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INSTRUCTIONS FOR USE

Suprapubic Drainage Catheters in Sets

INTENDED USE.

Used to provide suprapubic access to the bladder for the purpose of urinary drainage (see
Instructions for Use).

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

DEVICE DESCRIPTIONS

Table of conversions

Parameters Conversions
1mm 1/3 Fr
linch 25.4 mm

PERFORMANCE CHARACTERISTICS

Strength characteristics of the catheter:

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

Relative elongation at break point - not less than 150%;
The maximum burst pressure -

Strength characteristics of the stvlet:
Bond strength of components - not less than i5 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 10 N;

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;
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Strength characteristics of the one-wav slope,vt~
Force at break - not less than SON;

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

Cook Cystotomy Catheter Set M083304: 083310: 083312}

rlud” CMteer- « * » stylet with sheath, drainage adapter with stopcock,
aaS 54cmiX glh 8'0Fr/2'671™ . 10.0M.33.nm, 12.0Fr/4.0mm in diameter

27cm fcm Irdgtal tT S 4°'5|E f°'m A d'SM ,Ip of the %ew“ a"d lhe dIIS“ ' malrk is Igcateﬂ
didtal Up, %he;'? are rotatepd 1&)“ fam each 6 erlarzldﬂ are 3 Efemn-q In Ten are tWO oval ports located at the

The catheter support includes a pull tie for catheter fixation.

Parameters for retention diske®

A -6 open holes, diameter - 0.045 inch/1.143 mm (£0.010 inch/0.254 mm)*

r* °f,?entral opening ~ °-200 mch/5.08 mm (x0,005 inch/ 0.127 mm)*
L  Width of puII tie opening - 0.056 inch/1.422 mm (+0.010 inch/0.254 mm)*

D - Length of pull tie opening - 0.125 inch/3,175 mm (£0.016 inch/0.406mm)
Length of pull tie - 79mm
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Parameters o ftrocar stylel:

A - 0.245 inch/6.223 mm (%0.005 inch/0.127mm); B - 0.520 inch/13.21 mm (x0.005
mch/0.127mm); C - 0.200 inch/5.08 mm (+0.005 inch/0,127mm); D -0.156 inch/3.96 mm (x0.005
inch/0.127mm); E - 0.130 inch/3.302 mm (£0.005 inch/0.127mm); F - 0.290 inch/7.36 mm (+0.005
inch/0.127mm); G - 0.475 inch/12.065 mm (x0.010 inch/0.254 mm); H - 0.625 inch/15.88 mm
(x0.005 inch/0.127mm).

Bevel -10 degrees

Parameters o ftrocar sheath:

Diameters: A - 0.185 inch/4.7 mm (x0.010 inch/0.254 mm); B - 0.112 inch/2.84 mm (+07-0.001
inch/0.025 mm);

Length: C- 10cm (= | mm).
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S

Parameters for Stopcock:

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

«Male» Luer-Lock connection:

Inner diameter «B» - 0.098 inch/ 2.49 mm (x0.005 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 «!)» -0.709 inch/I8.001mm (0.005 inch/ 0.127 mm).

Parameters o fdrainage adapters:

Diameters: D -0.400 inch/10.16 mm (+0.010 inch/ 0.254 mm); B - 0.106 inch/2.69 mm (+0.002
inch/0.051 mm); C - 0.200 inch/5.08 mm (+0.005 inch/ 0.127 mm); E - 0.0340 inch/8.64 mm
(£0.010 inch/ 0.254 mm); F - 0.210 inch/5.334 mm (£0.010 inch/ 0.254 mm); G - 0.320 inch/8.128
mm (£0.010 inch/ 0.254 mm); H - 0.680 inch/17.272 mm (+0.015 inch/0.381 mm);

Lengths: P - 0.061 ineh/1.55 mm (£0.010 inch/0.254 mm); J - 0.342 inch/8.69 mm (£0.005 inch/
0,127 mm); K - 0.054 incb/1.371 mm (£0.005 inch/ 0.127 mm); L - 0.286 inch/7.264 mm (+0.005
inch/ 0.127 mm); M- 0.726 inch/18.44 mm (+0.010 inch/0.254 mm); N - 1.615 inch/41.021 mm
(x0.015 inch/0.381 mm).

_*_j
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Catheter
Order Number Inner QOuter
Diameter Diameter Length
inch/mm Fr/mm cm
+0.005inch/ +10%
Tolerance 0.127mm +10%
083308 0.050/1.27 8/2.67 54
083310 0.075/1.905 10/3.33 54
083312 0.100/2.54 12/4.0 54
MATERIALS

Cook Cystotomy Catheter Set (083308; 083310: 083312

Device Material Name
Component
Catheter Silicone Q7-4765

Trocar Stylet Trocar Stylet:

Stainless Steel A1S1304
Sheath:
Stainless Steel AIS1304

Ink: Markem Black 2410

Product Protector:

Polypropylene Non-Radiopaque Tubing

#30070
Stopcock Polycarbonate # 80020
Blue Colorant:

PR -149
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Trocar Stylet

Diameter
inch/mm

+0.005inch/
0.127mm
0.109/2.769
0.141/3.581
0.171/4.343

Length
cm

+10%
il

11.2

Patient Contacting

Direct Contact

Direct Contact

Indirect Contact
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Device
Component

Catheter Support

Drainage Bag
Connector

Materia] Name Patient Contacting

Silicone ﬂ:Q7-4750 iDirect Contact
Colorants: Titanium Dioxide

Tie:
Polyamide 6.6# 32131-17-2,
Colorant: Carbon Black ft 1333-86-4

Polyvinylchloride #10141 Indirect Contact
W hite Colorant;

Titanium Dioxide

Zinc Stearate

Cl Pigment Blue 29

Drainage Adapter:

Acetal-Natural ft80010

Packaging Materials for Cook Cystotomy Catheter Sct (083308: 08331 i): 083312)

Component

Material Name

Packaging Backing --TYVEK: 1073 B/1o9p Non Contact

Film Part- Nylon BON

PACKAGING INFORMATION

Surface density from 50 to 80 (dt2) g/ m2

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

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

Products packaged in primary packaging only.

INTENDED USE

Patient Contacting

Cook Cvstotomv Catheter Set (083308: 083310; 0833121 is used for temporary suprapubic urinary

diversion and drainage. Intended for one-time use.

CONTRAINDICATIONS

1. Acute custitis

2. Paracystitis and anterior wall inflammation in the area ofaccess to bladder

3. Bladder neoplasms

COMPLICATIONS

1. Organ perforation

2. Haematuria
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POTENTIAL ADVERSE EVENTS

1. Fever
2. Postoperative pain or stentdeployment related pain
3. Pyelonephritis

4. Bladder atony
INSTRUCTIONS FOR USE

Cook Cystotomy Catheter Set (08330R: 083310: 083.317\

1. Fill the bladder with sterile saline solution if not already distended with urine. This is done at the

discretion o fthe physician.

2. Use stylet/access sheath to puncture bladder.

3. It bladder pressure is low and urine fails to flow spontaneously through the stylet handle, aspirate
urine to ascertain whether the stylet/access sheath is within the bladder.

4. Leaving access sheath in place, remove stylet.

5. Insert silicone catheter (distal tip has sideports) through access sheath to desired location

6. Remove and discard access sheath.

7. Attach drainage adapter to catheter.

8. Using the pull tie, attach the catheter support to the catheter shaft 1to 2 cm from the skin surface.

Use suture or surgical tape to fix the catheter support in position and prevent the catheter from

being accidentally displaced forward.

PERFORMANCE CHARACTERISTICS

Suprapubic Drainage Catheters in Sets are stable under vibration loads in the range | 0-55 Hz,

amplitude displacementof0 .15 mm.

Suprapubic Drainage Catheters in Sets, in packaging are stable under vibration loads in the range
10-55 Hz, amplitude displacement 0f0.35 mm and shock loads at peak acceleration ofJOO m / s2
(10g), and duration ofshock acceleration of 1 6 ms.

Suprapubic Drainage Catheters in Setsare stable attemperatures in the range of+ 32 to + 42 ° C.

Suprapubic Drainage Catheters in Sets, in packaging are stable at a transportation and storage
temperature in the in the range o f-50 to+ 50 0 C.

Suprapubic Drainage Catheters in Sets are restant to corrosion.
Supiapubic Drainage Catheters in Sets are stable under sudden changes in temperature.

Suprapubic Drainage Catheters in Sets are supplied in sterile packages, do not attempt to clean
disinfect or re-sterilize.
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COMPU ANCE WITH RELEVANT REGULATIONS AND TECHNICAL S1am) ni?lw

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

Unite_d 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) Quality Management System.

WARRANTY

Devices in this Technical Data Summary are manufactured by Cook Incorporated 750 Daniels
Way, Bloomington, fN 4 7404, USA, phone: +812 339 2235, fax: +800 554 8335.

An authorized representative ofthe manufacnirer in the territory of the Russian Federation is ZAO
SHAG *

Russia, 119002, Moscow, Karmanitskiy per,, 9.0ffice 50 la
phone: (495) 956-13-09;

Fax: (495) 956-1310,

e-mail: info@ schag.ru

M anufacturer's warranty binding on quality products.

SHELF LIFE

The wuse byl date as denoted by symbols on the labeling. The shelf life is shown by indication the
time of manufacture (factory symbol) to the stated expiration date (hourglass symbol). The
difference between both dates is the shelf life.

The devices in this Technical Data Summary have a 3 (three) years shelf-life.

PACKAGING PARAMETERS -tolerance is + 10%

RPNs Height, cm Width, cm Weight, gr
083308 371.7 20.3 68.8
083310 376 20.3 90
083312 378 20.3 98.6

STERILZATION DETAILS

These devices are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide)
validated method to a sterility assurance level (SAL) of 106. These devices are intended for one-
time use, sterile ifunopened or undamaged. Do not use the product if there is doubt as to whether
the product is sterile.

STORAGE RULES

These devices should be stored in a dark, dry, cool place; avoid extended exposure to light.
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TRANSPORTATION RULES

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

RULES FOR USE

Suprapubic Drainage Catheters in Setsare intended for use in hospitals and health care facilities.

POTENTIAL CONSUMERS

Suprapubic Drainage Catheters in Sets are intended for use during urological procedures by trained
physicians with experience in conducting percutaneous / suprapubic manipulations. Standard
methods for placing catheters with small / loop / balloon configuartions should be used.

REPAIRS

Suprapubic Drainage Catheters in Sets are disposable products. Do not attemt to carry out
maintenance and repair.

DELIVERY DETAILS

Suprapubic Drainage Catheters in 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

Suprapubic Drainage Catheters in Sets are supplied as follows:

Cook Cystostomy Catheter Set: catheter - 1 p.; trocar stylet with sheath - 1 p.; retention disk with
tie- 1p.; drainage adapter with one way stopcock -1 p. in individual packaging; instructions for use

-1p.
TRANSPORTATION LABELING

Nephrostomy catheters, with accessories are supplied in the individual packages which are placed in
corrugated boxes with sealed with control tape. Transport boxes show the following information:
dimensions ofthe box, unique bar-code, Cook Medical logo and the following symbols:

f symbol for ”Fragile”

symbol for "temperature limitation’»

L

I -symbol for "Keep dry”
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LABELING

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

The label ofthe device above shows the following device parameters:

-company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

*marking about CE certification;

- marking about sterilization;

- address ofthe EU representative;

- trade mark of the manufacturer;

-manufacturing date;

-sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

-marking for “Consult Instruction for Use”

- marking for “Attention. See Instruction for Use”
- marking for “Keep dry”

- marking for “Keep away from sunlight”

- shelf life

*marking for" Phtalates”
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Product Label

Cook Cystotomy Catheter

Set
(083308) Cook* Cystostomy Catheter Set
1® 083308
Ne9616694 esuits *
W
m < >s-icp.
(Vo)
{BTulll10? ji »«-* (® A i
mmirn M *»**jftfS 1

X, HK|LL} «Lum
Nuwigman,

WauKW TP

t «LLB3I\/F-I>1‘@/;||\/I\/IN .

DISPOSAL RIILF.S

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 World Health Organization guidance document ” Safe
management of waste from Healthcare Activities”

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

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

tu tte/3 /? 3«
Regulatory Affairs Manager Date
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Ha dmpmeHHom 6naHke COOK

COOK INCORPORATED

750 [3Hnenc Bai

I". BnymuHrToH, MiHguana 47404 CLUA

Ten. 812.339.2235, Ten. ropayeit navHun: 800.457.4500
www.cookmedical.cnm

CEPTUN®UNKALUVMOHHOE 3AAB/TIEHNE

Kak oTBeTCTBeHHbI npeactaButesib Cook Incorporated, HacToAwmMM A NoATBEpPXAAl
4yTO Npunaraemblii LOKYMEHT aBnsieTca VNHCTpyKUMein no npuMeHeHuto «KaTeTepl '
ApeHaxHble HaaNo6KoBble B Habopax».

/Mopgnuce/
Kpuc Besepc

MeHepg)ep no Bonpocam peryanpoBaHus
Cook Incorporated

Wrat NugnaHa
Okpyr MoHpo

MoanucaHo noa npucsrom B moem npucytcteum 19 cdespans 2018 roaa.

Cpok geincteus moei nuueHsnn ncrekaet 06 asrycta 2021 roga, /nognucaHo/

Ooxnmmn J1. PugHep

Mevatb:

Loxummu J1. PugHep

My6anyHbIn HoTapuyc, WTat MHgnaHa
Okpyr MoHpo

JnueHsns Ne646433

Cpok feincTensa Moel NMueH3nn uctekaet
06 asrycta 2021 roga.
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Ha dompmeHHom 6naHke COOK

MHCTPYKUWMA MO NMPUMEHEHNIO

KarteTepbl fjpeHaxXHble Haf/100KOBble B Habopax
HA3HAUYEHWE

MpumeHsieTCcs [ANS BBeEHUS B MOMOCTb MOYEBOr0 Ny3blps Yepe3 Haape3 Haf NOGKOBOW KOCTbIO

; o Al HupoBaHMsA Moum (obpatTeck K- Leniesomy ™ no B

MPEAYTMPEXOEHWE: ®efepasnibHoe 3akoHoaaTeibcTBO CLUA paspeLuaeT npogaxky
3TOWN NPOAYKUMM TONbKO MEeAULIMHCKMM PaboTHUKaM UM No UX 3aKasy (UK no 3akasy
NPaKTUKYIOLMX Bpayei ¢ COOTBETCTBYHLLEN NNLEH3NER).

OMNMMCAHWME N3OENNA

EanHnLbl Mpeo6pa3oBaHue
IFr ) 1/3 Mm
1 a01m 25,4 MM

TexHNYEeCKNe XapaKTePUCTUKN n3aenmnii:

MpOYHOCTHbIE XapaKTePUCTUKN KaTeTepa:
MPOYHOCTbL COEAMHEHNA COCTaBHbIX YacTeil - He MeHee 15 H;
Y CNnoBHaa NPOYHOCTL NPU pacTaXeHun - He meHee 8,1 MIa;
OTHoCcUTeNbHOE YANNHEHWE NPK pa3pbiBe - He MeHee 150%;

MakcumanbHoe gaBneHune paspbia - 81 atm. (1200 psi).

IMpPOYHOCTHbIE XapaKTEPUCTUKN CTUNIETA:
MPOYHOCTb COEAMHEHNA COCTaBHbIX YacTeil - He MeHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COEANHUTENIbHON TPYOKN:
MPOYHOCTb COEAMHEHNSA COCTaBHbIX YacTei - He MeHee 15 H.

MpPOYHOCTHbIE XapaKTePUCTUKN NPOBOLHUKA:
MpOYHOCTb Y3/10B COEANHEHUS iApa NPOBOAHMKA C 060/104KON 1N COeANHEHUS 06ONOUKY C
npeoxXpaHNTeNbHON NPOBO/OKON - He MeHee 10 H.

MPOYHOCTHbIE XapaKTepUCTUKIN pacLlMpuTens:
MPOYHOCTb COEANHEHUS COCTaBHbLIX YacTel - He MeHee 15 H.

MPOYHOCTHbIE XapakTepucTukn Nrnbl TpoakapHO:
MPOYHOCTb COEAMHEHNS TONOBKU U TPYOKN UTbl - He MeHee 44 H.

MPOYHOCTHbIE XapaKTepUCTUKN KpaHUKa OL4HOXOL0BOrO:
Ycunue Ha n3nom - He meHee 50 H.

MPOYHOCTHbIE XapaKTePUCTUKN PUKCUPYIOLLErO AUCKa:
Ycunue Ha n3nom - He meHee 40 H.
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Hab6op Cook Cystostomy Catheter Set
(083308; 083310; 083312)

Ha6op Cook Cystostomy Catheter Set Bknto4yaeT katetep, TpoakapHbliA CTUMET C KOXYXOM

X™TmHbIT eTeoePsk0AHOX0A0BbLL KpaHKOM “ c60pke U ®UAnpyrowmnii AUCK € BbITSXKHbBIM
nnMHou 54 I'm L oke " OWNametpamn 8.0F¥2.67mm, 10.0F/3.33mMm, 12.0Fr/A.OMM n
ON 54 cwm. TMpokcuMmanbHas MeTKa KaTeTepa pacnonoXeHa Ha pacctoaHuu 405 cm ot

OVCTaNIbHOI0 KOHLA KaTeTepa, a gucTanbHas MeTka - 27 CM OT AUCTalbHOro KoHua MeTku
BbINOJIHEHbI WNPUHOW 1-2 MM. KaTeTep umeeT 2 NopTa, PacnosioXKeHHble Ha AUCTaNbHOM KOHLE
KOTopble nosopaynsaroTca Ha 180° apyr ot gpyra u nmetoT gnvdy 3-4 mm - JACTa/TlbH> M K° HUE

®UKCHPYIOLWMIA ANCK BKOYAET BbITSXKHOM LWHYP ANS MKcauun KateTepa.

MapameTpbl (buKcHpyloLep.o AnUcKa:
fanmM)K2540mM m T KPCTT “ KOnnyectBe 6 wT’ guametP - 0.045 pgroiimal/l,143 mm (+0,010
aronmal 0 127 mmlC T " m aMeTP ueHTpanbHor® oreepctua - 0,200 aroivimal/5,08 mm (+0,005
?+0 010 gtorimlo 254 ™ [ n s 0™epCTUIA Ona Bb ™ oro wHypa - 0,056 gtoinmall,422 mm
L lt0.rz S o OTBEPCTUA [/19 BbITsDKHOro W™  a-°'125 o« > 7
[NvHa BbITAXHOIO WHypa - 79 MMm.

