6-15 0.070 proitma/1.778mm 0. 782 atoma/19.863mm
(£0.002 groiima/0.051mm)  (+0.002 prorima/0.051mm)
ULC-8-30 0.070 proitma/1.778mm 0. 782 pronma/19.863Mm

(£0.002 grolima/0.051mMm)  (£0.002 grorima/0.051Mmm)
ULC-10-30  0.090 grorima/2.286MMm 0.775 proima/19.685mMm
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0.062 groiima/1.575mm
(£0.002 groima/0.051mm)
0.062 groiima/1.575mMm
(x0.002 aroiima/0.051Mmm)
0.062 aroiima/1.575mm



(£0.002 groiima/0.051mm)  (+0.002 aroima/0.051mm)  (£0.002 grorima/0.051mm)

MapameTpbl aganTepa Jlosp-Jlok FLLA gna ULC-12-30:

OvnameTtpbl: A - 0,335 aroiima/8,509mm (+0.005 groinmal/0,127mm); B - 0,129 groitmal 3,277mMm
(x0.002 arointma/0,051mm); C - 0,187 atoiimal/4,749mm (£0.005 atoiima/0,127mm);

Onunbl: D - 0,300 atorimal/ 7,62mm (£0.005 arorimal/0,127mm); E - 0,281 at01imal/7,137mMm (£0.005
aonmalo,127mm); F - 0,055 pawoiimal/l,397mm  (£0.005 paroiimal/0,127mm); G - 0,290
ponmal7,366  mm  (£0.005 pawiimal/0,127mm); H - 0,725 paroiimal/l8,415mm  (£0.010
atonmal0,254mm); 1-0,185 atorimal/4,699 mm(+0.005 groinmal/0,127mm).

MapameTpbl aganTepa JTroap-Jlok FLLA gna ULC -14-30:
Onuubl: B - 0.446 agoinmal/l1.325 mm  (£0.005 aroiimal/0,127mm); C - 0.096 groinmal2.438mMm
(x0.005 proinmal/0,127mm); E - 0.490 paroiima/l2.446 mm (£0.005 awoiimal/0,127mm); F - 0.406

atorimal/10.312mm - (£0.005  groimal0,127mm); G - 0.312 aoirimal/7.925mMm - (£0.005
aoinmal0,127vmm); H — 0.187 pgroima/d.75mm  (£0.005 prorimal/0,127mm); K — 0.457
aonma/ll1.608mm  (£0.005 pgwiimal/0,127mm); L - 0.960 pgroinma/24.384mm (£0.010
atorima/0.254mm);

Yron D - 5%

Onametpbl: A —0.125 aoiima/3.175 mm (£0.002 groiima/0.051mm); M - 0.257 atoinmal6.528 Mm
(x0.005 groinmal/0,127mm); N - 0.313/7.950 mm (£0.005 arorima/0,127mMm).
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Karetep

KaTasioXHbIn
HoMep Ovamvetp  OnnHa MpumeyaHus
Frimm cM
MorpeLuHocTb 10% 10%

ULC-6-15 6.0/2.0 15 Hab6op 6e3 rmbkmnx CTUNeToB
ULC-8-30 8.0/2.67 30 Hab6op 6e3 rubkux cTuneToB
ULC-10-30 10.0/3.33 30 Ha6op ¢ 2 rubkmumm ctnnetamm
ULC-12-30 12.0/4.0 30 Hab6op ¢ 2 rmbkumn ctunetTamm
ULC-14-30  14.0/4.67 30 Ha6op ¢ 2 rmbkumm ctunetamm

IMpOYHOCTHbIE XapaKTepUCTUKK KaTeTepa:

MPOYHOCTb COEANHEHMNA COCTaBHbIX YacTel - He MeHee 15 H;

Y cnoBHas NPOYHOCTb NPU pacTaXeHUn - He MeHee 8,1 MTIa/ 8.1H/mm™;
OTHOCKTEeNbHOE YANMHEHWE MpuY pa3pbiBe - He MeHee 150%;

MPOYHOCTHbIE XapaKTePUCTUKK CTUeTa:
MPOYHOCTb COEAMHEHMA COCTaBHbIX YacTel - He meHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COeSUHUTENIbHON TPYOKU:
MPOYHOCTb COEAMHEHNA COCTaBHbIX YacTeil - He meHee 15 H.