MapameTpbl TNoaKapHOro cTuneTa e

oMt 127 ™ >T6'2370T (x0-0°5 AK.iMma/0127MM)
arouma/n. 127vm), C - 0.200 gronma/5.08 mm (£0.005 g

tonmal/0 127mmV 11
MM (£0.005 gtoiima/0.127mm); E- 0.130 40 123 .3 O

B - 0,520 ,qro17||v|afl3.f1 MM (£0.005
M n n nc
rrm"« 1 2 A 0290
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atonmal7.36 mm (£0.005 groinmal0.127mm); G - 0.475 proiimal/12.065 mm (£0.010 grorima/0.254
mMmM); H - 0.625 atoitma/15.88 mm (£0.005 aroinmal/0.127mm).
¥Yron ckoca- 10 °

s — —— — — — — 1lcm— —_— —_—
m cu
1 HM "
rc —z
) 727--=-= —# ~177~ —

MapamMeTpbl KOXKyxa TpoakayHoro cTuieTa:

Ovametpbl: A - 0.185 atoiima/4.7 mm (£0.010 aroiima/0.254 mm); B - 0.112 groinmal/2.84 mm
(x0/-0.001 atoiima/0.025 mMm);

Onvra C- 10 cm (= 1mm).

A

MapameTpbl OAHOXOA0BOIO KpaHuKa:

OnnHa «A» - 1,594 prorima/ 40,49 mm (+0,005 groimal 0,127 mm);

CoeamnHeHune JTioap-Jlok «Male»:

BHyTpeHHUI anameTtp «B» - 0,098 atoinmal 2,49 mm (£0,005 atoiimal 0,127 mm);
CoepguHeHune Jioap-Jlok «Female»:

BHyTpeHHUI gnameTtp «C» - 0,169 atolima/ 4,3 mm (£0,005 aroinma/ 0,127 mm);
BbicoTa KpaHuKa «D» - 0.709 gtoiima/18.001mm (x0,005 groinmal 0,127 mm).
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PykosiTka kpaHuka

MapameTpbl ApeHa>KHOro aganTepa:

Onametpbl: D - 0.400 groiima/10.16 mm (20,010 gtoitma/ 0,254 mm); B - 0.106 atoiima/2.69 mm
(x0.002 pglorima/0.051 mm); C - 0.200 pgroinmal/5.08 mm (0,005 groitmal 0,127 mm); E - 0.0340
atonmal8.64 mm (£0,010 groinmal 0,254 mm); F - 0.210 groinmals.334 mm (£0,010 groinmal/ 0,254
mm); G - 0.320 groinmal/8.128 mm (+0,010 gwoiimal/ 0,254 mm); H - 0.680 ftoitmal/l7.272 mm
(x0.015 atoima/0.381 mMm);

OnunHel: P - 0.061 proimal/l.55 mm (20,010 groinmal/ 0,254 mm); J - 0.342 groiimal/8.69 Mm
(20,005 aworima/ 0,127 mm); K - 0.054 atoinmal/l.371 mm (20,005 aworimal/ 0,127 mm); L - 0.286
atonmal7.264 mm (£0,005 groitmal 0,127 mm); M - 0.726 groiima/l18.44 mm (£0.010 atoiimal/0.254
mMM); N - 1.615 aroiima/41.021 mm (£0.015 groiima/0.381 mm).

YacTb fpeHax Horo agantepa - MLLA
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KaTtanoxHbiii Karetep
BHyTpeHHWiA BHewHwnin
HoMep
amametp anametp Annra
Aroiim/mMm Fr/imm o
+0.005at01ma/
MorpeLHocTb 0.127MM +10% +10%
083308 0.050/1.27 8/2.67 54
083310 0.075/1.905 10/3.33 54
083312 0.100/2.54 12/4 54
MATEPUWAJbI

HaOopjCook Cystostomv Catheter Set (083308: 083310: 0833121

KOMMOHEHTBI
YCTpOICcTBa

Karetep

TpoakapHblIii CTUNET

OaHOX010BOA
KpaHUK

HassaHvie MaTepuania
Tpy6ka KateTepa: CUINKoH Q7-4765

TpoakapHbIi CTUNET:
Hepxxasetoluasa ctans AlSI304

Koxyx:
Hepxxasetowaa ctans AlSI304
Kpacutenb yepHoro: Markem Black 2410

3alUMTHBIA Yexon:

MonunponuieH HePeHTreHOKOHTPACTHbIV
Ne30070

Monmkap6oHat Ne 80020

Kpacutenb cvHero:

PR-149
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TpoakapHbIil cTUneT

OnameTp AnunHa
Aatonma/mm cm
0.109/2.769 n
0.141/3.581 n
0.171/4.343 112

KOHTaKT ¢ nauyieHToM
MpsMON KOHTaKT

MpsMONi KOHTaKT

Henpsmoi KOHTaKT



dukcupyrowmi guck Auck: MpsMOW KOHTaKT
CwnnukoH Ne Q7-4750
Kpacwutens 6enoro:
Titanium Dioxide

CoeMHUTENbHbIN LWHYP AMCKa:
Monnamna-6.6 Ne 32131-17-2,
Kpacutenb yepHoro:

Carbon black Ne 1333-86-4

KoHHekTOp MonuemHunxnopmg Ne 10141 HenpsiMOi KOHTaKT
APeHaXXHOro mewka Kpacutenb 6en1oro:

Titanium Dioxide; Zinc Stearate, Cl Pigment Blue

29

AjanTep KOHHeKTOpa:

AueTtans Natural Ne 80010

VHavBuayanbHas ynaxoa&aaaﬁopa.Cook-CptosLam}/..Caﬂaeter S (388398, 08331948633121)

KomnoHeHT HassaHve martepuana KOHTaKT ¢ nauueHTom
YnakoBKa ByMaxkHas yacTb - mMeguumHckas bymara TYVEK: HeT KoHTakTa
1073B/109P

lMneHo4yHas yacTb - HeinoH BON

CBEAEHWNA Ob YIMAKOBKE.

MoBepxHOCTHasA nnoTHOCTb OT 50 fo 80 (+2) r/m2

MpPOYHOCTL MpKW pacTaXeHUn - MPoOYHOCTb Ha pacTaXeHune He meHee 0,4 KH/m
MpoyHOCTL cBapHOro wea - MpoyHOCTL cBapHOro wea He MeHee 0,12 MTlla
LLnpnHa ceapHoOro wsa - LnpnHa Kneesoro cnos He MeHee 8 MM

MepBMYHas ynakoBKa iBNSeTCA eANHCTBEHHOIA.

LENEBOE HASHAYEHWE/TTIOKA3AHWNA K MPUMEHEHWIO

M op__ Cook Cystostomy Catheter Set (083308: 083310; 0833121 Wcnonb3yeTcd Ans
BPEMEHHOr0 Hafgno6KOBOro OTBEAEHUS MOuYM U ApeHaxa. lMpegHasHayeH Ans OAHOPa30BOro
NCMOMb30BaHNS.

MPOTNBOIMOKA3AHWA

1 OcTpblii UMUCTUT
2. MapayuctnTt, BOCNaneHwe nepeAHen CTeHKM MOYEBOro nysbips, B o06nacTu poctyna K

nysbIpto
3. HoBoob6pa3oBaHWs MOYEBOTO My3blps
OCNOXHEHWNA

1 TlMepdopaymsa moyeBoro nysbips
2. Tematypus
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MOTEHUWAJNIBHBIE MOBOYHbBIE S®PPEKTHI

1. Jlnxopagka

2. TocneonepaunoHHas 60nb A 601K CBA3aHHbLIE C YCTAHOBKOM KaTeTepa
3. MuenoHedput

4.  ATOHMA MOYEBOro nysbips

MHCTPYKLUWNWN MO MCMNONb3OBAHUIO
Ha6op Cook Cvstostomy Catheter Set 1083308; 083310; 083312V

1. HanonHuTe MOYeBOM Ny3bipb CTEPWUSIbHBLIM (IM3MOOTUYECKMM PacTBOPOM (nocTaBnseTcs
OTAEeNbHO), eCNM OH eLye He Hano/IHeHa MOYOA.

2. Wcnonb3yiiTe TpoaKapHbIi CTUNET C KOXKYXOM A5 NPOKOAa MOYEBOro Mny3bips.

3. Ecnu pgaBneHne B MOYEBOM My3bipe HM3KOE M MOYa HE BbITEKAET CaMOMPOM3BOJIbHO Yepe3
Tpoakap, acnupupyrTe Movy, 4Tobbl y6eanTbCA, YTO OH HaXOAUTCS B MOYEBOM My3bIpe.

4. OcTaBbTe KOXYX Ha MECTe, N3BNIeKNUTEe TpOaKapHbIA CTUNET.

5. BcTaBbTe KaTeTep (AUCTaNbHbIA KOHel, MMeeT GOKOBbIE MOPTbI) Yepe3 TpoaKapHbIli CTUNET B
HY>XHOe MecCTO.

6. V3BnekuTe N yTUIN3UPYIATE KOXYX.

7. TMpukpenuTe ApeHaxHblli MelwoK (NOCTaBNAETCA OTAENbHO) K KaTeTepy.

8. MNcnonb3ys BBITSXXHON LWHYP Ha (UKCUPYHOLLEM AUCKE, MPUKPENUTe [AaHHbIA [AWUCK K
MOBEPXHOCTM  KOXMW. Mcnonb3yiiTe BbITSXHOW  LWIHYP WU XUPYPrUYECKYH  HUTb
(mocTaBngAeTcA OTAENbHO) ANA (PMKCALMW JUCKA KaTeTepa B HY>XHOM MOMOXEeHUU u Ans
npeAoTBpaLLeHns CNyYanHOro cMeLLeHns KaTeTepa Brepes.

QKCMNYATAUMOHHBIE XAPAKTEPNCTUKW

W3penusa  ycToiumBbl MpuM BMOPALUMOHHbLIX Harpy3kax B Auana3oHe 10-55 [u, amnautyge
nepemeweHns 0,15 mm.

N3pgenna B TPaHCNOPTHOWN YNakoBKe YCTOWYMBbLI MPU BMOPALMOHHbLIX Harpys3kax B fuanasoHe
10-55 'y, amnantyge nepemeweHnd 0,35 MM 1 yaapHbIX Harpyskax npu nuKoBOM YCKOPEHUU
100 m/c2 (10g) n 4NMTENbHOCTY Y4APHOT0 YCKOpeHus 16 mc.

N3pennsa ycToilumsbl npy TemnepaTtype ot +32 fo +42°C.

N3penna B TpaHCNOPTHOM ynakoBKe YCTOWYMBLI MNpu TemnepaType TPaHCNOPTUPOBAHUS W
XpaHeHus ot -50 go +50°C.

N3penns ycToNumMBbI K KOPPO3UN.

N3nenns He NofBepraoTcs Pe3KOMYy M3MEHEHMIO TeMMepaTypbl BHELLHeNR cpedbl.

N3penvs NocTaBnalTCS CTEPUNbHBIMU U HE MOANEXAT NOBTOPHON Ae3nH(eKL MK,
npeAcTepUNN3aLNOHHOM 0YNCTKE U CTepUan3aLnn.

COBNKOAEHNE COOTBETCTBYHO WX PETNTAMEHTOB U TEXHUNYECKNX
CTAHAAPTOB

KomnaHua Cook Incorporated npous3BoguT BCe MeAULUHCKUE W34ennus B COOTBETCTBUU C
Ovpektneoin EC no meguumHckum wusgenuam 93/42/EEC. KomnaHus Cook Incorporated
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Nnpon3BoOAMUT BCE MEAULNHCKNE U3[enns B COOTBETCTBMU C [NpasBunammn cuctembl Kadectsa [ TYTA
Nno NpofOBOJ/IbCTBEHHbIM TOBapam M siekapcTBeHHbIM npenapatam (FDA), 21 CFR vacTbe 820,
MpaBuna KOHTPONA KayecTBa.

Bce npou3BoACTBEHHble 06bEKTbl KOMMaHuMM Cook Takxe CepTU(MLMPOBaHbI COrNacHo
ctaHgapTy EN I1SO 13485 (2003), CucTema ynpaBieHUs Ka4yeCTBOM.

FAPAHTUMHBIE OBA3ATE/IbCTBA

MpounssoauTenemM nsgenuii asnsetca komnaHmsa «Kyk MHkopnopaiiteg» / Cook Incorporated,

750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
Y NONHOMOYEHHbIM NpeAcTaBMUTEeNIeM NPOU3BOANTENSA Ha TeppuTopun Poccuiickoin degepanmm
ABNSETCA 3aKpblToe akuMoHepHoe obwecTBo 2LLUAT» (3A0 «LUAT»)

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

CPOK rogHocTwM

[Jata «wucnonb3oBaTb [0» 0603HAa4YeHa CUMMBONAMW Ha MapKUpoBKe. CPOK  rOAHOCTM
onpefensieTcs 0T YKa3aHHOro BPEMeHU M3roToBNeHUs (habpnyuHbIii CUMBON) 10 YKa3aHHOM AaThl

NCTeYeHNs CpoKa (CMMBO/N MECOYHbIX YacoB). PasHuua Mexay 06erMu gaTamu COCTaBASET CPOK
roAHOCTM,

CpoK XpaHeHUs KaTeTepoB ApeHaXHbIX HaA/N06KoBbIX B Habopax cocTtaBnseT 3 (Tpu) roga.

MAPAMETPbBI YMMAKOBKWM-norpewHocTb +- 10%

Howmep BbicoTa, cm LwnpuHa, c™m Macca, r
083308 37.7 20.3 68.8
083310 37.6 20.3 90
083312 37.8 20.3 98.6
CTEPUNTN3ALNA

KaTteTepbl ApeHaXHble Hagno6KoBble B Habopax NOCTaBAATCA CTepUIbHbIMW B OLHOPA30BOM
ynakoBKe, C uUcnonb3oBaHvem EHO (okucu aTuneHa), BaiMAuMpPoBaHHOro metoja obecneyeHus
YPOBHS cTepunbHocTM (SAL) 10-6. 3Tv wu3genvsa npefHasHayeHbl Ans 0[4HOPa30BOro
MCNONb30BaHNS W ABAAIOTCA CTEPUIbHbLIMMK, €CM  ynakoBKa He pacrnevyataHa WAM He

noBspexaeHa. He VICI'IO}'Ib3yVITe n3penve, ecam ectb COMHeEHWMA OTHOCUTENbHO TOro, 4tTo0 OHO
ABNAETCA CTEPUNBbHBIM.

MPABUNA XPAHEHWA

KaTteTepbl JApeHaxHble HagnobkoBble B Habopax cnegyet XpaHWUTb B TEMHOM, CYXOM
MecTe; n3berainTe AANTENLHOIO BO3/[ENCTBUSA CBETA.

MPABUNA TPAHCINOPTUPOBKN

Mpn nepeBo3Ke CcneAyeT yuWUTbIBaTb TWUM WUCMOMb3YEMOr0 TPaHCMOPTa, MYHKT Ha3HaueHwus,
nocTaBLMKa, WCNOMb3YEMOro AN NepeBO3KW, a TakKXe 4acTOTy U YCNOBUS KaKUX-n6o
neperpysoK, He06X0AMMbIX BO BPEMS TPAHCMOPTUPOBKMN.
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YCNOBUA SKCNNYATALNN

KaTeTepbl ApeHaxHble HaAn06KOBble B Habopax WCMOMb3YKTCH B /IeYeBHbIX MeAULMHCKNX
yupexaeHusx.

MOTEHUWAJIBHBIE NMOTPEBUTENN

KaTteTepbl ApeHaxHble HaAN06KOBbIe B Habopax MpejHasHayeHbl AN1S MUCMNOAb30BAHUA BO BPeEMS
YPONOrnMYecKnMX npouesyp Bpayamu, 06YUYEHHbIMW U OMbITHBIMW B MPOBEAEHUN YPECKOXHbIX /
HaAaM0BbKOBbLIX MaHWUNynauuin. CnepyeT NPUMEHATb CTaHAapTHble MEeTOAbl  pa3MeLLeHus
KaTeTepoB C MafibiMu / NeTNeBbIMU / GaNNOHHBIMU KaTeTepamu.

PEMOHT MEAVWUWHCKOIO USAENUNA

KateTepbl ApeHaXHble Hafgno0KOBble B Habopax SBASKOTCA W3LENUSMU  OLHOPA30BOro
MCNONb30BAHNS TEXHUYECKOMY 0BCNYXXMBAHUIO N PEMOHTY He NOAnexar.

OJOCTABKA

KateTepbl fpeHaXKHble HaAN06KOBbIe B Habopax AOCTaBNAOTCA B OTAE/bHbIX MHANBUAYANbHbIX
yNakKoBKax C UHCTPYKLMEA MO MCNONb30BaHUI. MMoMeLarnTcs B roppoKapTOHHbIE KOPOOKM, Ha
KOTOpble Mo 6oKam UK No NepuMeTpy HAaHOCUTCS KOHTPONbHAs NeHTa.

KOMMNNEKT MOCTABKW
KaTeTepbl ApeHaXKHble HAaA/06KOBbIE B Habopax MOCTaBNAOTCA B COCTaBe:

Ha6op Cook Cystostomy Catheter Set: kaTeTep —1 LWIT.; TPOAKapHbIA CTUAET C KOXYXOM —1
WT., PUKCUPYIOLLNIA UCK C BbITSXXHbIM WHYPOM - 1 WT.; ApeHaXHbIl agantep ¢ OAHOXOA0BbLIM
KPaHMKOM -1 LWT. B UHAMBUAYANIbHOM YNaKOBKE; MHCTPYKUUSA MO NPUMEHEHNIO —1 WT.

TPAHCIMNOPTHAA MAPKNPOBKA

NHamBUAYanbHble YNaKOBKM YKaAblBatOTCS B KOPOGKM 13 rOpPMpPOBAHHOTO KapToHa. Kopo6ku
3aKNemBarT KOHTPO/bHOW NEHTOM C 3aX0A0M Ha OOKOBble CTEHKM WM NO NEPUMETPY.

TpaHcnopTHas MapKMpOBKA COAEPXMUT WHGpoOpMaLuuto 0 pasmepax KOpPOOKW, YHMWKaNbHbIV
WITPUX-KOA, norotmn KomnaHun «Cook Medical», a Tak)Ke CUMBO/bI:

1 - CUMBO/ O 6epe)KHOM OTHOLUEHUN

- CUMBON «K36erainTe ANNTENLHOTO NPSMOr0 BO3AeNCTBUSA COMHEUHbIX Nyyeii»

- CUMBOJ1 «XPaHUTb B CyXOM MECTE»
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MAPKMPOBKA

KaTteTepbl fpeHaxHble Haa/N06KoBble B Habopax MOCTaBAATCSA B WHAWBUAYaNbHOW YNaKoBKe,
Ha KOTOPOW [JO/MKHbl  OTCYTCTBOBaTb MNPWU3HAKW MOBPEXAEHWS UAM  OTKpbITUA.  Mpu
06Hapy>XeHUN nepern6oB, paspbiBOB W APYrUX [eeKTOB W3Aenne Henb3s UCMOo/b30BaTh.
HeponycTMMOCTb NPUMEHEHMS B C/lyYae HapyLLIEHUA LLeNoCTHOCTU NOTPe6bUTENbCKOI Tapsbl.

Ha aTukeTKe M3aenus yKasaHbl CnefytoLine napameTpbl:

- Ha3BaHWe KOMMNaHUM-NpPoOu3BOAMTENS N afpec U3rOTOBUTENS;
- Ha3BaHue n3genuns (ToBapHbIi 3HaK);

- CEpUIiHbIA HOMeEp;

JaHHble 0 mapkuposke CE;

- faHHble O CTepuan3auunu;

- afpec npegcrasuTenscrea B EC;

- TOBapHbIl 3HAK NPOM3BOAUTENS;

- fata Npoun3BOACTBa,;

- pasmepbl;

- CXEMAaTNYeCKOoe N306paxKeHue;

- HOMep napTuu;

- 0TMeTKa «TONbKO 415 0OAHOPA30BOr0 UCMONb30BaHUAY;

- 0TMeTKa «O6paTnTeCh K MHCTPYKLMMN MO NCNONb30BaHUIO»;

- 0TMeTKa «BHUMaHne. O3HaKOMbTEChb C COMPOBOAMTENbHON LOKYMEHTaLUer»;
- 0TMeTKa «XpaHUTb B CyXOM MecTe»;

- oTMeTKa «M/36erainTe Bo3aeiiCTBMA COTHEYHOrO CBETAY;

- CPOK XpaHeHus;

- 0OTMeTKa «®PTanatbi».
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MPABUNA YTUNN3AUNN
Mocne 3aBepLUeHUs NpoLesypbl YCTPONCTBA AO/MKHbI YTUAU3UPOBATLCA COMIACHO
WHCTUTYLMOHANbHLIM PYKOBO/ACTBAM ANt 6UONOTMYECKNX MEANLMHCKUX OTXO/0B.

[nsa ctpaH EC - B COOTBETCTBMM C PYKOBOAALWMMUK LOKYMeHTamn BcemmpHoi OpraHusauum
34paBooOXpaHeHus.

Ona US cTtpaH - B cooTBeTcTBUM ¢ MuHuctepctsom Tpyaa CLUA o besonacHocTu n 'nrueHe
Tpypa (OSHA)

[ns Poccuitickoii depepalmm - B COOTBETCTBMU C HaLMOHaNbHbIMW TpeboBaHUsMU. Knacc
0MacHoOCTU MeAMLUHCKMX O0TXO040B: Knacca b.

/Mognwcs/ 19 pespans 2018

MeHezykep Mo BOMpocam perynnpoBaHis Nata
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MepeBos AaHHOTO TeKCTa C/enaH MHOW, NepeBojunKom opruem
KoHcTaHTuHOBNYEM. TpeGoBaHMs K TeKCTY nepesoaa 0CTh
N3N10>KeHNe) MHE Pa3bACHEHbI.

NoArnmcCb

Poccuiickan degepauns
"opog MockBa
LllecToro mapTa fiBe TbICAYM BOCEMHAALATOr0

A, T[lectpeuyoBa TaTtbAHa AHApeeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOAMMHHOCTL NOAMNUCK nepesoaunka ActeauatypsaH Meoprmud KoHCTaHTUMHOBMYA.

Moanuch caenaHa B MOEM NMPUCYTCTBUN.

JInyHOCTbL NognucasLLero JOKYMeHT YCTaHOB/eHa.

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

B3biCKaHO rocyfiapCTBEHHOM NOLWNUHbI (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a okaszaHue yc/nyr npaBoBOro M TEXHNMYECKOro xapakrepa: —py6. —Kon.

I'IO,EI,I'I |/|C|D T A-TecTpeuoBa
MEYATD

[MEYATD

Bcero  MpowHypoBaHO,  MPOHYMEPOBAHO

CKpenneHo nevatbky”-/(
mucta/los
HoTapuyc
P e - [lognuce
rquI]@.
lWecTon MapTa [IBe ThICAWM BXEMHAALAT A
A, Nectpeyosa TaTbAHa AHApeeBHa, HoTapuyc ropoga MoCKBbI,
CBUAETENbCTBYI0 BEPHOCTb KONWUW C NPEfCTaBNEHHOr0 MHe Bcero npowHypoBaHo'
NpoHyMepoBaHMyKpen/ieHo
neyaTtbio
B3bICKaHO rocyJaPCTBEHHOV MOLLUMHBI (110 Taprddy): yAn T ..
YrnayeHo 3a okazaHue YCyT MpaBoBOoro U TEXHUYECKOTO XapakTepa: JINCTOB.
TA Tecrpetiosa HoTapuyc
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2. This public document has been signed by jamie L Ridner

3. Acting in the capacity of notary public in & forMonroe County
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INSTRUCTIONS FOR USE
Suprapubic Drainage Catheters in Sets

INTENDED USE

Used to-provide suprapubic access to the bladder for the purpose of urinary draina%e (see
Instructions for Use). ' \Y

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

DEVICE DESCRIPTIONS

Table of conversions

Parameters Conversions
| mm 1/3 Fr
linch 25.4 mm

PERFORMANCE CHARACTERISTICS

Strength characteristics of the catheter:

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

Relative elongation at break point - not less than 150%;
The maximum burst pressure -

Strength characteristics of the stvlet;
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 10 N;

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 characteristicsj T thejme-way stopcock:

Force at break - not less than 50N ;........cccoccue...

Page 29 of 42
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Strength characteristics of the retention disk:
Force at break - not less than 40N;

Universa Malccot Drainage Catheter Suprapubic Set LLULMCP-8-15. UMCP-8-3Q.UMCP-10-
15,UMC140-30,UMCP-12-30.UMCP-14-30.UMCP-16-30i A

Universa Malecot Drainage Catheter Suprapubic Set is comprised of a Malecot catheter, needle-
obturator, connecting tube and one-way stop cock. Universa Malecot Drainage Catheter
Suprapubic Set UMCP-16-30 does not have the one-way stop cock.

The malecot catheter is manufactured in 8.0Fr/2.67mm, 10.0F/3.33TT, 12.0Fr/4.0mm,
14.0Fr/4.67mm and 16.0 Fr/5.33mm and a length of 15 to 30cm. The distal tip of the catheter is
characterized by a Malecot formation and an open distal tip.

The four slits in the malecot measure approximately 15 or 19 millimeters in length, depending upon
the catheter diameter. Catheters manufactured in 8.0Fr/2.67mm and 10.0F/3.33TT sizes are
designed without any distal sideports. Catheters manufactured in 12.0Fr/4.0mm, 14.0Fr/4.67mm
and 16.0 Fr/5.33mm sizes are designed with 3 sideports located 3mm from the malecot. The
sideports have a diameter ot 17G/0.46mm (x0.05mm) and are spaced at a 90° rotation. The
proximal fitting for this catheter is comprised of a Luer lock adapter and cap.

The puncture obturator is designed to extend the tip of the catheter 3 mm beyond the heel of the

bevel when inserted and locked in place. The puncture obturator is designed with a Luer lock
adapter.

The connecting tube is manufactured in a diameter of 14.0 Fr/4.67mm and a length of 30
centimeters. 1he connecting tube is designed with a one-way stopcock on the proximal end.
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Parameters ofneedle-obturator:

Diameter of

Needle- Length A Length B
Obturator, cm om
G/mm

19/1.07

(£0.03mm) 17.2(x3mm) 8.5(x0.5mm)
19/1.07

(+0.03mm) 33.5(x3mm)  8.5(x0.5mm)
18/1.25

(+0.05mm) 175(3mm)  8.2(x0.5mm)
18/1.25

(+0,05mm) 34(x3mm)  8.5(x0.5mm)
16/1.65

(+0.4mm) 34(£3mm)  10.6(x0.5mm)
15/1.83

(+0.1mm) 34(x3mm)  10.6(x0.5mm)
15/1.83

(0.1mm) 35.5(x3mm)  111(x0.5mm)

Length C
cm

10 (£ 2mm)
10 (= 2mm)
10 (= 2mm)
1.0 (£ 2mm)
10 (x 2mm)
10 (£ 2mm)

10 (£ 2mm)

Parameters o fconnecting tube (except UMCP-16-30):

Length D
inch/mm

0.033/0.838
(+0.005/0.127)
0.033/0.838
(+0.005/0.127)
0.033/0.838
(+0.005/0.127)
0.033/0.838
(+0.005/0.127)
0.033/0.838
(+0.005 /0.127)
0.033/0.838
(+0.005 /0.127)
0.033/0.838
(+0.005/0.127)

Diameter C
mch/mm

0.0585/1.49 (+0.001)
0.0585/1.49 (0.001)
0.0725/1.84 (+0.001)
0.0725/1.84 (+0.001)
0.096/2,44 (0.001)
0.109/2.77 (+0.001)

0.109/2.77 (+0.001)

Length A - 30cm (x2cm); diameters - inner 0.125inch/3.18 mm (+0.002 inch/0.051mm); outer

0.185inch/4.7mm (x0.002 inch/0.051mm).

Parameter o fconnecting tube connector:

Diameters: A - 0.640 inch/16.256 mm (z 0.010 inch/0.254 mm); B - 0.39 inch/9.906 mm (+0.005
inch/ 0.127 mm); C- 0.358 inch/9.093 mm (+0.005 inch/ 0.127 mm);
Length: D - 1.580 inch/40.132 mm (£ 0.010 inch/0.254 mm); E- 121 inch/30.734 mm (+0.005
inch/ 0.127 mm); F- 0.125 inch/3.175 mm(£0.005 inch/ 0.127 mm).
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Parameters of MLLA adapter for connecting tube (except UMCP-16-30):

Diameters: B - 0.155 inch/ 3.937mm (£0.005 inch/0.127mm); C - 0.188 inch/ 4.775mm (£0.005

inch/0.127mm); D-0.120 inch/3.048mm (0.005 inch/0.127mm); E - 0.099 inch/2.515 mm
(£0.005 inch/0.127mm).

Length: A- 0.778 inch/19.761 mm (£0.002 inch/0.051mm).

Parameters ofconnecting tube (for UMCP-16-30):

Length A - 30cm (x2cm); diameters - inner 0.125inch/3.18 mm (£0.002 inch/0.051mm); outer
0.185inch/4.7mm (x0.002 inch/0.051mm).

Parameters o fconnecting cap ofconnecting tube (except UMCP-16-30):

Diameter B -0.550 inch/13.97 mm (+0.015inch/0.38IMM));

Length: A - 0.325 inch/8.255 mm (£0.005 inch/0.127mm); C - 0.335 inch/8.509MM); D - 0.495
inch/12.573 mm (£0.010 inch/0.254 mm).
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Parameters ofconnecting can o f connectine tube for UMCP-16-30:

Diameters: A- 0.250 inch/6.35 mm (+0.003 inch/0.0762 mm); D - 0.340 inch/8.636 mm (+0.002
inch/0.0508 mm); E - 0.312 inch/7.925 mm (£0.005 inch/0. 127mm); F - 0.530 inch/13.462 mm
(x0.005 inch/0.127mm);

Length: B-0.284 inch/7.214 mm (£0.005 inch/0.127mm); C - 1.011 inch/0.279 mm (+0.010
inch/0.254 mm); G - 0.404 inch/10.262 mm (£0.005 inch/0.127mm).

Parameters of FLLA Luer lock adapter:

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

Length: D -0.300 inch/7.62mm (£0.005 inch/0.127mm); E - 0.281 inch/7.137mm (+0.005
inch/0.127mm); F - 0.055 inch/1.397mm (+0.005 inch/0.1.27mm); G - 0.290 inch/7.366 mm

(£0.005 inch/0.1227mm); H - 0.725 inch/18.415 mm (£0.005 inch/0.127mm); 1-0.185
inch/4.699mm (£0.005 inch/0.127mm).
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Parameters for Stopcock:

Length «A» - 1594 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/18.001 mm (£0.005 inch/ 0.127 mm).

Catheter Connecting Tube Needle Obturator
Outer Inner . . ]
Order Number Diameter  Diameter Linr?]th D;?;:ﬁ;er Lecrlgth Diameter Li?gth
Fr/mm inch/mm G fmm 1
+0.005inch/ * +10%
Tolerance +10% 0.127mm +10% +10% +10% j

UMCP-8-15 8.0/2.67 0.065/1.651 15 14.0/4.67 30 19/1,07(x0.03mm) 17.2
UMCP-8-30 8.0/2.67  0.065/1.651 30 14.0/4.67 30 19/1.07(x0.03mm)  33.5..
UMCP-10-T5  10.0/3.33 0.079/2.007 15 14.0/4.67 30 18/1.25(+0.05mm) 175
UMCP-10-30  10.0/3.33  0.079/2.007 30 14.0/4.67 30 18/1,25(x0.05mm)  34.0 |
UMCP-12-30 12.0/4.0  0.100/2.54 30 14.0/4.67 30 16/1.65(+0,4mm) 34.0
UMCP-14-30  14.0/4.67 0.125/3.175 30 14.0/4.67 30 15/1.83(x0.1mm) 34.0
UMCP-16-30  16.0/5.33 0.146/3.708 30 18.0/6.0 30 15/1.83(+0.1mm) 355
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MATERIALS

Universa Malecot Drainage Catheter Suprapubic Set LLIMCP-8-15. UMCP-8-30,UMCP-1Q-
i5,UMCp-i0-30.UMCP-i2-30.UMCP-i4-i0.tiMCP-i6-im ... ~

Device Material Name Patient Contacting
Component
Catheter Catheter: Direct Contact

Polyethylene # 30930 (For 8-12 Fr catheters)
Polyethylene #31390 (For 14-16 Fr catheters)

Connecting cap:
Acetal Natural # 80010 (For 16 Fr catheters)
Polyamide 6 #40340 (For 8-14 Fr catheters)

Luer Lock Adapter:
Polyamide 6 ft 40340

Ink: Ink Type P Red Ne71590

Needle-Obturator  Needle-Obturator Cannula: Direct Contact
Stainless steel AlS1304

Needle-Obturator Hub:
Polypropylene # 9003-07-0
Red Colorant: Pantone ft 185

Connecting Tube  Lube: Direct Contact
Vinyl# 11150
Connecting Tube Adapter:
Acetal Natural ft 80010

Connecting Cap:
Acetal Natural ft 80010

Stopcock Polycarbonate ft 80020 Indirect Contact
Blue Colorant:
PR-149

Packaging Materials for Universa Malecot Drainage Catheter Suprapubic Set LUMCP-8-13.
UMCP-8-30,UMCP-10-15,UMCP-10-3().UMCP-12-30.1 JIMCP-14-30. UMCP-16-3fli

Component Material Name Patient Contacting

Packaging Backing-TYVEK: 1073B/109P Non Contact
Filin Part- 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

Products packaged in primary packaging only.
INTENDED USE
Universa Malecot Drainage Catheter Suprapubic Set LLIMCP-8-15. UMCP-8-30.UMCP-10-

ISJUMCP-10-30, UMCP-12-30,UMCP-14-30. UMCP-16-301 - Intended to provide percutaneous
urine drainage . Intended for one-time use.

CONTRAINDICATIONS

1 Acute custitis
2. Paracystitis and anterior wall inflammation in the area of access to bladder
3. Bladder neoplasms

COMPLICATIONS

1 Organ perforation
2. Haematuria

POTENTIAL ADVERSE EVENTS

Fever

Postoperative pain or stent deployment related pain
Pyelonephritis

Bladder atony

IS

INSTRUCTIONS FOR USE

Universa Malecot Drainage Catheter Suprapubic Set LUMCP-8-15. UMCP-8-30.UMCP-10-
15.UMCP-10-30. UMCP- 12-30.UMCP-14-30.1iM.CP-16-30)
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PRECAUTIONS

* Indwell time should not exceed four weeks. Periodic evaluation of the
catheter is advised,

* This device is intended for use by physicians trained and experienced
in percutaneous access and placement of drainage catheters. Standard
techniques should be employed.

* Do not forcefully advance any component during removal or replacement
of the catheter. Carefully remove the components if any resistance is
encountered.

Suprapubic Set
1 Anesthetize the skin at the puncture site.

2. Advance the needle obturator into the catheter tip and secure with the
Luer lock to close the Malecot wings.

3. Ifthe bladder is not already distended by urine, fill the bladder with sterile
saline.

4. Make a 2 mm incision at the puncture site, approximately 2.5 - 5.0 cm
above the symphysis pubis (below the palpable bladder dome).

5. For patients who have not had previous pelvic surgery, insert the catheter
vertically into the bladder. For patients who have had previous pelvic
surgery, insert the catheter at a 30° angle toward the symphysis pubis.

6. Observe for urine flow. If urine fails to flow spontaneously through the
needle obturator, aspirate urine to ensure the catheter is in the bladder.

7. Make sure the catheter is stabilized, then release the Luer lock and rotate
the needle obturator counterclockwise to open the Malecot wings.

8. Remove the needle, while being careful not to displace the catheter.
NOTE: Do not re-insert the needle once it has been removed.

9. Attach the connecting tube to the catheter and drainage bag, and allow
the bladder to empty.

10. Withdraw the catheter until the Malecot wings meet resistance from the
bladder dome.

11. Advance the catheter approximately 2 cm back into the bladder to
accommodate patient movement.

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

Supplied separately

Catheter Removal

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

2. If desired, a wire guide may be passed into the collecting system/bladder

to maintain access, after the stylet is engaged and before catheter
removal.

3. Remove the catheter.
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PERFORMANCE CHARACTERISTICS

Suprapubic Drainage Catheters in Sets are stable under vibration loads in the range 1 0-55 Hz,
amplitude displacement of 0 . 15 mm.

Suprapubic Drainage Catheters in 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 JOO m / s2
( 10g), and duration of shock acceleration of 16 ms.

Suprapubic Drainage Catheters in Setsare stable at temperatures in the range of+ 32 to + 42 ° C.

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

Suprapubic Drainage Catheters in Sets are restant to corrosion.
Suprapubic Drainage Catheters in Sets are stable under sudden changes in temperature.

Suprapubic Drainage Catheters in Sets are supplied in sterile packages, do not attempt to clean,
disinfect or re-sterilize

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

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

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

WARRANTY

Devices in this Technical Data Summary are manufactured by Cook Incorporated, 750 Daniels
Way, Bloomington, fN 4 7404, USA, phone: -812 339 2235, tax: +800 554 8335.

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

Russia, 119002, Moscow, Karmanitskiy per., 9.office 50 la.
phone: ( 495) 956-13-09;

Fax: (495)956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.

SHELF LIFE

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

The devices in this Technical Data Summary have a 3 (three) years shelf-life.
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PACKAGING PARAMETERS -tolerance is + 10%

RPNs Height, cm Width, cm Weight, gr

UMCP-8-15 70.8 12.38 87.8
UMCP-8-30 70.8 12.38 89.3
UMCP-10-1S 70.8 12.38 88.3
UMCP-10-30 70.8 12.38 90.3
UMCP-12-30 70.8 12.38 91.8
UMCP-14-30 70.8 12.38 93.3
UMCP-16-30 70.8 12.38 101.8

STERILZATION DETAILS

These devices are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide)
validated method to a sterility assurance level (SAL) of 106. These devices are intended for one-
time use, sterile if unopened or undamaged. Do not use the product if there is doubt as to whether
the product is sterile.

STORAGE RULES

These devices 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.

RULES FOR USE
Suprapubic Drainage Catheters in Setsare intended for use in hospitals and health care facilities.