MATEPWABI

Ha6op Universa Loop Drainage Catheter Exchange Set fULC-6-15, ULC-8-30. ULC-10-30.
ULC-12-30. ULC-14-301

KOHTaKT C opraHu3mom
naumeHTa
KateTtep Tpybka KateTepa: MpAMON KOHTaKT
MonnypeTaH cepblii Ne21381
CoBOKYMHOCTb KpacuTesneii:
Barium Sulfate
Titanium Dioxide
Carbon Black
Ha BbIxofe LiBeT - Cepbli.

KomnoHeHT Ha3BaHve matepuana

MapkurpoBKa KaTteTepa:
Ink Type P Red N271590

CoefMHUTENbHBIA KOMNaYoK KaTeTepa:
Monnamng-6 Ne40340

AfanTtep Karetepa:
Monnamma-6 Ne40340
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KOHTaKT ¢ opraHM3mom
nauveHTa
CTunet TONLKO Tpy6bka KareTepa: MpAMOI KOHTaKT
ana ULC-10-30, MonunypetaH
ULC-12-30, TeMHO-cepblii Ne20060
ULC-14-30 COBOKYIMHOCTb KpacuTeseii:
Titanium Dioxide
Carbon Black
Stearic Acid
Ha BbIxoae LBeT - TeMHO-CepbI.

KoMnoHeHT HassaHuve matepuana

CoefMHNTENbHBIA KOMNa4voK cTuneTa:
Monnamna-6 Ne 40340

ApanTep cTuneta:
Auetans Ne 80010
CoeguHutenbHas  Tpy6bka: OnocpefoBaHHbIi
Tpy6Ka BWHWN HepeHTreHOKOHTPacTHbIN Nel1150 KOHTaKT
AfjanTep COeAVHUTENBHON TPY6KK:

Auetanb Natural Ne80010

OfHOXO0L0BOM KpaHMK:
Monvkap6oHaT Ne 80020
Kpacutens cuHero: PR-149

KomnoHeHT HasBaHue maTepunana KOHTaKT C nauneHTom
YnakoBka BymaxkHas yacTb - MefuumMHCcKas bymara HeT KOHTaKTa
TYVEK: 1073B/109P
MneHo4Haa yacTb - HeilnoH BON

CBEAEHNA Ob YTAKOBKE.

MoBepxHOCTHAA NNoTHOCTL OT 50 fo 80 (+2) r/m

MpoYHOCTL NpK pacTaXeHumn - NPoYHOCTb Ha pacTsxeHne He meHee 0,4 KH/m
MpoyHOCTbL CBApPHOro WBa - [1poYHOCTL CBapHOro wea He meHee 0,12 MIMa
L npuHa cBapHoro wsa - LLinpnHa Kneesoro cnos He MeHee 8 Mm

MepBUYHas yNnakoBKa ABNAeTCA eVMHCTBEHHOMN.

SKCIMNMNYATAUNOHHBLIE XAPAKTEPUCTUKWN

W3penns ycToiiumBbl Npy BUOPALMOHHBLIX Harpyskax B gnanasoHe 10-55 'y, amnautype
nepemeweHns 0,15 mm.

N3penna B TpaHCNOPTHOM yNakoBKe YCTOMUYMBBI NP BMOPALMOHHbLIX Harpy3kax B fuanasoHe
10-55 Iy, amnautyge nepemerteHmsa 0,35 MM 1 yaapHbIX Harpyskax npyv NMKOBOM YCKOPEHUK
100 m/c” (I0g) 1 [NUTENbHOCTU YAAPHOT0 YCKOpeHusa 16 mc.

W3pgenus yctoinumebl npy Temnepatype ot -1-32 go -f42°C.

N3penva B TpaHCNOPTHOW YyNakoBKe YCTOMUYUBLI NpKU TeMnepaType TPaHCMopPTUPOBAHUSA U
xpaHeHus ot -50 go -b50°C.
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N3penvs He nofBepratTCcs pe3koMy U3MEHEHNIO TeMMEePaTypbl BHELIHEN cpesbl.

N3penns NocTaBNaOTCA CTEPUNbHBIMU U HE MOAJEXAT NOBTOPHON Ae3VH(EKLNN,
npeAcTePUIN3aLMOHHON OUNCTKE 1 CTepUan3aLnn.

LENEBOE HASHAYEHWE/MOKA3AHWA K MPUMEHEHWNIO

Ha6op Universa Loop Drainage Catheter Exchange Set (ULC-6-15. ULC-8-30. ULC-10-3Q,
ULC-12-3Q, ULC-14-30) - Habop Universa Loop Drainage Catheter Introductory Set
npejgHasHayeH Ans o6ecrnevyeHns YpeCKOXKHOro 0TTOKa MOYM 13 MOYENO/I0BOWA CUCTEMBI.