POTENTIAL CONSUMERS

Suprapubic Drainage Catheters in Sets are intended for use during urological procedures by trained
physicians with experience in conducting percutaneous / suprapubic manipulations. Standard
methods for placing catheters with small / loop / balloon configuartions should be used.

REPAIRS

Suprapubic Drainage Catheters in Sets are disposable products. Do not attemt to carry out
maintenance and repair.
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DELIVERY DETAILS

Suprapubic Drainage Catheters in 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

Suprapubic Drainage Catheters in Sets are supplied as follows:

Universa Malecot Drainage Catheter Suprapubic Set: catheter - 1 p.; needle-obturator - 1 p.;
connecting tube with one-way stopcock - 1p., in individual packaging; instructions for use - | p.

TRANSPORTATION LABELING

Nephrostomy catheters, with accessories 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:

T - symbol for ”Fragile”

I symbol tor “temperature limitation”

- symbol for "Keep dry”

LABELING

Suprapubic Drainage Catheters in 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 above shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- trade mark of the manufacturer;

- manufacturing date;

- sizes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Consult Instruction for Use”

- marking for “Attention. See Instruction for Use”
- marking for “Keep dry”

*marking for “Keep away from sunlight”
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- shelflife
» marking for " Phtulates"

Product Label

Universa Malecot
Drainage Catheter
Suprapubic Set
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Universa Malecot

Drainage Catheter

Suprapubic Set

(UMCP-14-30) Universa®

Malecot Drainage Catheter
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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 World Health Organization guidance document * Safe
management of waste from Health Care Activities”

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

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

Regulatory Affairs Manager
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MepeBo C aHIIMINCKOro fA3blka Ha PYCCKUI A3bIK

CEKPETAPbL WTAT
WTAT NTHOAVWAHA

KOHHMK JloycoH
CekpeTapb wrarta

AMOCTUNb
(FTaarckaa KoHBeHunsa ot 5 oktabpa 1961 roga)

1 CtpaHa: COEAVNHEHHBIE WTATbl AMEPUKN

2 [laHHbIA NYy6MNYHBLIA AOKYMEHT
6610 nognucad: dxummn J1. PugHep

3 BbICTynawLwmmMm B kayecTBe: Ny6/IMYHOro HoTapuyca OT MMEHM 1 NO NMOPYYEHUIO OKpyra
MoHpo
4 HOCUT neyartb/WTaMn cneynanucTa cekpertapuara wrara

3aBepeHo

5 B 1. MHanaHanonuc, NugnaHa
6 aBapuartb BTOpoe dpeBpansa 2018 r,
7 CekpeTapewm lTata HanaHa
8 3a Homepom: Ne A2017-0222101301
9 [leuartsb: lNMeyaTb WTata NHanaHa
10 Mopnuck: (KoHHW JloycoH, cekpeTapb wTata MHanaHa)

OenctButenbHble ¢ 1 maa 2003 roga, Bce anoctunm CekpeTtapsa wrata MHanaHa

OO/DKHBbI UMETb 3/IEKTPOHHYI0 Mnevarsb.
[JOKyMeHT 6b11 npocmoTpeH 17 mapTta 2012 r.
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Ha cdompmeHHom 6naHke COOK

COOK INCORPORATED

750 [3Hnenc Baii

I". BaymuHrToH, HgmaHa 47404 CLLA

Ten. 812.339.2235, Ten. ropsadeit nmHun: 800.457.4500
www.cookmedical.com

CEPTUN®UNKALUMOHHOE 3AABNEHNE

Kak oTBeTCTBEHHbI npeactaButenb Cook Incorporated, HacToAWMM 8 noaTBEpPXAAl0,
4yTO Npunaraemblii LOKYMEHT aABnseTca VHCTpyKuMen no npumeHeHuto «Kartetepbl
ApeHaxHble Haano6KoBble B HAbopax».

/Moanuce/
Kpuc Besepc
MeHefXep Mo Bonpocam perysnpoBaHus
Cook Incorporated

WraTt HgnaHa
Okpyr MoHpo

MognucaHo nog npucaroin B moem npucytctemmn 19 chespansa 2018 roga.
Cpok geincteua moen nuueH3nm nctekaet 06 asrycta 2021 roga, /noanucaHo/

Oxnmmn J1. PugHep

Mevatb:

Loxummn J1. PugHep

My6anyHbIA HoTapuyc, LWUTtat MiHavaHa
Okpyr MoHpo

JinueHsna Ne646433

Cpok AencTema Moeil NMueH3nn uctekaet
06 aBrycta 2021 ropga.
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Ha doupmeHHom 6naHke COOK

MHCTPYKUWA MO NMPUMEHEHNIO

KaTteTepbl fpeHaXHble HaA/100KOBble B Habopax
HA3SHAUEHWE

MpuMeHseTcA 419 BBELEHMWS B M0O0CTb MOYEBOro Ny3blpsa Yepe3 Hajpes Hafj N0OKOBON KOCTbO
C UeNbl0 [ApeHMpoBaHuMA Mouu (06paTuTecb K LEeNeBOMY HAa3HAYeHUD B WHCTPYKUMU ANd
YTOUHEHNUSA).

MPEAYTMPEXOEHWE: ®enepasibHoe 3akoHogaTebcTBO CLUA paspeluaet npogaxy
3TOM NPOAYKLUNN TONMbKO MeANUUHCKUM paboTHUKaM MUK NO UX 3aKasy (UK Mo 3aKasy
NPaKTUKYHOLMX Bpayein ¢ COOTBETCTBYIOLLE NINLEH3NENR).

ONMMCAHWE N3OETNA

EanHuubl Mpeobpa3oBaHue
IFr 1/3 mMm
1 groiim 25,4 mm

TexHUYecKMe XapaKTepUCTUKIN MN3AeNNIA:

MPOYHOCTHbIE XapaKTEPUCTUKN KaTeTepa:

MPOYHOCTb COEAMHEHNA COCTABHbIX YacTel - He meHee 15 H;
YcnoBHasd NPOYHOCTL NPU pacTaXeHUn - He meHee 8,1 MIMa;
OTHOCKTEeNbHOE YANMHEHWE NpK pa3pbiBe - He MeHee 150%;
MakcrumanbHoe fasneHue paspbiBa - 81 atm. (1200 psi).

[MPOYHOCTHbIE XapaKTEPUCTUKM CTUeTa:
MpPOYHOCTb COEANHEHNS COCTABHbIX YacTeil - He MeHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COEANHUTENbHON TPYOKH:
MPOYHOCTb COELMHEHNA COCTABHbIX YacTeil - He meHee 15 H.

MpPOYHOCTHbIE XapaKTePUCTUKN NMPOBOAHMKA:
MpPOYHOCTL Y3/10B COEMHEHUSA A pa MPOBOAHMNKA C 060/104KOIM W COejUHEHNUS 060104KMN C
npefoxXpaHnTeNbHON NPOBONOKON - He MeHee 10 H.

[MPOYHOCTHbIE XapaKTEPUCTUKMK pacLunpuTens:
MPOYHOCTb COEAUHEHMNSA COCTaBHbIX YacTeil - He MeHee 15 H.

MPOYHOCTHbIE XapakTepucTukn Urnbl TpoakapHOWi:
MPOYHOCTb COEAUHEHMNSA TONIOBKN U TPYOKM UrNbl - He MeHee 44 H.

[MPOYHOCTHLIE XapaKTEPUCTUKN KPaHNKa OLHOX0L0BOrO:
Ycunune Ha n3nom - He meHee 50 H.

MPOYHOCTHbIE XapaKTepUCTUKN PUKCUPYIOLLEro AMCKa:
Ycunne Ha n3nom - He meHee 40 H.
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Ha6op Universa Malecot Drainage Catheter Suprapubic Set (UMCP-8-15, UMCP-8-
30,UMCP-10-15,UMCP-10-30,UMCP-12-30,UMCP-14-30,UMCP-16-30)

Ha6op Universa Malecot Drainage Catheter Suprapubic Set BkntouaeT B cebs Katetep Maneko,
nrny-o6Typatop, COeMHUTENbHYIO TPYOKY C OAHOXOA0BbLIM KPaHUKOM B COOPKeE.

Ha6op Universa Malecot Drainage Catheter Suprapubic Set UMCP-16-30 BbinosiHeH 6e3
OHOXO/Z0BOr0 KpaHuKa.

KateTepbl Maneko BbINofHEHbI AnameTpamu  8.0Fr/2.67MM, 10.0Fr/3.33mm, 12.0Fr/4.0MM,
14.0Fr/4.67TMM n 16.0 Fr/5-33mmMm. OnuHbl KateTepoB Maneko cocTtaBnstoT oT 15 go 30 cm.
[uncTanbHblli OTKPbITHIA KOHEL, KaTeTepa XapakTepmn3yeTcs KOHCTPYKLMEN.

YeTbipe KpbINbILLIKA KOHCTPYKUMM Maneko umeroT gavHy ot 15 go 19 Mm B 3aBMCUMOCTM OT
AvnameTpa KaTeTepa. Katetepbl gumameTtpamu 8.0Fr/2.67MM un 10.0Fr/3.33MM BbIMONHEHbI 6€3
AucTanbHblX noptoB. Katetepbl anametpamu 12.0Fr/4.0MM, 14.0Fr/4.67MM wn 16.0 Fr/5-33mm
BbIMO/IHEHbI C 3 MOPTaMK, PacnoOXEHHbIMW Ha PacCcTOAHUM 3 MM OT KOHCTPYKuUuu Maneko.
Onametp noptoe cocTaBnger 17 G/1.46mm (£0.05mm). TlopTel Bpawatotcs Ha 90° no
OTHOLWIEHMIO Apyr K Apyry. [lpokcumanbHOe COefjMHeHWe KaTeTepa COCTOMT K3 AganTtepa
J1to3p-J10K 1 COeANHUTENIBHOMO KOMNayKa.

Mrna-o6Typatop BbINO/SIHEHA TakMM 06pa3oM, 4YTO NpU (PUKcauuMM OHa BbICTYNnaeT Ha 3 MM
Janblie KoHLUa KaTeTepa.

CoeguHuTtenbHasa Tpy6ka BbinonHeHa Awnametpom 14.0 Fr/4.67TMM wn pgnuHon 30 cm. Ha
NPOKCUMaNbHOM KOHLE COeMHUTENbHONM TPYOKM nmeeTcs agantep Jlroap-J1ok.
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MapameTpbl UrMbl-06TypaTopa:
¥Yron ckoca - 30 °.

OnameTp urnbl

OnuHa A, Onuua D, o
006Typaropa, oM OnvHa B, cm  [OnuHa C, cm nIOTM/MM Ounametp C, groiim/Mm
G/mm
19/1.07 0.033/0.838
+ + + 0.0585/1.49 (+£0.001
(£0.03mw)  L2(3wM) - B5(0.5mm) 10 (£ 2mM) g 605 0.127) ( )

19/1.07 0.033/0.838
(£0.03mM) 33.5(£3mm) 8,5(x0.5Mm) 1,0 (= 2mm) (0.005 /0.127)

18/1.25 0.033/0.838
(0.05mm) 17.5(£3mm) 8.2(x0.5mm) 1,0 (x 2mm) (0.005 /0.127)

18/1.25 0.033/0.838
(£0.05Mm) 34(x3Mmm) 8.5(x0.5mm) 1,0 (£ 2mm) (0.005 /0.127)

16/1.65 0.033/0.838
(£0.4Mm) 34(£3mm) 10.6(x0.5mm) 1,0 (£ 2mm) (0.005 /0.127)

15/1.83 0.033/0.838
(0.1 mm) 34(x3mm) 10.6(x0.5mMm) 1,0 (£ 2mm) (0.005 /0.127)

15/1.83 0.033/0.838
(0.1 Mm) 35.5(x3mm)  11.1(x0.5mm) 1,0 (£ 2mm) (£0.005/0.127)

0.0585/1.49 (+0.001)
0.0725/1.84 (+0.001)
0.0725/1.84 (+0.001)
0.096/2.44 (+0.001)
0.109/2.77 (+0.001)

0.109/2.77 (+0.001)

MapameTpbl COeANHUTENbHON TPYokn Kpome UMCP-16-30:
OnvHa A - 30cm (f2cwm); guvameTpbl - BHYTpeHHuin  0.125 pwoiima/3.18 mm  (£0.002
atoimal/0.051mm); BHewHMiA 0.185 grorimal/4.7mm (£0.002 groima/0.051mm).

AF

MapaMeTpbl KOHHEKTOpPA COEANHNTENbHON TPY6KN:

Ounametpbl: A - 0,640 groitma/l16,256 mm (+ 0,010 groiimal/0,254 mm); B - 0,39 atoiimal/9,906 mm
(20,005 aronmal/ 0,127 mm); C - 0,358 aroitmal/9,093 mm (£0,005 atoiimal 0,127 mMm);
Onunel: D - 1,580 grorima/40,132 mm (£ 0,010 aroiimal/0,254 mm); E - 1,21 awoiima/30,734 mm
(x0,005 provimal 0,127 mm); F - 0,125 groiimal/3,175 mm(+£0,005 arorima/ 0,127 mm).
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MapameTpbl aganTepa CoefUHUTeNbHOW TPyokn kpome UMCP-16-30:

OvameTtpbl: B - 0,155 groiimal 3,937mm (£0.005 groiimal/0,127mm); C - 0,188 atoimal 4,775mMm
(x0.005 atoiimal/0,127mm); D - 0,120 aroiimal/3,048mm (x0.005 awoiima/0,127mm); E - 0.099
atonmal2,515 mm (£0.005 groitmal/0,127Mm).

OnvHbl: A - 0,778 groiimal/19,761 mm (x0.002 aroiima/0,051mMm).

MapameTpbl coeanHNTENbHON TPYybku ana UMCP-16-30:
OnnHa - 30 cm (*2cm); BHYTPEHHWW Juametp - 0.125 poinmal/3.18 mm  (x0.002

Aroiima/0.051mm); BHewHUA anameTp - 0.185at0iMmal/4.7mm (£0.002 atoitma/0.051mm).

MapaMeTpbl COEAMHUTENbHOIO KoNnayka CoejuHNTeNbHOW TPpyokn kpome UMCP-16-30:
OnameTp B - 0.550 groiima/13.97 mm (x£0.015at01MMa/0.381Mm);
OnuHbl: A - 0.325 groiima/8.255 mm (£0.005 groinmal/0.127mm); C - 0.335 atoiima/8.509mm);

D - 0.495 atoitma/12.573 mm (£0.010 groinmal/0.254 mm).
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MapameTpbl COEAUHNTENBHOIO Konnayka coeguHnTensHon Tpybkn ans UMCP-16-30:
OvameTtpbl: A - 0.250 groiima/6.35 mm (£0.003 atoiima/0.0762 mm); D - 0.340 groinmal/8.636 Mm
(x0.002 groiima/0.0508 mm); E - 0.312 aroinmal/7.925 mm (+0.005 aroinmal/0.127mm); F - 0.530
AtoiMa/13.462 mm (+£0.005 aroinmal/0.127mm);

Onvubl: B - 0.284 aroinmal/7.214 mm (£0.005 pawoiimal0.127mm); C - 1.011 aroinma/0.279 mm
(x0.010 groitma/0.254 mm); G - 0.404 proiimal/10.262 mm (£0.005 groiima/0.127Mm).

MapameTpbl aganTepa Sloap-Slok FLLA:

Ovnametpbl: A - 0,335 groitmal/8,509mm (+0.005 groitmal0,127mm); B - 0,129 awoiimal/ 3,277mm
(x0.005 pgrorima/0,127mm); C - 0,187 atoiimal4,749mm (£0.005 atoitmal/0,127mm);

Onuubl: D - 0,300 aronma/ 7,62mm (£0.005 agroiima/0,127mm); E - 0,281 at0imal/7,137mm (£0.005
ptomal/0,127mm); F - 0,055 pgroinmal/l,397mm  (£0.005 pgroimal/0,127mm); G - 0,290
aonmal/7,366  mm  (£0.005 proiimal/0,127mm); H - 0,725 proimal/l8,415 mm  (x£0.005
atoiimal0,127mm); 1-0,185 aroinmal4,699 mm(+0.005 atoiimal/0,127mm).
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MapameTpbl O4HOXO0BOr0 KpaHUKa:

OnnHa «A» - 1,594 pgroimal 40,49 mm (£0,005 grorimal 0,127 mm);

CoepaunHeHne Joap-J1ok «Malex:

BHyTpeHHWI guameTp «B» - 0,098 awoiimal 2,49 mm (+0,005 arovimal/ 0,127 mm);
CoenunHeHue Jioap-/1ok «Female»:

BHyTpeHHWI gnameTp «C» - 0,169 grorima/ 4,3 mm (20,005 arovima/ 0,127 mm);
BbicoTa kpaHuka «D» - 0.709 gtoiima/18.001mm (+0,005 atoiimal/ 0,127 mm).

CoegnHntenobHas
KateTtep TPy6Ka Nrna-ob6Ttypatop

KatanoxHbli BHewWwHWin  BHYTpeHHUN [nvka  [vametp [avHa [nametp [nHa
HOoMep AvameTtp AvameTp

o cMm Frimm cm G/mm cMm
Frimm Oorm/Mm

MorpewHocTb £10% +0.005p01ima/ +10% £10% £10% - +10%

=T 0.127Mm U U0 U =R

UMCP-8-15 8.0/2.67 0.065/1.651 15 14.0/4.67 30 19/1.07(£0.03mm) 17.2

UMCP-8-30 8.0/2.67 0.065/1.651 30 14.0/4.67 30 19/1,07(x0.03mm) 33.5
UMCP-10-15 10.0/3.33  0.079/2.007 15 14.0/4.67 30 18/1.25(+0.05mm) 175
UMCP-10-30 10.0/3.33  0.079/2.007 30 14.0/4.67 30 18/1.25(+0.05mm) 34.0
UMCP-12-30  12.0/4.0 0.100/2.54 30 14.0/4.67 30 16/1.65(x0.4mm) 34.0
UMCP-14-30 14.0/4.67  0.125/3.175 30 14.0/4.67 30 15/1.83(x0.1mm) 34.0
UMCP-16-30 16.0/5.33  0.146/3.708 30 18.0/6,0 30 15/1.83(x0.1mm) 355
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MATEPUWANbI

Habop Universa Malecot Drainage Catheter Suprapubic Set UMCP-8-15. UMCP-8-30.UMCP-10-
15.UMCP-10-30.UMCP-12-30.UMCP-14-30.UMCP-16-301

KOMMOHEeHTbI Ha3saHune maTepuana KOHTaKT C nayuMeHToM
ycTpoiicTBa
KareTep Kartetep: MpsMOi KOHTaKT

MonuatnneH Ne30930 (ansa katetepos 8-12 Fr)
MonnatuneH Ne31390 (g5 KaTeTepos 14-16 Fr)

CoeauHUTENbHBIV KONMAYoK KaTeTepa:

Auetanb Natural Ne 80010 (ans kaTetepos 8-12
Fr)

Monnamung 6 Ne40340 (s kateTepos 14-16 Fr)

AgpanTep Slto3p-Jlok:
Monnamng 6Ne 40340

Hagnuck Ha KateTepe:
YepHuna KpacHoro -
Ink Type P Red Ne71590

Wnra-o6Typatop KaHtonsa nrnbl-o6Typaropa: MpAMO KOHTaKT
Hepxxasetowasa ctaib AlS1304

BTynka nrnbl-06Typatopa:

MonunponuneH Ne 9003-07-0

Kpacutenb KpacHoro:

Pantone Ne185
CoegnHunTeNbHAA Tpyo6ka: MpsMOI KOHTaKT
TpybKa Bunun Ne 11150

AjanTtep CoeUHUTENbHON TPYOKMU:
Auetans Natural Ne 80010

CoeauHUTENbHBIV KONMAavoK TPY6KK:
Auetanb Natural Ne 80010

OfHoxoLf0BOM Monvkap6oHat Ne 80020 Henpsamoii KOHTaKT
KpaHuK Kpacutesb CuHero:
PR-149

MHavBenayanbHasa ynakoeka Habopa Universa Malecot Drainage Catheter Suprapubic Set UMCP-8-15.
UMCP-8-30.UMCP-10-15.UMCP-10-30.UMCP-12-30.UMCP-14-30.UMCP-16-301

KomnoHeHT HassaHue matepuana KoHTaKT € nauneHToM
YnakoBka BymaxkHas yactb - MeguumHckas 6ymara TYVEK: HeT KoHTaKTa
1073B/109P

lMNneHoyHas yacTb - HelinoH BON
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CBEAEHWNA Ob ¥YIMAKOBKE.

MoBepXHOCTHasA NNOTHOCTL OT 50 go 80 (£2) r/m2

MPOYHOCTL NPU pacTsXKeHUM - NPOYHOCTb Ha pacTaxeHune He meHee 0,4 KH/m
MpoYHOCTL CBApPHOro WBa - NMPoOYHOCTL CBApHOro wBea He meHee 0,12 MTla
LWnpunHa ceapHoro wea - LLinpnHa kneesoro cfiof He meHee 8 MM

MepBrYHaA yNakoBKa ABNSETCA eUHCTBEHHOIA.

LENEBOE HASHAYEHWNE/MOKA3AHNA K NMIPUMEHEHWIO

Ha6op Universa Malecot Drainage Catheter Suprapubic Set (UMCP-8-15, UMCP-8-30.UMCP-

10-15.UMCP-10-30.UMCP-12-30.UMCP-14-30JJMCP-16-301 - MpefHa3HayeH ons
YUPECKOXHOT0 HAaAno6GKOBOrO ApeHMpoBaHMs Mouu. [pefjHasHayeH Ans  OAHOPa30BOro
1CNOMb30BaHNS.

MPOTVBOMOKA3AHUA

1 OcTpblii uncTUT

2. [MapaumcTuT, BOCNaseHwe MepefHein CTEHKM MOYeBOro MysbipA, B 061acTv goctyna K
nysbIpto

3. HoBooGpa3oBaHMsA MOYEBOr0 Ny3bIps

OCJTOXHEHWA

1. Tleptopaumsd MOYEBOro nysbips
2. Tematypus

MOTEHUWMANBHBIE MOBOYHbBIE SO DEKTHI

1 Jlnxopapgka

2. MocneonepalunoHHas 601b MM 601K CBA3aHHbIE C YCTAHOBKOW KaTeTepa
3. MuenoHedput

4.  ATOHUA MOYEBOro nysbips

MHCTPYKULUWNWN MO NCMNOJIbAOBAHWIO

Ha6op Universa Malecot Drainage Catheter Suprapubic (UMCP-8-15, UMCP-8-30,UMCP-10 -
15,UMCP-10-30,UMCP-12-30,UMCP-14-30 n UMCP-16-30).

MEPbI MPEAOCTOPOXHOCTU

e [lepuop npebbiBaHUS KaTeTepa B OpraHu3me nauueHTa He [O/KeH MpeBbilaTb YeTbIpéx
Heaenb. PekomeHAyeTcs NepuoAMYecKy OLleHMBaTb MPaBUbLHOCTb MO3ULMOHMPOBAHMS
KateTepa.

e J[laHHOe YCTPOICTBO MpeAHa3Ha4yeHO ANS MCMO/b30BaHWUS NOAFOTOB/IEHHBLIMW Bpavamu,
MMEKLWMMM  ONbIT YPECKOXHOT0 [A0CTyna W YCTaHOBKM [ApeHaXKHblX KaTeTepos.
PeKOMeHAYyeTCs UCMO0b30BaTb CTAaHAAPTHY METOAUKY.

e He cnegyeT npunaratb Yype3mepHble YCUAWUSA K KaKOMy-160 KOMMOHEHTY KaTeTepa BO
BPEMS €ro U3B/JeYeHNs UAN 3aMeHbl. Tpu OLYLEeHUN CONPUKOCHOBEHUS C KaKUM-160
NnpensTCTBMEM, CNeayeT OCTOPOXHO OTBECTU KaTeTep Hasag.
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Ha6op Suprapubic

1 BbINonHUTe 06€360/1MBaHNe KOXW B MECTe NMpoKosa.

2. Mposegute urny-o6TypaTop [0 KOHLA KaTeTepa W 3aUKCUPYiTe €ero nonoXxeHue
3aMKOM J1i03pa AN yAep>XXaHUa «Kpbl/ibeB» KaTteTepa Maneko B 3aKpPbITOM MOOXEHUU.

3. Ecnv Mo4yeBOi Ny3bipb €eWE He pacTAHYT MOYOW, TO 3ano/IHUTE €ro CTepu/bHbIM
(h1310N0rMYecKUM pacTBOPOM (MocTaBseTCA OTAENbHO).

4. CpenainTe paspe3 A/IMHOW 2 MM B MecTe MpOKona, NMpuMMepHO Ha 2,5 - 50 cM Bbiwe
JIOHHOTO COYJIEHeHNA (HVDKe MecTa nanbnaunmn Kyrnosna MoOYeBoro ny3sbips).

5. MaumeHTam, He NoABepraBLUIMMCS paHee XMPYPruvecknm onepaumsam B Ta30BOM 06/1acTy,
BBOJMTE KaTeTep B MOYEBOM My3blpb BEPTUKANbHO. lMauneHTam, paHee NojBepraBLIMMCs
XUPpYpruyeckum onepauusM B Ta30BON 06/1aCcTU, BBOAUTe KaTeTep B MOYEBOW My3bipb
nog yrnom 30° K TOHHOMY COYNEHEHUIO.

6. HabGnwopaaliTe 3a OTTOKOM MOYM. Ecnn camonpon3BoNbHOE BbITEKAHME MOYM YEPe3 UTNy-
00TypaTop He Hayanocb, TO acnuMpupyrTe Mouy, 4TOObl Y6eAUTbCA B PacmnofiOXeHUM
KaTeTepa B MOYEBOM My3bIpe.

7. Y6eautecb B TOM, YTO KaTeTep YCTaHOBJIEH B 3a[JaHHOM MO/I0XKEHUN, 3aTEM PA3OMKHUTE
3aMoK J1to3pa ¥ MOoBepHUTE WUrny-o6TypaTtop NPOTMB 4acOBOW CTPesiKU, B pe3ynbTaTe
Yero pacKporTCs «Kpblnba» KaTeTepa Maneko.

8. WN3Bnekute urny-obtypatop c COOGMOAEHWEM OCTOPOXHOCTW, YTOObI HE CMeCTUTb
KaTeTep C 3ajaHHOr0 MOMOXKEHNUS.

MPNMEYAHWE: He BBOAUTE UTrNy-06TypaTtop NOBTOPHO Noc/e eé n3BfeveHus.

9. CoefuHWTe KaTeTep U ApPeHaXHbli MewwoK ans céopa moun (NOCTaBNAETCA OTAENbHO)
COeMHUTENIbHON TPYOKOW, 3aTeM JOXAUTECh OMOPOXHEHUS MOYEBOr0 My3bIpS.

10. i3BnekaliTe KateTep Maneko 40 Tex Mop, NOKa ero «Kpblibs» He BCTPETAT NpensaTcTBuE
B BMAE Kyrnona MOYeBOro nysbips.

11. MpofBNHbTE KaTeTep NMPMMEPHO Ha 2 CM Hasaf B MOYeBOM My3blpb, YTO6bLI 06ecneynTb
3 (PEKTUBHbLIA OTTOK MOYUMN.

12. 3athmkcupyinTe KaTeTep C MOMOLLLIO K/eWKOW NeHTbl, LIOBHOrO Matepuana uian noBa3Ku
(nocTaBnATCA OTAENBHO).

M3BneyeHune KaTeTepa

1. BeeauTe (nocTaBnsieTCs OTAENIbHO) B KaTeTep W 3a)MKCUPYWTe €ro nosioXXeHne 3aMKOM
J1to3pa ana BbINPAMNEHNSA «KPblNbeB» KaTeTepa Maneko.

2. [pun Heobxo4MMOCTKM, NMOCNE BBeLeHUSA CTUNETA U Nepes U3B/IEYEHNEM KaTeTepa, MOXeTe
NPOABMHYTbL NMPOBOAHMK (NOCTaBMAGTCA OTAENbHO) A1 COXPaHeHUs LOCTyna B YalleyHo-
NOXAHOYHYI0 cucTeMy/ MOYEBOI My3bIPb.

3. W3BneknuTe Kartetep.

SAKCMNMYATAUMNOHHBLIE XAPAKTEPUNCTUKW

N3pgenna  ycTonumebl Npyv BUOPAUMOHHLIX Harpyskax B gumanasoHe 10-55 Ty, amnautypge
nepemeweHus 0,15 mm.

N3penna B TpaHCMOPTHOW yNaKOBKe YCTOMYMBbLI NPy BUOPALMOHHbLIX Harpyskax B AguanasoHe
10-55 Iy, amnautype nepemewedHma 0,35 MM M yaapHbIX Harpyskax rnpu NMKOBOM YCKOpPEHWUU
100 m/c2 (10g) 1 ANNTENbHOCTM YapHOro YCKopeHns 16 mc.

W3genus ycToumebl npu Temnepatype oT +32 fo +42°C.

N3penva B TpPaHCMOPTHOM YyMNakoOBKe YCTOMYMBBLI NPW Temnepatype TPAHCMNOPTUPOBAHUA U
xpaHeHus ot -50 go +50°C.
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N3penus ycToliumnBbl K KOPPO3nK.

N3penns He noggepraoTca pe3akoMy M3MEHEHWIO TeMMepaTypbl BHELIHEN cpefpl.

N3penms NocTaBNAOTCS CTEPUNbHBIMU U HE MOANEXAT NMOBTOPHOW Ae3VHGeKLNN,
npeAcTePUAN3aLMOHHON OYMCTKE 1 CTEPUIMN3ALUN.

COBNKOAEHVE COOTBETCTBYIOWNX PETNTAMEHTOB N TEXHNWYECKINX
CTAHOAPTOB

KomnaHua Cook Incorporated npous3BoguT BCe MeAMLWHCKUE W3f4eNns B COOTBETCTBUM C
Ovpektuson EC no wmepguumHckum wusgenmam 93/42/EEC. KomnaHua Cook Incorporated
Nnpou3BOAMT BCe MeAMLIMHCKNE N3Lenna B COOTBETCTBUM C [paBunamn cuctembl kadyectsa CLUA
no NpPOAOBOJIL.CTBEHHLIM TOBapam W fiekapcTBeHHbIM npenapatam (FDA), 21 CFR uvactb 820,
lMpaBuna KOHTPO/A Ka4yecTBsa.

Bce npom3BoACTBEHHble 00beKTbl KoMMaHUM Cook TakxXe CcepTUPMUMPOBaHblI COracHo
ctaHgapTty EN 1SO 13485 (2003), CucTema ynpasneHus KauecTBOM.

FAPAHTUMHBLIE OBA3ATE/ILCTBA

MponssoamnTenem nigenunii aensetcs komnanus «Kyk MiHkopnopaintea» / Cook Incorporated,

750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
YNONHOMOYEHHbIM NpeAcTaBuTeNIeM NPOM3BOAUTENS HAa TeppuTOopun Poccuiickoin depepayuu
ABNseTcs 3aKpbiToe akuMoHepHoe o6ulecTBo 2LLUATM» (SAO «LLUAT»)

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

CPOK TOAHOCTHU

Jata «wucnonb3oBaTb [JO» 0603Ha4YeHa CHMBONAMM Ha  MapkupoBke. CpOK  FofHOCTM
onpeAensieTcs OT YKa3aHHOro BPEMEHU U3roToBneHns (habpuuHblil CUMBON) A0 YKa3aHHOW AaTbl
NCTeYeHUs cpoka (CMMBO/ NECOYHbIX YAacoB). PasHuULa Mexay 06erMu gaTamyu COCTaBASET CPOK
rOAHOCTM.

CpOK XpaHeHus KaTeTepoB ApPeHaXHbIX Haf00K0BbIX B Habopax cocTaBnseT 3 (Tpu) roga.

MAPAMETPbBI ¥YTTAKOBKW - norpewHocts +- 10%

Howmep BbicoTa, cm WwnpuHa, cm Macca, r
UMCP-8-15 70.8 12.38 87.8
UMCP-8-30 70.8 12.38 89.3
UMCP-10-15 70.8 12.38 88.3
UMCP-10-30 70.8 12.38 90.3
UMCP-12-30 70.8 12.38 91.8
UMCP-14-30 70.8 12.38 93.3
UMCP-16-30 70.8 12.38 101.8
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CTEPNTN3ALINSA

KaTeTepbl gpeHaXHble Haan06KoBble B Habopax MOCTABAAKTCA CTEPU/IbHbIMWU B OLHOPA30BOA
ynakoBKe, C ucnosb3oBaHnem EKO (okucm aTuneHa), BaMAMPOBAHHOIO MeToda obecrnevyeHus
YPOBHS cTepunbHocT (SAL) 10-6. 3Ty wm3genua npefHasHayeHbl [An1d  04HOPa30BOro
NCNONMb30BaHNA W ABMAAKOTCA CTEPWSIbHbIMKW, €CAN  YMaKoBKa He pacredvartaHa WM He
nospexgeHa. He ucnonb3yite u3pgenue, ecnm ectb COMHEHUS OTHOCUTENIbHO TOr0, YTO OHO
ABNAETCHA CTEPUSIbHbLIM.

MPABNTA XPAHEHWA

KaTteTepbl [peHaXHble HaanobkoBble B Habopax cnefyeT XpaHUTb B TEMHOM, CYyXOM
MecTe; n3berainTte ANMTeNbHOIO BO3AECTBMSA CBETA.

MPABUNTA TPAHCIMOPTUPOBKN

Mpy nepeBo3Ke CnefyeT y4uTbiBaTb TWUM WUCMOMb3YEMOro TPAHCNOPTA, MYHKT Ha3Ha4eHwus,
nocTaBLMKa, WCMNONb3yemMOro fA1s MNepeBO3KM, a TakKXKe 4acToTy U YC/N0BUS KaKuxX-nm6o
neperpysok, Heo6X04MMbIX BO BpeMs TPaHCMOPTUPOBKM.

YCNOBWNA SKCMNMAYATALUN

KaTeTepbl [ApeHaXHble Haan00KoBble B Habopax WCMOMb3YHTCS B Nle4eOHbIX MeAULMHCKUX
yUupexaeHusx.

MOTEHUWMANIbBHBLIE MOTPEBEUTENN

KaTteTepbl ApeHaxHble HaAN06KOBbIe B Habopax MpefjHa3HayeHbl 419 UCMOMb30BaHUA BO BpeMs
YPONOrnYecknx npoLeayp BpayaMu, 06YUYEHHbIMW U OMbITHBIMW B MPOBEAEHUN UYPECKOXHbIX /
HagN00KOBbIX MaHunynauuin. CnefyeT NPUMEHATb CTaHAapTHble MeTOAbl  pa3MelleHuns
KaTeTepoB C ManbiMu / NeTneBbIMU / GANNOHHbLIMK KaTeTepamu.

PEMOHT MEAVWUWHCKOIO N3OAENUNA

KaTeTepbl ApeHaxHble Hafno6KoBble B Habopax SBAAKTCA W3LeNNSMU  OHOPa30BOro
MCMONb30BaHNSA TEXHUYECKOMY 06CNYXUBaHNIO N PEMOHTY He noanexar.

OJOCTABKA

KaTteTepbl fpeHaXKHble HafAN06KOBble B HaGopax AOCTaBNAOTCA B OTAENbHbIX WHAUBUAYANbHbBIX
ynakKoBKax C MHCTPYKLMeR Nno ncrnonb3oBaHunio. MomMeltatoTcs B ropoKapTOHHbIE KOPOGKM, Ha
KOTOpble M0 6GoKam UK No nepuMeTpy HaHOCUTCS KOHTPO/IbHAsA NeHTa.

KOMMNEKT MOCTABKWN
KaTteTepbl ApeHaXHble HafN06KOBbIE B Habopax NMOCTaBNATCSA B COCTaBE:

Ha6op Universa Malecot Drainage Catheter Suprapubic Set: katetep —1 WT.; urna —o6TYpartop
- 1 wTt.; coegnHMTeNbHas Tpybka C OAHOXOAOBbIM KPaHUKOM - 1 WT. B UHAMBUAYaNbHOM
YNaKOBKe; UHCTPYKLMSA NO MPUMEHEHMNIO - 1 LWIT.
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TPAHCIMOPTHAA MAPKMNPOBKA

NHamBmAayanbHble yNakoBKW YKNaAblBalOTCA B KOPOOKM U3 ropmpoBaHHOIo KapToHa. Kopobku
3aKNemBalOT KOHTPO/bHOW NEHTON C 3ax04OoM Ha OOKOBble CTEHKM WMAXM NO MNepuMETpY.
TpaHCcNoOpTHas MapKMpPOBKa COAEPXUT WHGpOpMauuo 0 pasmepax KOPOOKM, YHUKaNbHbI
LWTPMX-KoA, norotnn Komnauun «Cook Medical», a Takxe CUMBO/IbI:

- CUMBOJ1 O 6epe>KH0|v| OTHOLUEHUN

K - cumBon «n3berainte 4AnTeNbHOrO NPSIMOrO BO3AEACTBUA COMTHEUYHbIX TyyYei»
- CUMBO/T «XPaHWUTb B CYXOM MecTe»

MAPKVNPOBKA

KaTeTepbl ApeHaXKHble HafN00KOBbIE B Habopax MOCTaBASKOTCS B MHAMBUAYaNbHOW YNakoBKe,
Ha KOTOPOM [OMXHbl OTCYTCTBOBAaTb MNPWU3HAKM MOBPEXAEHWUS WAW  OTKpbITUA.  [pn
06Hapy>XeHWW nepern6oB, paspbiBOB W ApYyrux AedekTOB W3Aenne Henb3s WCNOMAb30BaTh.
HeponycTMOCTb NPUMEHEHUS B C/lyYae HapyLUEHUS LefIoCTHOCTY NOTPe6UTENLCKOM Tapbl.