MPOTNBOINMOKASAHUA

e OcCTpblii ypeTpuT

e OcTpblii NpocTaTNT

e OcCTpbIil UNCTUT

* HeBblieYeHHbIe MHEKL MM MOYEBLIBOASALLMNX MYyTeNn

MOTEHUWAJIbHBIE NMOBOYHbIE SOPEKTbI

HenpuaTHble OWyLeHnsa y nayueHTa
bonb

KpoBoTeueHune

PasfpaXeHne MOYEBOro ny3bips
Nnxopapgka

WHdekuns

Mematypus

Cencuc

HedpokopasbHblil CBULLY,
MepuTOHUT

YTeuyka U3 MecTa BBefeHuA
OkKloHO3MA

CwMelleHMe KareTepa

OCJTOXXHEHWA

TpaBma TKaHei

ApTepnoBeHo3Haa ucTyna

TpaBma M0O4eBOro nysbips WX APYroro opraHa

MHeBMOTOpAKC

MoBpexaeHne NOYEUYHOW IOXaHKM, MOYEBOrO My3bips TONCTOM KULKK (Nepdopaums)
KaTeTep-accounvpoBaHHas MH(pEKLUA

MoBpeXaeHNs CAM3MCTON 060104YKM

O6pa3oBaHue L pamoB/py6LIOB
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e TlnenoHetput

e [MnoTeHsus.

* [lceBfoaHeBpu3M

* ApTepuanbHo-KanbLumeBugHas uctyna
e [loaTekaHue mMo4n

MHCTPYKLUPL no NCIOJIb3OBAHNIO

Ha6op Universa Loop Drainage Catheter Excbanre Set (ULC-6-15, ULC-8-3Q. ULC-10-30.
ULC-12-30. ULC-14-30)

1. BbinonHuTe HedpocTOMUIO/ HAA06KOBYHO YCTAHOBKY ApeHaxa CTaHAapTHbIM 06pa3om K
0CTaBbTe MPOBOAHMK (MOCTaBNAETCA OTAENbHO) B YallEYHO-/I0XaHOYHOW cucTeme unu
MOYEBOM My3blpe.

2. BBeguTe CTUNET B KaTeTep U 3aKpenuTe ero npu nomoum gukcaropa Luer Lock.

3. YcTaHoBWTe COOPKY CTW/ETA M KaTeTepa MOBepX BHELUHEro KOHLUa NpoBOAHMKA U1
BBEAUTE UX B YaLLEYHO-/I0XaHOUYHY CUCTEMY UM MOYEBOW My3blpb.

4. TloateepauTe NOJIOXEHWE KaTeTepa Npu NOMOLLN Y/IbTPa3BYKOBOr0 CKaHWPOBAHUA U
PEHTreHOCKONuU.

5. OTcoegnHuTe PUTUHT CTU/IETA, OCTOPOXXHO NMOBEPHUTE €0 U U3BMIEKNTE CTUMET U3
KaTteTepa.

6. Y[epusas KaTeTep Ha MecTe, U3BJIEKUTE MPOBOLHUK.

7. ToaTBepAuTe NOMOXEHME KaTeTepa NPy NoOMOL M yNbTPa3ByKOBOT0 CKaHUPOBaHUA UK
PEHTreHoCKOMuu.

8. 3akpenuTe KaTeTep MacTbipem, HaJIOXUTE LWIBbI U MOBA3KY — B 3aBMCUMOCTU OT
Heob6xoAnMocCTH (NOCTaBNSATCA OTAENBbHO).

9. TpukpenuTe COEANHUTENBHYIO TPYOKY M ApeHaXKHbI MeLWoK (NOCTaBNAeTCA OTAe/NbHO)
K KaTeTepy.

10. CoxpaHuTe OTAe/IbHO YNaKOBaHHbIN TMOKWIA CTUNET 418 U3BNEYEeHNUS KaTeTepa.

M3BrieyeHne KaTeTepa

1. BcTaBbTe CTWU/IET B KaTeTep U 3aKpenunTe ero npu nomouin gukcaropa Luer Lock.

2. [pw xenaHnm NPoOBOAHMK MOXXHO NMPOBECTUN B YalleYHO-N10XaHOUYHY CUCTEMY UK
MOYEBOM Ny3bIpb C LEeNbl NOALEPXKaHUSA [OCTyna nocne Toro, Kak 0yaeT 3agMKcupoBaH
CTWU/IET N [0 N3BfleYeHNs KaTeTepa.