Ha 3TukeTKe M3aenus ykasaHbl CnefytoLline napameTpsi:

- Ha3BaHWe KOMMNaHWM-NPON3BOAUTENSA U aAPeC N3roTOBUTENS;
- Has3BaHue n3genus (ToBapHbIN 3HaK);

- CepUiHbIA HOMep;

- laHHble 0 mapkuposke CE;

- flaHHble 0 cTepuan3auunm,

- agpec npepcrasuTenscTea B EC;

- TOBapHbI 3HaK NPOM3BOAUTENS;

- flaTa Npon3BOACTBa,;

- pa3mepbl;

- CXeMaTn4yecKoe n3obpaxeHue;

- HOMep napTuu,

- 0TMeTKa «T0/IbKO A1 04HOPa30BOro UCNOMb30BaHUA»;

- 0TMeTKa «O6paTnuTech K MHCTPYKLMUKN NO UCMO/b30BaHUIO»;

- 0TMeTKa «BHMMaHue. O3HaKOMbTEChb C CONPOBOANTE/NIbHOW LOKYMEHTaLNerh»;
- 0TMeTKa «XpPaHUTb B CYXOM MECTE»;

- 0TMeTKa «l36eraiiTe BO34eiACTBUSA COMTHEYHOIO CBeTay;

- CPOK XpaHeHus;

- 0TMeTKa «PTanatbi».
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MPABUTA YTUTN3AL NN

Mocne 3aBepLUEHNSA NPOLLEAYPbI YCTPONCTBA AO/MKHBI YTUIM3MPOBATLCA COMMAcHO
WHCTUTYLMOHANbHBIM PYKOBOACTBAM ANt GMONOTMYECKUX MEAULUHCKMX OTXOA0B.

[ns ctpad EC - B COOTBETCTBUM C PYKOBOAALWMMMN AOKYMeHTaMu BcemupHoli OpraHunsayum
34paBoOXpaHeHMs.

Ona US ctpaH - B cooTBeTcTBMU ¢ MuHuctepctsom Tpyga CLUA o BesonacHoctu u MnrneHe
Tpyga (OSHA)

[ns Poccunitickoih defepaunn - B COOTBETCTBUM C HaLMOHabHbIMU TpeboBaHusAMU. Knacc
ONacHOCTN MeAULUHCKUX OTX0A0B: Knacca b.

/Mopnuck/ 19 deBpans 2018
MeHemkep no Bonpocam perynnpoBaHus Oata
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MepeBoj AAaHHOrO TeKCcTa cAenaH MHOW, nepeBofYMKOM
KoHCcTaHTUuHOBMYeM. TpeboBaHus K TeKCTY nepesoja
N3N0>KEHNE) MHE PA3bACHEHDI.

-B 8 1

Poccuiickaa depaepauns
["opog MockBa
LllecToro mapra fiBe TbICAYM BOCEMHAALATOrO roja

A, [lectpeyosa TartbAHa AHApeeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NoA/IMHHOCTL Noagnucy nepesogunka ActaauatypsaH Meoprug KoHCTaHTUHOBUMYA.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL NognucasLLero AOKYMeHT YCTaHOB/EHaA.

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

B3bICKaHO rocyaapcTBeHHOM nowAnHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHue yCnyr npaBoBOro v TEXHWYECKOro xapakrtepa: —py6. —kon.

noanuct ™ [éErmm

[MEYHATb

NEYATD

Bcero  MpowHypoBaHO,  MPOHYMepoBaHoO U

CKpEMnneHo neyatbo-? *22 p
nmcra\os
HoTapuyc: I'IO,EI,I'I |/| Cb
Pocciickest depepaLst
o Moea

lecToro  topTa /e ThiCA|M BOCGMHATLATORO FOfA

A Mectpeuosa TaTbAHa AHApPeeBHa, HoTapuyc roposa MocCKBbl,

CBMAETENNbCTBYI0 BEPHOCTb KOMUM C NPEACTaB/IEHHOIO MHe Bcero NpPOLLHYPOBAHO

AOKYMEHTA. "NT<™M npoHymepoBaH~UNKpENeHo
3apeructpuposao BpeecTpe: N
B3bICkaHO rocyjapCTBEHHOI NOWMHbI (N0 Tapudy): neyaTblto - J—

YnnaveHo 3a okazaHue ycnyr npaBoBOro ¥ TeXHUYECKOro xapakrepa:.
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COOK INCORPORATED

750 DANIELS WAY

BLOOMINGTON, IN 47404 USA

fKOKt. 812.339.2235 Toi1. nil, 800.457.4500
WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As aresponsible representative of Cook Incorporated, I confirm this is an accurate
version ofthe Instructions for Use for the “Suprapubic Drainage Catheters in Sets

Submission.

DXAZiwvn

Regulatory A ffairs M anager

Cook Incorporated

State of Indiana )

SS
County of Monroe )

Subscribed and sworn to before me the day of kfrW ~_month

My Commission expires August 6, 2021

JAMIE L RIDNER
Notary Public. stele of Indtana
5 Aot \ Monroe County
J\*l vrrr ;*i Commission 8 646433
£ My Commission Expires
August 06. 2021

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



INSTRUCTIONS FOR USE
Suprapubic Drainage Catheters in Sets

INTENDED USE

Used to provide suprapubic access to the bladder for the purpose of urinary drainage (see
Instructions for Use).

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

DEVICE DESCRIPTIONS

Table of conversions

Parameters Conversions
Imm 1/3 Fr
linch 25.4 mm

PERFORMANCE CHARACTERISTICS

Strength characteristics ofthe catheter:

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

Relative elongation at break point - not less than 150%;
The maximum burst pressure -

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

Strength characteristics ofthe 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 10 N;

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;
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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

Rutner Suprapubic Balloon Catheter Set (081910; 081912: 081914: 081916)

Inflation check valve

This set inlcudes balloon catheter, a needle obturator, connecting tube and one-way stopcock and
syringe.

Catheter is manufactured in a diameter of 10Fr/3.33mm, 12Fr/4mm, 14Fr/4.67mm or 16Fr/5.33mm
and a length of22 cm. Maximum balloon inflation and burst is 3 mL for 081910 and ;and 4 mL for

081912; 081914; and 081916. The catheter has an inflation check valve.

The connecting tubes can range from 10.0Fr/3.33mm to 14.0Fr/4.67mm and 30 cm long.

Page 2 of 42

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



Parameters for Stopcock:

Length «A» - 1594 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).

Svrime parameters for 081910:

1. Total scale divisions: major 0.5mL, minor 0.1 mL

2. Scale length: 52mm

3. Capacity scale tolerance: +5%

4. Maximum “dead space”:0.07mL

5. Syringe plunger activation force: 300 KPa (x5%)
6. Volume 3mL (x5%)

Svrime parameters for 081912.081914.081916:

1. Total scale divisions: major ImL, minor 0.2mL

2. Scale length: 44mm (x5%)

3. Capacity scale tolerance: £+5%

4. Syringe plunger activation force: 300 KPa (x5%)

5. Maximum length thatthe pluncger extends from syringe: 12.5mm
6. Tip length: 1.2mm

7. Maximum “dead space”:0.075mL

8. Volume 5mL (x5%)

Parameters o fneedle-obturator:

Diameter 17 G/1.46 mm (x0.05 mm); length - 27.3cm (¥ 2 mm);
Diameter ol needle-obturator tip —19 G/ 1.07 mm (£0.03 mm); length of needle-obturator tip «A» -
6 mm (+ 1mm/-0 mm); bevel angle 30 degrees.
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Needle obturator hub:

Inner diameter: 0.048 inch /1.22mm (+£0.005ineh/().127mm); outer diameter: 0.312 inch/7,92mm
(£0.005inch/0.127mm); hub length: 0.795 inch/20.19mm (£0.005inch/0.127mm).

Sideports for 081910 and 081912 have a diameter of 18 G/1.25mm (£0.05mm) located 8 mm from
tip; for 081914 - diameter 15G/1.83mm (0.1 mm) located 10 mm from tip; for 081916 - diameter
13 G/2.4mm (0.1 mm) located 10mm from tip of needle-obturator.

Diameters ofairline sideports:

10 Fr: 0.025 inch/0.635 mm (£0.00linch/0.0254m m);
12 Fr: 0.032 inch/0,813 mm (+x0.00linch/0.0254m m);
14 Fr: 0.0355 inch/0.902 mm (£0.001inch/0.0254mm);
16 Fr: 0.042 inch/1.067 mm (+x0.001inch/0.0254mm);

The airline sideport of located 12 mm +10% from the tip ofthe needle obturator.

j— Y—
=7 (_l
Needle-obturator:
Hab 0 +3itm .
r-mmemrm =
a# mvf.i i Bevel
v it T XtAlZz
10 WO SR
I»-lcmMAXIMUM Sideports
mm
§* \2mm <«
3TMm -u
g% “ 10ramti mm 7
11 '
.. -
ARLINE SIDEPORT
INFLATION LUVEN "t I

Catheter with inflation check valve:
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\
n<j*w
Check valve assembly:
R
E F Tt H
X __ r: 7

Parameters ofcheck valve:

Diameters; A - 0.420 inch/10,67mm {£0.003 incg/O.OKmm); B - 0.375 ineh/9.53mm (+0.005
inch/0.127mm); C - 0.210 inch/5.33mm (£0.005 inch/0.127min); D - 0.380 inch/9.65 mm (+0.003
inch/0.08mm); E - 0.297 inch/7.54 mm (x0.002 inch/0.05 mm); F - 0.295 inch/7.49 mm (+0 002

inch/0.05 mm); G - 0.072 inch/1.83 mm (£0.002 inch/0.05 mm); H - 0.130 inch/3.3 mm (x0.005
inch/0.127mm);

Length: 1 - 0.134 ineh/3.4 mm (x0.005 inch/0.127mm); J - 0.758 inch/]9.25 mm (£0.005
inch/0.127mm); K -0.250 inch/6.35 mm (£0.005 inch/0.127mm); 1.-0.305 inch/7.75 mm (+0.005
inch/0.127mm); M - 0.059 inch/1.5 mm (x0.005 inch/0.127mm); N - 1.122 inch/28.5 mm (0 010

inch/0.254 mm); 0 - 0.719 inch/18.26 mm (+0.005 inch/0.127mm); P - 0062 inch/1 57
mm(z0.005 inch/0.127mm);
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Radii: Rl - 0.016 inch/0.41 mm(0.005 inch/0.127mm); R2 - 0.030 inch/0.76 mm (+0.005
inch/0.127mm).

Parameter ofconnectim tube connector:
Diameters: A - 0.640 inch/16.256 mm (x 0.010 inch/Q.254 mm); B - 0.39 inch/9.906 mm (x0.005
inch/ 0.127 mm); C - 0.358 inch/9.093 mm (£0.005 inch/ 0.127 mm);

Length: D - 1.580 inch/40.132 mm (% 0.010 inch/0.254 mm); E - 1.21 inch/30.734 mm (+0.005
inch/0.127 mm); F - 0.125 inch/3.175 mm(£0.005 inch/0.127 mm).

Parameters ofconnectim tube for 081912. 081914 and 081916:

Length A-30cm (x2cm); diameters - inner 0.125inch/3.18 mm (x£0.002 inch/0.051mm); outer
0.185inch/4.7mm (£0.002 inch/0.051mm).

Parameters of Luer-lock adapter MLLA for connectim tube (for 081912, 081914 and 081916):

Diameters: B -0.155 inch/3.937mm (£0.005 inch/0.127mm); C - 0.188 inch/4.775mm (£0.005
inch/0.127mm); D -0.120 inch/3.048mm (£0.005 inch/0.127mm); E- 0.099 inch/2.515 mm
(£0.005 inch/0.127mm).

Length: A -0.778 inch/19.761 mm (x£0.002 inch/0.051mm).

Parameters of Luer-lock adapter FLLA for connecting tube (for 081910):
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Diameters: A - 0.400 inch/10.16 mm (x0.010 inch/0.254 mm); B -0.106 inch/2.692 mm (+0.002
inch/0.051 mm); C - 0.200 inch/5.08 mm (£0.005 inch/ 0.127 mm);

Lengths: b - 0.342 inch/8.687 mm (+0.005 inch/ 0.127 mm); E- 0.286 inch/7.264 mm (£0.005
inch/ 0.127 mm); F - 0.726 inch/18.44 mm (+0.005 inch/ 0.127 mm).

Parameters ofconnecting tube for 081910:

Length A - 30cm (£2em); diameters - inner 0.125inch/3.18 mm (£0.002 inch/0.051ram); outer
0.185inch/4.7mm (£0.002 inch/0.051mm).

Parameters o fconnectins can for connecting tube (except 081910):

Length: A - 0.490 inch/12.45 mm (+/-0.010 inch/0.254 mm); B - 0.345 inch/ 8.76 mm (+/-0.010
inch/0.254 mm); Diameter: C - 0.136 inch/ (+/-0.002 inch/ 0.05 mm).

L D

Parameters ofconnecting cap far connectins tube (only 081910):

A - 0.300 inch/7.62 mm (x0.005 inch/0.127mm); B -0.062 inch/1.575mm (£0.005 inch/0. 127mm);
C - 0.410 inch/10.414 mm(£0,005 inch/0.127mm).

Page 7 of 42

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



Parameters ofstopcock (only 081910):

Diameters: B - 0.345 incb/8.763mm (£0.005 inch/0.127mm); C - 0.060 inch/1.524 mm (+0.005
inch/0.127mm); G - 0.430 inch/10.922 mm (+0.005 inch/0.127mm);

Length: A - 1.312 inch/33.325 mm (x0.005 inch/0.1.27mm); D - 0.575 inch/14.605 mm (x0.005

inch/0.127mm); E - 0.075 inch/1.905 mm (x0.005 inch/0.127mm); F - 0.075 inch/1.905 mm
(x0.005 inch/0.127mm).

Parameters for Stopcock (except 081910):

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/l 8.001mm (£0.005 inch/ 0.127 mm).
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HAWOLE

Catheter Connecting Tube Needle Obturator

Outer Inner Outer Inner Length
Order Diameter Diameter Length Diameter Length Diameter  Diameter cm
Number Fr/imm inch/mm cm Fr/imm cm inch/mm inch/mm
+0.005inch +0.005inch  +0.005inch
Tolerance +10% 1.127mm +10% +10% +10% A127mm  /1.127mm +Irnm
081910 10.0/3.33  0.060/1.52 22 10.0/3.33 30 0.312/7.92  0.048/1.22 36
081912 12.0/4.0 0.091/2.31 22 14 0/4.67 30 0.312/7.92 0.048/1.22 36

081914 14.0/4.67 0.115/2.92 22 14.0/4.67 30 0.312/7.92 0.048/1.22 36
081916 16.0/5.33  0.115/2.92 22 14.0/4.67 30 0.312/7.92  0.048/1.22 36
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MATERIALS

Rutaer Sunranubk Balloon Catheter Set (0X1910: 08191Q-S2: 08(912: 081914: 081916)

Device Material Name Patient Contacting
Component
Catheter Polyurethane #20080 Direct Contact

Balloon Catheter:
Latex 547

Luer-Lock Adapter:
Polyamide 6 # 40340
White Colorant:
Titanium Dioxide
Zinc Stearate

Cl Pigment Blue 29

Thread:
Polyester 70 Denier 92

Valve Cover:

White Polyvinylchloride Ne11000
White Colorant:

MBS Impact Modifier

Acrylic Processing Aid

iOrgano Tin

Tatty Acid

Titanium Dioxide

jd Pigment Blue 29

Dii sononyl phthalate

(Ink:
[Methyl Isobutyl Ketone Cyclohexanone
136601

Product Protector:

[Polypropylene Non-Radiopaque Tubing
1#30070
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Material Name Patient Contacting
|
Needle-Obturator [Needle: Stainless Steel AlSI304 Direct Contact
(Needle Cannula: Stainless Steel AISI304
(Needle-Obturator Hub:
(Acetal Natural # 80010

1
[Product Protector:
HO0G-00 Polypropelene

Connecting Tube  (Vinyl Non-Radiopaque#11150 indirect Contact

Adapter:
Acetal Natural # 80010

Stopcock Polycarbonate H 80020 ~ (indirect Contact
Blue Colorant:
(PR-149

Syringe (Barrel: Polycarbonate#80020 (indirect Contact
1 .

Stopper - Chlorobutyl Natural Rubber BD
STOPPER

Plunger - Polystyrene HYPAK PR3ML
PSTYR

Packaging Materials for Rutner Suprapubic Balloon Catheter Set (081910:081919-S2: 081912:
081914:0819161

Component Material Name Patient Contacting

Packaging Backing -TYVEK: 1073B/109P Non Contact
Film Part- Nylon BON

PACKAGING INFORMATION

Surface density from 50 to 80 (+=2) g1 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
Products packaged in primary packaging only.

INTENDED USE

Rutner,Suprapubic_Balloon Catheter Set (081910: 081912: 081914: 0819161 is used to provide
bladder drainage by percutaneous placement of a balloon catheter. Intended for ine-time use.
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CONTRAINDICATIONS

1 Acute custitis
2. Paracystitis and anterior wall inflammation in the area of access to bladder
3. Bladder neoplasms

COMPLICATIONS

1 Organ perforation
2. Haematuria

POTENTIAL ADVERSE EVENTS

Fever

Postoperative pain or stent deployment related pain
Pyelonephritis

Bladder atony

D W DN

INSTRUCTIONS FOR USE

Rutner Suprapubic Balloon Catheter Set (081910: 081919-S2: 081912; 081914; 081916)

1 Remove the protective sleeve from the balloon and discard. Place the needle obturator inside the
balloon catheter and secure its position with the Luer lock.

2. Fill the bladder with sterile saline solution if not already distended with urine. This is done at
the discretion of the physician.

3. Make a 3 to 4 mm incision in the skin above the symphysis pubis, over orjust below the
palpable bladder dome.

CAUTION: Using excessive pressure to inflate the latex balloon on this device can cause the
balloon to rupture, inflation of the balloon 2-3 times with an appropriate inflation medium
prior to use will allow easier inflation of the balloon.

4. Insert the balloon catheter, using one hand to push the catheter from behind the needle hub
(using palm of hand), and the other at skin level to guide the needle. Insert the balloon catheter
vertically into the bladder on patients without previous pelvic surgery or at a 30° angle toward the
symphysis pubis on patients with previous pelvic surgery. Advance the catheter no more than 4-5
cm beyond the first sign of bladder fluid coming out of the needle obturator. The balloon catheter
midpoint (etch mark on the needle) is an approximation.

5. If bladder pressure is low and urine fails to flow spontaneously through the needle obturator,
aspirate urine to ascertain that the balloon catheter is within the bladder.

WARNING: Always inflate the balloon with a sterile liquid. Never inflate with air, carbon
dioxide or any other gas.

6. Fill the syringe with sterile water or saline solution. Eliminate air from the syringe.

7. Inject appropriate amount of sterile water or saline solution into the balloon catheter. Maximum

of 3 ml for 10 Fr & 4 ml for 12, 14 & 16 F.

CAUTION: Do not overinflate the balloon. Refer to product label or the inflation check valve
on the balloon device for appropriate balloon volume.

8. Release and remove the needle obturator.
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9. Attach the connecting tube and one-way stopcock to the balloon catheter and secure to a
drainage bag.

10. Allow the bladder to empty.

11. Withdraw the balloon catheter until the balloon meets the resistance of the bladder dome (Fig.
Nm

Fig. 1

12. Apply tincture of benzoin to the balloon catheter shaft and the abdominal skin.
13. Secure the catheter to the skin with a strip of 2 inch wide tape.

14. Wrap the tape completely around the balloon catheter shaft, forming a 1cm adhesive land to
allow for catheter movement; lay the tape flat on the abdomen.

NOTE: Skin sutures are unnecessary for retention of this catheter.
15. Secure the connecting tube to the abdomen in a gentle curve with tape (Fig. 2).

iMwm

Fiji2
16. Check to ensure that the one-way stopcock handle is in the direction of flow for urine drainage

through the catheter. Turn handle 90° to the direction of drainage to obstruct the flow when
appropriate for trials of voiding.

NOTE: Itis recommended the balloon’s fluid volume be checked every 3-5 days and then
reinflated with recommended volume.

PERFORMANCE CHARACTERISTICS

Suprapubic Drainage Catheters in Sets are stable under vibration loads in the range 1 0-55 Hz,
amplitude displacement of 0.15 mm.

Suprapubic Drainage Catheters in 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 0f JOO m/ s2
( 10g), and duration of shock acceleration of 16 ms.
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Suprapubic Drainage Catheters in Setsare stable at temperatures in the range of+ 32to + 42 ° C.

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

Suprapubic Drainage Catheters in Sets are restant to corrosion.
Suprapubic Drainage Catheters in Sets are stable under sudden changes in temperature.

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

COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL STANDARDS

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

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

Devices in this Technical Data Summary are manufactured by Cook Incorporated, 750 Daniels
Way, Bloomington, IN 4 7404, USA, phone: +812 339 2235, fax: +800 554 8335.

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

Russia, 119002, Moscow, Karmanitskiy per., 9.office 50 la.

phone: (495)956-13-09;

Fax: (495) 956-1310,

e-mail: info@schag.ru

Manufacturer's warranty binding on quality products.

SHELF LIFE

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

The devices in this Technical Data Summary have a 3 (three) years shelf-life.

PACKAGING PARAMETERS -tolerance is £ 10%

RPNs Height, cm Width, cm Weight, gr
081910 58.1 15.2 62.6
081912 58.8 15.2 65.8
081914 57.9 15.2 67
081916 531 15.2 66.5
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STERILZATION DETAILS

These devices are supplied sterile in peel open packages utilizing an EtO (Ethylene Oxide)
validated method to a sterility assurance level (SAL) of 10"6. These devices are intended for one-
time use, sterile if unopened or undamaged. Do not use the product if there is doubt as to whether
the product is sterile.

STORAGE RULES
These devices 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.

RULES FOR USE

Suprapubic Drainage Catheters in Setsare intended for use in hospitals and health care facilities.
POTENTIAL CONSUMERS

Suprapubic Drainage Catheters in Sets are intended for use during urological procedures by trained
physicians with experience in conducting percutaneous / suprapubic manipulations. Standard
methods for placing catheters with small / loop / balloon configuartions should be used.

REPAIRS

Suprapubic Drainage Catheters in Sets are disposable products. Do not attemt to carry out
maintenance and repair.

DELIVERY DETAILS

Suprapubic Drainage Catheters in 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

Suprapubic Drainage Catheters in Sets are supplied as follows:

Rutner Suprapubic Balloon Catheter Set: catheter - 1 p.; needle-obturator - 1 p.; connecting tube
with one-way stopcock - 1p.; syringe - 1p. in individual packaging; instructions for use - 1p.
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TRANSPORTATION LABELING

Nephrostomy catheters, with accessories 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”

- symbol for “’temperature Iimitation"‘5

- symbol for ”Keep dry”

LABELING

Suprapubic Drainage Catheters in 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 above shows the following device parameters:

- company-manufacturer and manufacturing address;
- device name (trade mark);
- serial number;
- marking about CE certification;
*marking about sterilization;
- address of the EU representative;
- trade mark of the manufacturer;
- manufacturing date;
- sizes;
- schematic picture;
» lot number;
- marking for “Single use only”
- marking for “Consult Instruction for Use”
- marking for “Attention. See Instruction for Use”
- marking for “Keep dry”
- marking for “Keep away from sunlight”
- shelf life
marking for" Phtalates"
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Product Labe!

Rutner
Suprapubic
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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 World Health Organization guidance document * Safe
management of waste from Health Care Activities”

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

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

Regulatory Affairs Manager Date

Page 17 of 42

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



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



MepeBOA C aHI/IMNCKOrO A3blka Ha PYCCKUIA A3bIK

CEKPETAPb WTAT
WTAT NTHOAVAHA

KoHHUK JloycoH
CekpeTapb wrarta

AMOCTNNb
(FTaarckass KoHBeHuusa ot 5 oktabpa 1961 roga)

1 CtpaHa: COEAVHEHHBIE WTATblI AMEPUKN

2 laHHbIA NY6/INYHBIA LOKYMEHT
6611 nognucad: dxummn J1. PugHep

3 BbICTyNawLWmMm B kKavyecTtBe: Ny6/IMUYHOro HoTapuyca OT UMEHWU U NO NOPYYEHU oKpyra
MoHpo
4 HoCWT nevaTb/WITaMn crneynanncTa cekpetapmnara wrara

3aBepeHo
5 B 1. MHgnaHanonuc, NHgnaHa

6 aBaguatb BTOpoe cheBpans 2018 r.
7 Cekpertapem LWTata iHanaHa
8 3a Homepom: Ne A2017-0222101302
9 T[levars: MNevats WTata NHanaHa
10 Mopnuck: (KoHHM JToycoH, cekpeTapb wTarta VHanaHa)
LenctButenbHblie ¢ 1 mas 2003 roga, Bce anoctunm CekpeTaps wrata NHanaHa

LOJ/DKHbI UMETb 3/IEKTPOHHYIO NneyaTb.
JokyMeHT 6bis1 npocMmoTpeH 17 mapTta 2012 T.
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Ha doupmeHHom 6naHke COOK

COOK INCORPORATED

750 dsHuwenc Baii

I". BnymuHrToH, MingnaHa 47404 CLLA

Ten. 812.339.2235, Ten. ropsauyeid nuHmn: 800.457.4500
www.cookmedical.com

CEPTUN®ONKALUMOHHOE 3AABNTEHNE

Kak oTBeTCcTBeHHbIN npeacTaBuTenb Cook Incorporated, HacToAWwMM 9 nogTBEPXAAto,
4yTO npunaraemblii LOKYMEHT aBnsetca WHCTpykumein no npumeHeHuto «Katetepsl
ApeHaxHble HaaN06KoBble B Habopax».

/Moanunce/
Kpuc Besepc
MeHexep Mo Bonpocam peryanposaHus
Cook Incorporated

WraTt HgnaHa
Okpyr MoHpo

MognucaHo nof npucaroi B moeM npucytcteum 19 dpeBpana 2018 roga.
Cpok geinctemsa Moei nuueH3nn uctekaet 06 asrycta 2021 roga, /nognucaHo/

Ooxxnmmn J1. PungHep

Mevatsb:

Oxummn . PugHep

My6nnyHbIA HoTapuyc, WTat MHgnana
Okpyr MoHpo

JnueHsns Ne646433

CpoK feincTema Moei NMUeH3nn uctekaet
06 aBrycta 2021 ropga.
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Ha coupmeHHom 6naHke COOK

MHCTPYKUMA MO NMPUMEHEHNIO

KaTteTepbl ApeHaXKHble HaA/100K0BbIe B Habopax
HA3SHAUEHWE

MpuMeHseTCca 419 BBeLEHWS B MOJ0CTb MOYEBOro My3blps Yepe3 Haape3 Haj N06KOBOM KOCTbO
C UeNbl0 [ApeHMpoBaHMA MouM (06paTuTecb K LEeNeBOMY HAa3HAYeHUD B WHCTPYKUMK AN1s
YTOYHEHWNSA).

MPEAYMPEXOEHUWE: ®egepasibHoe 3akoHogaTenbCTBO CLUA paspeluaeT npogaxy
3TOM NPOAYKLUMN TONbKO MEANLMHCKUM paboTHUKAM UM No 1X 3aKasy (UK no 3akasy
NPaKTUKYHOLLMX Bpayein ¢ COOTBETCTBYIOLLIE NINLEH3MEN).

ONMMCAHWE N3OETNA

EanHnubl Mpeobpa3oBaHue
1Fr 1/3 mMm
1 atoinm 25,4 Mm

TexHUYEeCKNe XapaKTePUCTUKIN U3AENNIA:

lMPOYHOCTHbIE XapaKTePUCTMKN KaTeTepa:

MPOYHOCTb COEAMHEHNA COCTaBHbIX YacTeil - He MeHee 15 H;
YcnoBHad NpoOYHOCTL NPU pacTaXeHun - He meHee 8,1 MIa;
OTHOCKTEeNbHOE YANMHEHWE NpK pa3pbiBe - He MeHee 150%;
MakcvumansHoe fasneHue paspbisa - 81 atm. (1200 psi).

[MPOYHOCTHbIE XapaKTEPUCTUKM CTUNETA:
MpPOYHOCTb COEANHEHNS COCTaBHbIX YacTei - He meHee 15 H;

MPOYHOCTHbIE XapaKTEPUCTUKN COEANHUTENbHON TPYOKN:
MPOYHOCTb COEMHEHNA COCTaBHbIX YacTel - He MeHee 15 H.

MpPOYHOCTHbIE XapaKTePUCTUKN NPOBOAHMKA:
MpOYHOCTL Y3/10B COELMHEHMS A4pa NMPOBOAHMKA C 060/104KON M COeLUHEHNS 060N0UKHN C

npeaoxXpaHnTeNbHON NPOBOMOKON - He MeHee FOH.

[MPOYHOCTHLIE XapaKTEPUCTUKM pacLunpuTens:
MPOYHOCTb COEANHEHMA COCTaBHbIX YacTel - He MeHee 15 H.

MpPOYHOCTHbIE XapakTepucTuku Uirnel TpoakapHoOI:
MPOYHOCTb COEMHEHUS TONOBKU U TPYOKN UMbl - He MeHee 44 H.

MPOYHOCTHbIE XapaKTePUCTUKN KpaHUKa 0JHOXO/0BOrO:
Ycunune Ha n3nom - He meHee 50 H.

MPOYHOCTHbIE XapaKTePUCTUKN PUKCUPYIOLLLErO AMCKa:
Ycunue Ha n3nom - He meHee 40 H.
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Ha6op Rutner Suprapubic Balloon Catheter Set (081910; 081912; 081914; 081916)

Hab6op Rutner Suprapubic Balloon Catheter Set Bknto4yaeT KateTep O6anfOHHbIA, WUry-
06TypaTop, COeAUHUTENbHYI0 TPYOKY C O4HOXOL0BLIM KpaHUKOM B COOpPKe ¥ LUNpPWULL.

KateTtep BbinosnHeH puametpamu IOFr/3.33mm, 12Fr/AMM, 14Fr/4A.67TMM unun  16Fr/5.33MM 1
ONVHON 22 cM. MakcuMarnbHOe faBfieHne HanofHeHUs 1 paspbiBa 6annoHa 3 mn gns 081910 u 4
mn ana 081912; 081914; n 081916. KateTep BbIMOJIHEH CO CTOMOPHbLIM KianaHoOM A HaKauyku
6annoHa.

CoeaunHuTenbHaa Tpyoka BoinonHeHa gvameTtpammn 10.0Fr/3.33mMm nnn 14.0Fr/4.67MM U ANIVHOM
30 cm.
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MapameTpbl OIHOXO/0BOr0 KpaHUKa:
OnnHa «A» - 1,594 groiimal 40,49 mm (+0,005 groitmal/ 0,127 mm);
CoepuHeHue JTioap-Jlok «Male»:

BHyTpeHHU anameTp «B» - 0,098 atoiimal/ 2,49 mm (+0,005 grorimal/ 0,127 mm);
CoeanHeHune Jto3p-Jlok «Femalex:

BHyTpeHHUn gnametp «C» - 0,169 groiimal 4,3 mm (£0,005 grovima/ 0,127 Mm),
BbicoTa KpaHuka «D» - 0.709 atoiima/18.001mm (+0,005 atoiima/ 0,127 Mm).

MapameTpsbl wnynra gna 081910:

[eneHne wkanbl: 60nbline geneHna 0.5 mn, maneHbkme 0.1 mn;

[nunHa wkanel - 52 Mm;

Jonyckun Ha rpagympoBOYHY0 BMECTUMOCTb + 5%;

MepTBOE NPOCTPaHCTBO cocTaBnseT He 6onee 0.07 mn;

Ycunue, Tpebyemoe gna npmBefeHns WTOK-nopwHA B gerictene 300 KMa (£5%);
O6bem wnpuua 3 mn (£5%).

o gk W

MapameTpbl wWnpuva gnd 081912; 081914; 081916j
1 [OeneHwue wkanbl: 60MblWne feneHna 1 mn, MmaneHbkme 0.2 Mn;
OnunHa wkansl - 44 mm (£5%);
Jonyckun Ha rpagynpoBOYHY0 BMECTUMOCTb + 5%;
Ycunue, Tpebyemoe ana npueefeHuns WTOK-nopwHA B geiictene 300 KMa (x5%),
MWHMManbHOE 3HaYeHne BbICTYMNaHWA WTOKa U3 uunanHapa 12,5 mm;
OnameTp HaKOHEYHUKA He MeHee 1,2 MM,
O6bem MepTBOro npocTpaHcTea He 6onee 0,075 mn
O6bem wnpuua 5 mn (£5%).

© N o gk wd

MapameTpbl Urnsl - o6TypaTopa’

Ovametp 17 G/1.46 mm (£0.05 MMm); AnnHa - 27.3cM (= 2 MM);

[Onametp KoHUa urnel-o6typartopa - 19 G/ 1.07 mm (£0.03 mMM); ANvMHA KOHLa Urbl-06TypaTopa
«A» - 6 MM (£ 1 Mm/-0 mm); Yron ckoca cocTaBnset 30 rpagycos.

BTynka urnbl-obTypaTopa:

BHyTpeHHUn aunameTp: 0.048 proiima/l.22mm  (£0.0054t01iMa/0.127MM); BHELWHWA dvameTp:
0.312 porimal/7.92mm  (£0.005a4t01ma/0.127mm);  annHa  BTynku: 0,795  arommal/20.19mm
(x0.005at01ima/0.127Mm).
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Bolemkn pana 081910 wu 081912 BbinonHeHbl Aguamerpom 18 G/1.25mm  (£0.05mm) .
pacronoXeHbl Ha PacCcTosHMKU 8 MM OT KoHua; ana 081914 - aunametp 15G/1.83mm (£0.1mm)
pacnosioXeHbl Ha paccToaHMK 10 MM OT KoHUa; and 081916 - gmametp 13 G/2.4mm (£0.1mm) «
pacronoXeHbl Ha paccTosHMK 10 MM OT KOHLA UI/bl - 06Typartopa.

[nameTp BO3AYLWHOro nopTa Ans KaTeTepos:

10 Fr: 0.025at01iMa/0.635 mm (£0.001at01ima/0.0254MMm);

12 Fr: 0.032 groiima/0.813 mm (+0.0014t0iMmal/0.0254Mm);

14 Fr: 0.0355 pgtoiima/0.902 mm (£0.001at01iMa/0.0254Mmm);

16 Fr: 0.042 gtoiima/1.067 mm (£0.0014t01iMa/0.0254Mm).

Bo3ayLWHbIA NOPT BbIMNOAHEH Ha pacCcToAHUN 12 MM £10% OT KOHLa Urabl-06Typartopa.

Wrna- o6TypaTop: BTYNKa yron ckoca
0-2 MM OT KOHUAa___
3a0CTpeHus
BblEM KU
15 Mm(+-1 mm)
12 mm
3mMMm —=a
|
10 MM(+-1 MM '
5-6 MM ( ) ;5\ I [)(
r— 0
X7
Bo3gyLwHblii nopt — A
MpocBeT AN1A HakayMBaHus 25MM(+-3Mm)
VAL LTI %
it

KaTeTep CO CTONOPHbLIM K/flanaHOM HaKa4Ku:

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



CTOMOpHLIA KnanaH B c60pKe:

CBapHOIi LIOB
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MapamMeTpbl CTOMNOPHOIO KnanaHa:

Ovametpbl: A - 0.420 groinma/10.67mm (x0.003 patoiima/0.08mm); B - 0.375 atoitmal/9.53mMm
(x0.005 ptorima/0.127mm); C - 0.210 aworima/5.33mm (£0.005 pgroinmal/0.127mm); D - 0.380
Aoimal/9.65 mm (£0.003 groiima/0.08mm); E - 0.297 aroiimal/7.54 mm (£0.002 aroiima/0.05 mMm);
F - 0.295 patonmal7.49 mm (x0.002 awoinma/0.05 mm); G - 0.072 aroiima/l.83 mm  (£0.002
Atoima/0.05 mm); H - 0.130 aroinmal/3.3 mm (+£0.005 aroiimal/0.127mm);
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Onunbl: 1-0.134 awoiima/3.4 mm (£0.005 awoiima/0.127mm); J - 0.758 atoiima/19.25 mm (x0.005
atorima/0.127mm); K —0.250 groiimal/6.35 mm (£0.005 pgroiimal/0.127mm); L —0.305 atoitmal/7.75
MM (£0.005 groinmal/0.127mm); M - 0.059 atoinmal/l.5 mm (£0.005 atoinmal/0.127mm); N - 1.122
aonima/28.5 MM (£0.010 proiimal/0.254 wmm); O - 0.719 pgoiiva/l8.26 MM (x0.005
atoima/0.127mm); P - 0.062 groinmal/l.57 mm (£0.005 groiima/0.127Mm);

Pagnycbl: R1 —0.016 gtorima/0.41 mm (£0.005 parorima/0.127mm); R2 —0.030 groitmal/0.76 mm
(x0.005 grorima/0.127Mm).

MapamMeTpbl KOHHEKTOYA COeANHNT €/IbHON TPYOKN:

OvnameTpbl: A - 0,640 atolima/16,256 mm (+ 0,010 atoiimal/0,254 mm); B - 0,39 atoitma/9,906 mm
(20,005 groinmal/ 0,127 mm); C - 0,358 groiimal/9,093 mm (+0,005 arovimal 0,127 mm);
Onvubl: D - 1,580 atoitmal/40,132 mm (x 0,010 groiimal/0,254 mm); E - 1,21 aroiima/30,734 MM
(20,005 aroitmal 0,127 mm); F - 0,125 groiima/3,175 mm(+0,005 atoinma/ 0,127 mm).

MapameTpbl coefnHNTeNbHOW Tpy6kn ans 081912, 081914 1 081916:
OnnHa A - 30cm (£2cm); AuameTpbl - BHyTpeHHumin  0.125at0iMma/3.18 mm  (x£0.002
Atorima/0.051mm); BHewHMiA 0.185at0Mmal4.7mm  (£0.002 aroiima/0.051mm).