3. W3BneknuTe KateTep.

COBJTIOAEHWVE COOTBETCTBYOLWWNX HOPMATMBOB 1 TEXHUNYECKWX
CTAHOAPTOB

KomnaHuns Cook Incorporated n3rotaBnnBaeT BCe MeAMLWUHCKWE W3AENUSA B COOTBETCTBUMN C
AVPEKTUBOM 0 MeANLMHCKUX ycTpolicTBax 93/42/EEC.

KomnaHusa Cook Incorporated m3rotaBnvBaeT BCe MeAULUHCKUE W3[eNUA B COOTBETCTBMU C
HOopMaTuBaMu A9 CUCTEM KayecTBa, NPUHATLIMU YNpasBieHWEM MO KOHTPO/O Haf MULLEBbIMU
NnpoAyKTamMn un nekapcTeeHHbIMU npenapatramm CLUA (FDA) — pokymeHToM 21 CFR uyacTb
820, «<HopmaTtumsbl gnd CMCTEM Ka4vyecTBax».
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Bce 06bekTbl KomnaHuy Cook Takxke cepTudmuympoBaHbl no I1SO 13485 (2003/2012) CucTeMbl
ynpasneHna Ka4yeCTBOM.

FAPAHTUNHBIE OBA3ATE/IbCTBA

MpounssoauTenem mnsgenuii sasnsetca komnaHua «Kyk WHkopnopaiiteg» / Cook Incorporated,
750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
YNONHOMOYEHHbIM NpeLCcTaBUTENIeM MPOU3BOAMTENS Ha Tepputopun Poccuitickoin degepaunu
ABnseTcs 3akpbiToe akunoHepHoe obwecTBo 2LLIAT» (S3AO «LLAT »)

Poccusa, 119002, r.MockBa, KapmaHuukuii nep. 4.9, ogmc 501a.
Ten. (459) 956-13-09;
dakc (495) 956-1310;
e-mail: info@,schag.ru

CPOKropgHocCcTH®

CpoK rogHOCTM YKasaH CUMBOflaMM Ha YynakoBke. CpOK rOAHOCTM OnNpefenseTcs [AaToin
M3rotoBneHns (CMMBON 3aBOAa) U JATOW UCTEYEHUS CpOoKa FOLHOCTU (CUMBOJI MECOYHbIX YAacoB).
PasHuua ABYX AaT M OMNpefensieT CPOK XpaHeHus.

KateTepbl ApeHa)kHble B Habopax MMerT CPpoK XpaHeHus 3 (Tpu) rojga.

CTEPUTNSALINA

Komnanus Cook Incorporated cTepunnsyeT yCTPONCTBa C NOMOLLbIO MPOLUEALLEr0 BaiugaLmto
MeTofda C npumeHeHnem aTuneHokcuga (30) fo ypoBHA cTepusibHocTM SAL 10-6. MeTtog
cTepununsaummn ¢ nomowbto 30 ObiN BbIGPaH 414 3TUX YCTPOMCTB, MOCKO/bKY OH 3(D(PEKTUBEH U
He MeHsAeT (U3NYEeCKMUX CBOMCTB YCTPOMCTB. [lpouecc cTtepunumsaunuy 3TUIEHOKCUAOM ONUCaH B
MHCTPYKLMWU cucTembl Kadectsa kKomnaHum Cook Incorporated QSP18 (Crepunusauus), u
komnaHusa Cook Incorporated ceptuguumposaHa B cooTsetcTeuu ¢ ISO 13485:2003 n EN 1SO
11135-1:2007.

MPABUNTA XPAHEHUA

KaTeTepbl ApeHaXKHble B Habopax cneayeT XpaHUTb B TEMHOM, CyXOM, NPOX1aAHOM MecTe U He
noaBepraTb BO3AeiiCTBMIO CBeTa.
MPABUJTA TPAHCIOPTUNPOBKW

Mpu nepeBO3Ke CnefyeT YuUTbiBaTb TWUM WCMNONb3YeMOro TPaHCNOPTa, MYHKT Ha3HauyeHus,
nocTaBlMKa, WCMNONb3YeMOro fA1s MNepeBO3KW, a TaKXe YacTOTy W YCNOBUA KaKUX-NN6O
neperpysok, Heo6Xo4MMbIX BO BPpeMs TPAaHCMOPTUPOBKMU.

YCNOoBUA SKCINTYATALUNN

KaTeTepbl ApeHaXKHble B HA60pax MCNONb3YHTCA B 1e4eOHbIX MEAULMHCKMUX YUPEXAEHUAX.

MOTEHUWMANBHBLIE NMOTPEBUNTEJIN

KateTepbl fApeHaxHble B Habopax npeAHasHauyeHbl AN WCMO/Mb30BaHUA BO  BPeMSs
YyPONOrMYeCcKMX npouesyp BpayaMu, 06YYEHHbIMU U OMbITHBIMU B NPOBEAEHNN UYPECKOXKHbIX /
APEHAXHbIX MaHUNyNauunii. Cnegyet NPUMEHATb CTaHAAPTHbIE METOAbI Pa3MeLLEHNA KaTeTEPOB.
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PEMOHT MEANUMNHCKOIO N3AENUNA

KaTeTepbl ApeHaxHble B Habopax SABNAWOTCA W34eNMsSMU  OHOPA30BOr0  WCMO/b30BaHMS
TEXHWYECKOMY 0BCNYXWNBAHUIO 1 PEMOHTY He MOAJexar.

NIOCTABKA

KaTeTepbl ApeHaxHble B Habopax AOCTaBMAKTCS B OTAeNbHbIX WHAWBUAYANbHbIX YNaKOBKax C
WHCTPYKLUME No Mcnonb3oBaHUto. MoMelLaroTcs B ropoKapTOHHbIE KOPOOKM, Ha KOTOPbIE MO
60KaM MUK No NepumeTpPy HaHOCMTCS KOHTPO/IbHAs NIEHTa.

KOMIMTEKT NMOCTABKW
KaTteTepbl apeHaXKHble B Habopax NOCTaBAAOTCA B CEAYHOLLEM COCTaBe:

Ha6op Universa Loop Drainage Catheter Exchange Set:

ULC-6-15: kateTep - 1 wTt.; TpybKa coegmHUTeNbHAA C O4HOXOAOBbLIM KpaHMKOM - 1 WwT.; B
WHAVBUAYANbHOW YNaKOBKe; MHCTPYKLMA NO NPUMEHeHUo - 1 T,

ULC-8-30: katetep - 1 wT.; TpybKa COEAMHUTENIbBHAA C OLHOXOLO0BbIM KpaHWMKOM - 1 wWT.; B
WHAVBUAYANbHOW YNaKoBKe; MHCTPYKLUA MO NPUMeEHeHUo - 1 WrT.

LFLC-10-30: katetep - 1 WwT.; cTuneT - 2 wWrt.; TpybKa coeguHuUTeNbHas C O4HOXOLOBbLIM
KpaHUKOMm - 1WT.; B UHAMBUAYANIbHON YNAKOBKE; MHCTPYKLMUA NO NPUMEHEHUIO - 1 LuT.
ULC-12-30: katetep - 1 wrt.; ctuietr - 2 wrt.; TpybkKa COefuMHWUTeNIbHas C OAHOXOAOBbIM
KpaHUKOM - 11WT.; B UHAWBUAYANIbHOW YNAKOBKe; UHCTPYKLMUA NO NPUMEHEHUIO - 1 WrT.
ULC-14-30: kartetep - 1 wrT.; cTunetr - 2 wWr.; TpybKa COoefuMHWUTeNbHAs C OA4HOXOAOBbIM
KpaHUKOM - 1WT.; B UHAMBUAYANIbHOW YNAKOBKe; MHCTPYKLUA NO NPUMEHEHMUIO - 1 LWT.

TPAHCIMOPTHAA MAPKNPOBKA

NHanBuayanbHble YNakoBKN YK1afblBalOTCA B KOPOO6KM M3 rohpupoBaHHOro KapToHa. Kopobku
3aKNenmBaldT KOHTPO/MbHON NEHTOW C 3axXx0A40M Ha OOKOBble CTEHKM WMAXM MO MNEPUMETPY.
TpaHcnopTHad MapKUpOBKAa COLEPXWUT WH(POPMauMio 0 pasMepax KOPOOKMW, YHUKanbHbI
WTPUX-KOA, NIOT, KaTaIoXHbIA U rnobanbHblii Homep usgenusa (GPN-Global Product Number),
KO/INYeCTBO YMNAKOBOK BHYTPY KOPOOKW, CPOK rogHocTu, norotun komnaHun «Cook Medical»,
a TaKxxe CUMBO/bI:

f - CIMBO/1 O GEPEXXHOM OTHOLLIEHWN

f - CMBO/ «TeMMNepaTypHOe OrpaHnyeHne»

- CUMBOJT «XpPaHUTb B CYXOM MECTE»

MAPAMETPbI ¥YTTAKOBKW

KaTanoxHbli HoMep BbicoTa, cm LLnpunHa, cm Macca, r
MorpewHocTb +10% +10% +10 %
ULC-6-15 53 12,3 45
ULC-8-30 53 12,4 455
ULC-10-30 70,6 12,4 64
ULC-12-30 70,6 12,4 66,5
ULC-14-30 70,6 12,4 71
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Ha60p COOK MEDICAL

Universa Universa®

LOOp Loop Drainage Catheter

Drainage (
BESULC-6-15

Catheter [ G55805

Exchange

Set
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COOK* V&%Mw

MEDICAL

MPABUNA YTUTN3ALUNIN OTXO40B

Mo 3aBepLleHnn Me4ULMHCKOrO BMeLlaTeIbCTBa YCTPOMUCTBA AO/KHbI OblTb YTUIN3UMPOBaHbLI B
COOTBETCTBMM C MNpaBuiaMy MeAULUHCKOTO YUPEXAEHUSA, MNPUHATLIMU AN MESULUHCKUX
0TX0[0B, NPeACTaBNAWMX GUONOTMYECKYH ONACHOCTb.

Ona ctpaH EC npu 3TOM cnefyet cob6nt0faTb pekoMeHpauun BcemupHOW opraHusauun
3paBOOXpPaHEHNS.

Ona CLUA cnesyeT cobnofaTe peKOMeHauuMm Y npaBieHUs oXpaHbl TpyAa U NMPOMbILLIEHHON

6esonacHoctn (OSHA).
Ona Poccuiickoin depepaumm — cnegyeT cobnogaTb HauuMoHanbHble TpeboBaHus. M3penus

OTHOCSITCS K MEAULIMHCKMM 0TXofaM Knacca B.

MeHe/Kep No BONpocam HOPMaTUBHOIO PeryvpoBaHus JaTa.
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MepeBoy, AHHOrO TeKCTa CAeNaH MHOW, NepesoaunKoM ACTBaLaTypsH eoprviem
KoHcTaHTuHOBMYEM.  Tpe6oBaHMst K TEKCTY Nepesoa (MakcuMaribHasi TOYHOCTb, MpamMoTHOE
VI3MOXKEHNE) MHE PA3bSCHEH!.

Nnoarvcb

Poccuiickaa Pegepauyms
"opog MockBa
[eBATHaaLATOro anpens 4se TbIiCAYM BOCEMHA,

A, [lectpeuoBa TaTbAHa AHLpPeeBHa, HOTapuyc ropo,
NOoAMIMHHOCTL NoAnucK nepesofgumka ActeauaTtypsaH Meoprua KoHe

Mognuck caenaHa B MOEM NPUCYTCTBUN.

JInyHOCTbL NoAnncaBsLLIero JOKYMEHT YCTaHOB/EHA.

3apeructpmposaHo B peecTpe: No 73/218-H/77-2018- £ A

B3bickaHO rocyfapCTBeHHON nowauHel (Mo Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue yc/yr npaBoBOro U TEXHWYECKOro xapakrepa: —py6. —

I_IO,EI,I_II/ICb T.A. lNecTpeyosa
NEYATDb

[MEYHATDb

Bcero NpoLIHYpPOBaHO, NMPOHYMepoBaHo

CKpEer/eHo neyvatbto 4."(
nucrta\os
HoTapuyc:
Poccuiickas defepauns I_IOAI_"/ICI:)
[qrpMoe
JleBATHaOUATIO  anperd  JUWITTIXEMTALRMIOT T4a
A MecTpeuosa TaTbaH3 AHAPeeBHa, HOTapuyc ropoga Mockssl,
CBMAETENLCTBYI0 BepHO D> KOMAA C MPROCTEMEHHO0 NHE
[OKYMeHTa. '
3aperucTpuposaHo B peectpe; N _ / r A ~‘] r : > /£ - S - BcerO I'IpOLIJ HypOBaHO,
Batickaro rocypaperaentoli now iy _Z7737Z2E> MPOHYMEPOBAHO U CKPENIeHo
YnnayeHo 3a oKasaHue ycnyr npaBoBOro it TEXHUYECKOro xapak¥epa;. I-Iel_laTbI_o
T.ATKTpeuoBsa J ﬂ NNCTOB
Horapuyc
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