MapameTpbl aganTepa MLLA coefnHuTensHoro Tpyokn (ona 081912, 081914 n 081916):
Ovametpbl: B - 0,155 groiimal/ 3,937mm (£0.005 groinmal/0,127mm); C - 0,188 groitmal 4,775mMm
(x0.005 proinmal0,127mm); D - 0,120 atoinma/3,048mm (£0.005 aroiimal/0,127mm); E - 0.099
Atoinmal/2,515 mm (x£0.005 arorima/0,127mm).

OnvHbl: A - 0,778 aoitmal/19,761 mm (£0.002 groiimal/0,05 1mm).
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MapameTpbl aganTepa FLLA coegnHuTenbHON TPYyOKu (Tonbko ansa 081910):

Ovnametpbl: A - 0,400 groiima/10,16 mm (£0,010 groimal/0,254 mm); B - 0,106 atoitmal2,692 mm
(20,002 grorima/0,051 mm); C - 0,200 groinmal5,08 mm (0,005 groimal 0,127 mm);

OnuHbl: D —0,342 proiimal/8,687 mm (0,005 groinmal 0,127 mm); E —0,286 atoiimal7,264 mm
(20,005 groinmal/ 0,127 mm); F- 0,726 arorima/l8,44 mm (+0,005 groiimal 0,127 mm).

MapameTpbl coegnHnTenbHOW Tpy6kn ana 081910:

OnnHa A - 30cm (*2cm); guameTpbl - BHYTpeHHui  0.125g001ima/3.18 mm  (+0.002
aoinma/0.051mm); BHewHNUA 0.185at0Mmal/4.7mm  (£0.002 groiima/0.051mm).
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MapameTpbl COEANHUTENBHOIO Koinayka coefnHNTeNbHOW TPyokn (Kpome 081910):
OnunHa: A - 0.490 groinma/ 12.45 mm (+/-0.010 aroiima/0.254 mm); B - 0.345 aroimal/ 8.76 mm (+/-
0.010 groinmal/0.254 mm); AnameTtp: C - 0.136 groitmal/ (+/-0.002 grovima/ 0.05 mm).

MapamMeTpbl COeAVHUTENbHOIO KoNnayka coeguHuTensHo Tpybkn (Tonbko and 081910):
A - 0.300 pgroimal/7.62 mm (£0.005 awoiima/0.127mm); B - 0.062 paroiimal/l.575mMm  (£0.005
atonmal/0.127mm); C - 0.410 groiima/10.414 mm (2£0.005 groinmal/0.127mm).

MapamMeTpbl 04HOX040BOr0O KpaHuka ana 081910:

Onametpbl: B - 0.345 awoiima/8.763mm (+0.005 groiima/0.127mm); C - 0.060 atoiimall.524 mm
(£0.005 pgroinmal/0.127mm); G - 0.430 groitmal/10.922 mm (£0.005 arorima/0.127mm);

OnunHbl: A - 1.312 groinmal/33.325 mm (£0.005 groinmal/0.127mm); D - 0.575 parorima/14.605 mm
(x0.005 pgroiimal/0.127mm); E - 0.075 groiima/l.905 mm (+0.005 groiimal/0.127mm); F - 0.075
Atoiimal/l.905 mm (£0.005 arorima/0.127Mm).
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MapameTpbl 04HOXOA0BOr0 KpaHmka Kpome 081910:

OnvHa «A» - 1,594 groinmal 40,49 mm (20,005 grorimal/ 0,127 mm);

CoepgunHeHne Joap-J1ok «Male»:

BHyTpeHHU anameTp «Bx» - 0,098 atoiimal 2,49 mm (x0,005 aronmal 0,127 mm);
CoenunHeHue JTioap-J1ok «Female»:

BHyTpeHHU anameTtp «C» - 0,169 atoitmal 4,3 mm (£0,005 atoinma/ 0,127 mMm);
BbicoTa kpaHmka «D» - 0.709 gtoima/18.001mm (+0,005 protima/ 0,127 mm).

CoeanHuTeNbHasA
KateTep TPy6Ka Mrna-o6Typatop
KatanoxHolidi  BHewHwWiAi  BHyTpeHHWiA  [vH LnvH BHewwHni BHyTpeHHWA  [nanHa
HoMep JviameTp avameTp a [Jnamvetp a nvameTp avameTp cM
Fr/imm [IHOAM/MM cM Frimm cM [roiMa/Mm Atorima/mm
+0.005at01ima +0.0054t0ima +0.005at0limMa
MorpeLuHocTb +10% 9 9 9
P 0 magzmm  F10% 0 #10% £10% T, o0 Li2wm  EHM
081910 10.0/3.33 0.060/1.52 22 10.0/3.33 30 0.312/7.92 0.048/1.22
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081912 12.0/4.0 0.091/2.31 22 14.0/4.67 30 0.312/7.92 0.048/1.22

081914 14.0/4.67 0.115/2.92 22 14.0/4.67 30 0.312/7.92 0.048/1.22
081916 16.0/5.33 0.115/2.92 22 14.0/4.67 30 0.312/7.92 0.048/1.22
MATEPUANDbI

Habop Rutner Suprapubic Balloon Catheter Set (081910; 081912: 081914; 0819161

KOMMNOHEHTHI HasBaHue MaTepuasna KoHTaKT C nayneHTom
yCTpoiicTBa
Karetep Tpy6ka KateTepa: MonnypetaH Ne20080 MpsMOI KOHTaKT

bannoH karetepa:
Natekc No547

AgpanTep karetepa Jlo3p-Jlok:

Monnamng 6 Ne 40340

Kpacutens 6enoro:

Titanium Dioxide; Zinc Stearate, Cl Pigment Blue
29

HuTL KaTeTepa:
Monuactep Ne70 Denier 92

CTONOpPHbI KNanaH:
MonmsuHmnxnopug Ne11000
Kpacutens 6enoro:

MBS Impact Modifier
Acrylic Processing Aid
Organo Tin

Fatty Acid

Titanium Dioxide

Cl Pigment Blue 29

Dii sononyl phthalate

UepHble YyepHuna KanaHa:
MeTunn n3o06yTun KeToH
LinknorekcaHoH 136601

3aLlUUTHBIA Yexon:
MonunponuneH HePeHTreHOKOHTPACTHbIN
Ne30070

Wrna-ob6Typatop KaHtons urnbl-06Typaropa: MpAMOIn KOHTaKT
Hepxxasetowasa ctanb AlSI1304
B1ynka urnel-o06Typaropa:
Auetanb Natural Ne 80010

3alMTHBIV Yexon uUrnbl-06Typartopa:
Monunponunes HOO0G-00
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CoemHnTeNbHANA TpybKa: Henpsmoi KoHTaKT
Tpyb6a: ByHWMN HepeHTreHOKOHTpacTHbIA Nel11150

Afantep COeaVHUTENbHON TPYOKK:
AueTtans Natural Ne 80010

O[nHoX010B0A Monukap6oHat Ne 80020 Henpsmoi KoHTaKT
KpaHuK Kpacutenb CuHero:

PR-149
LLnpwy, LimnanHgp wnpuua: nonmkap6oHaTNe800200 Henpsmoi KoHTaKT

YNNnoTHUTENb Wnpurua - Xnopbytunosas
HatypanbHasa pesnHa BD STOPPER

LUtok wnpwuua - noanctupeH HYPAK PR3ML
PSTYR

MHavBrayansHas ynakoska Habopa Rutner Suprapubic Balloon Catheter Set (081910: 081912; 081914:

081916)
KoMMoHeHT HasBaHue matepuana KOHTaKT ¢ nauyeHTom
YnakoBka BymaxkHas yacTb - MeamumHekas bymara TYVEK:  HeT KoHTakTa

1073B/109P
lMneHo4yHas yacTb - HeilnoH BON

CBEAEHWNA Ob YNMAKOBKE.

MoBepxHOCTHaA nnoTHocThL OT 50 go 80 (£2) r/m2

MPOYHOCTbL NPU PacTHKEHUN - [TPOUHOCTb Ha pacTsaXeHune He meHee 0,4 KH/m
MpoyHOCTL CBApHOro WBa - [IPOYHOCTL CBApHOro LWBa He meHee 0,12 MTIla
LW npuHa ceapHoro wea - LLinpnHa KneeBoro c/fios He MeHee 8 Mm

MepBUYHas ynakoBKa ABNSETCS €4UHCTBEHHOIA.

LENEBOE HASHAYEHUMNE/MOKA3AHNA K MPUMEHEHWIO

Ha6op  Rutner Suprapubic Balloon Catheter Set (081910; 081912; 081914; 081916)
Mcnonb3yeTcs Ans ApeHaxka MOYEBOro Mysblpsi MyTEM YPECKOXHOr0 pa3MeLleHVsi 6anoHHOro
KaTeTepa. [NpefHa3Ha4yeH Ang 04HOPa30BOro0 UCMONb30BaHMWS.

NMPOTUBOMOKA3AHWNA
1 OcTpbIi ULUCTUT
2. MapaymcTuT, BOCManeHMe nepeAHeli CTEHKM MOYeBOro nysbips, B 06nacTu foctyna K

ny3blpto
3. HoBoo6pa3oBaHWs MOYEBOro My3blps
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OCNTOXHEHWA

1 TMepdopaymsa moyeBoro ny3sbips
2. T[ematypus

MNOTEHUWMAJIbHBIE NMOBOYHBbIE SO PEKTDI

1. Jluxopagka

2. TlocneonepaunoHHas 601b UM 601K CBAI3aHHbIE C YCTAaHOBKOW KaTeTepa
3. MuenoHedput

4.  ATOHMA MOYeBOro nysbips

MHCTPYKUW MO NCIMOJIb3OBAHNIO
Ha6op Rutner Suprapubic Balloon Catheter Set (081910: 081912; 081914: 081916)

1. CHMMUTE 3alUUTHYIO MNIEHKY C 6anioHHOro KateTepa W yTUAU3MpyinTe. PasmecTute urny-
00TypaTop BHYTpM 6anjoHHOro KateTepa U 3aUKCUPYITe ero NoJIoXKeHWe Npu nomoTnm
agantepa J1to3p-J1okK.

2. HanonHuWTe MOYeBOW My3blpb CTEPU/IbHBIM (DU3MONIOrMYECKUM pacTBOpoM (MocTasnseTcs
OTAE/IbHO), EC/IN OH eLle He HANoJIHEH MOYOiA.

3. CpenaiiTe Hagpe3 3-4 MM Ha KOXE Haj /NIOHHbIM COYNEHEHWEM, Haj WA NPAMO NOA
nanbnmMpyeMbIM KynosioM MOYeBOro nys3blps.

MPEAYMPEXXAEHUME: Ype3smepHoe faBrieHVe MpU HaKayke slaTeKCHOro 6assioHa
[AaHHOI0 13LeNns MOXKET NPUBECTU K paspbIBY basioHa.

4. BcTaBbTe 6Gan/iOHHbIA KaTeTep, UCNOMb3ys OLHY PYKY 4NS MpOTa/iKMBaHUSA KaTeTepa M3-3a
KaHNM urnbl-o6Typatopa (MCNonb3ya NafiloHb PyKuW), a APYroli pyKol Ha YpOBHE KOXMW
Hanpasnss wurny-o6Typatop. BcTaBbTe 6an/iOHHbIA KaTeTep BepTUKanbHO B MOYEBOWA
ny3blpb MauueHTam 6e3 npegBapuTeNnbHON Ta30BOW Xupyprum wnm nop yrnom 30° no
HanpaBNeHUO K JIOHHOMY COY/IeHEHWIO AN NaLWeHTOB C MNpefBapuTe/ibHOW Ta30BOM
xupyprvei. MpofBuHbTE KaTeTep He 60/ee, YeM Ha 4-5 cM 3a npefenbl NepBbiX MPU3HAKOB
XWUAKOCTU M3 MOYEBOro My3bIps, BbIXOAAWMX U3 UTNbl-06TypaTopa. CepefmHa 6ann10HHOI0O
KateTepa AB/IAETCA OPUEHTUPOM.

5. Ecnu paBneHve B MOYEBOM My3blpe HU3KOE M MOYa He MPOXOAMT CaMOCTOATENbHO 4epes
nrny-o6typarop, 0TBeAUTEe MOYY, 4TO6bl y6eAUTbCA, YTO KaTeTep HaxoAuTCS B MOYEBOM
ny3blpe.

MNPELAYTPEXXOEHWME: Bcerga HakaumBanlTe 6a/l/lOH CTEPUNIbHOM XUAKOCTbIO.
Hukorga He HakauumBaniTe BO3A4YyXOM, YI/IEKUC/bIM FasoM Wan f6bIMUA ApYyruMu
rasamu.

6. HanonHuTe wWwnpuy, cTepunbHOW BOAOK (MOCTaBNSAETCA OTAENbHO) WAN (PU3NONOTNYECKUM
pacTBOPOM (MocTaBnseTcs OTAENbHO). BbITONKHUTE BO3A4YX M3 LWINpULa.

7. BneiiTe nogxopsliee KONMYeCTBO CTEPWSIbBHOM BOAbl UM (PM3MONOTMYECKOro pacteopa B
6annoHHbIV KaTeTep (ana katetepoB 10 Fr- makcumym 3 M, gns katetepos 12, 14 n 16 Fr—
MakKcMmym 4 mn).

BHVMAHWE: He nepekaunBainite 6anioH. O6paTtuTecb K 3TUKETKE W3Lenva unu
060POTHOr0 K/lanaHa Hakadyky Ha 6a/1/IOHHOM U34ennun 418 NosyYeHUa UHopMaunm
0 noaxogsiiem obbeme 6annoHa.

8. WN3Bnekute urny-obtypatop.

9. lpuKpenuTe COefUHUTENbHYIO TPY6KY W OLHOXOJ0BOM KpaHWK K 6annoHHOMY KaTeTepy u
3auKCUpyinTe ApeHaXxHbI MeL oK (MocTaBnseTcs O0TAeNbHO).

10. MopoxanTe, NOKa MOYEBON My3blpb OMYCTOLLUTCS.

11. N3BnekaiTe 6GannoHHbIA KaTeTep, NMOoKa 6annoH He BCTPETUT COMPOTUBAEHWE B Kyrmone
moueBoro nysbips. (Puc. 1).
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Fig, 1

Puc.1.

12. O6paboTaliTe Koprnyc 6aiNOHHOr0 KaTeTepa v KOXY >XMBOTa.

13. 3aukcupyiite KaTeTep Ha KOXe MNpW MNOMOLWM OTpe3Ka eMKonNacTbipsa LWUPUHOW 2
aroiima/50.8mm (NocTaBnseTcs OTAENbHO).

14. MonHocTbto  0OMOTalTe  nelkonnacTblpemM  Kopnyc  6afnOHHOrO  Katetepa  And
(hopMMpoOBaHMA KMEWKOro yyactka B 1 cMm, 4TO6bl KaTeTep MOr [BWraTbCs; pacrnonoxute
NnenkonnacTblpb POBHO Ha XMBOTe.

MPUMEYAHWE: KoXHble LWBbl He 006513aTeNbHbl AN yAepXaHUs JaHHOro KaTeTepa.

15. 3akpenuTe coefMHUTENLHYO TPY6KY Ha xusote (Puc. 2).

KOHeuHbI BUA 3aKpenieHHoro Katetepa Puc. 2

16. Y6enutecb, 4TO pPyKoATKa OAHOXOAO0BOr0 KpaHa HaxOA4MTCA B HanpaBfieHWW MOTOKa AN
LpeHaxka Moun 4yepe3 Katetep. lMoBepHUTe pPyKOATKY Ha 90° B HampaBneHWW [ApeHaxa,
4yTOObI NEepPeKpPbITb MOTOK, Korga 6yaeT HE06X0A4MMO OMOPOXHUTL EMKOCTb.
NMPUMEYAHWE: PekomeHayeTcs NpoBepsATb 00bEM XUAKOCTU B 6annoHe Kaxable 3-5
[Hel, a 3aTeM CHOBa HaKayuBaTb €ro 0 PeKOMeHLyeMoro obbLema.

SKCMNNYATAUNOHHBLIE XAPAKTEPNCTUKIN

N3genna  ycTolumBbl Npu BUOpaUMOHHbLIX Harpyskax B fuanaszoHe 10-55 Iy, amnautyge
nepemeweHna 0,15 mm.

N3penna B TPaHCMOPTHOM yMnakoBKe YCTOW4YMBLI NP BUOPALMOHHBIX Harpys3kax B [uana3oHe
10-55 Ty, amnanTyge nepemelteHma 0,35 MM 1 yAapHbIX Harpyskax npu nMKoBOM YCKOPeHWUU
100 m/c2 (10g) n [NNTEeNbHOCTUN YAAPHOT0 YCKOpeHus 16 mc.

N3pennsa yctoinumebl Nnpy TemnepaType ot +32 go +42°C.

N3penna B TpaHCMOPTHOW YMakKOBKe YCTOMYMBLI MpW TemnepaTtype TPaHCMOPTUPOBAHUA W
xpaHeHus ot -50 go +50°C.
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N3penns ycToiiumnBbl K KOPPO3nK.
N3aenus He NOABEPratoTCs PE3KOMY M3MEHEHUIO TeMnepaTypbl BHELLHe cpefbl.

N3penns noctaBnaoTCA CTEPUIbHBIMU 1 He NoAnexaT NOBTOPHON Ae3nHpeKLun,
npeAcTePUIN3aLMOHHON OYUCTKe U CTEPUAN3ALUN.

COBMIOAJEHVE COOTBETCTBYHOWMX PETTTAMEHTOB NN TEXHUYECKUX
CTAHOAPTOB

KomnaHnus Cook Incorporated npou3BoAUT BCe MeAMLWMHCKUE W3LeNns B COOTBETCTBUMU C
Ovpektusoii EC no wmeguumHckum wnsgenvam 93/42/EEC. KomnaHua Cook Incorporated
Npon3BOAMUT BCE MEAULMHCKUE U3LENNS B COOTBETCTBUM C [pasunamn cuctemsl kadyectsa CLUA
Nno NpoLOBO/IbCTBEHHLIM TOBapaM W nekapcTBeHHbIM npenapatam (FDA), 21 CFR uactb 820,
MpasBmna KOHTPONA KavyecTBsa.

Bce npon3BofCTBEHHble 00bEKTbl KoMnaHUM Cook Takxe CepTUOUULMPOBAHBI COrNacHoO
ctaHgapTy EN 1SO 13485 (2003), CucTema ynpasieHUs Ka4yeCTBOM.

FAPAHTUIHBIE OBA3ATE/IbCTBA

MpounssoauTenem musgenunii aensaetcs komnavuns «Kyk Mukopnopainteg» / Cook Incorporated,

750 Daniels Way, Bloomington, IN 47404, USA, phone: +812 339 2235, fax: +800 554 8335.
Y NONHOMOYEHHbIM NpPeSCTaBUTEeNIEM NPOU3BOAUTENSA Ha TeppuTopun Poccuninickon depepaunu
ABnAeTCA 3aKpbiToe akumoHepHoe obuectso 2LLUAM» (3AO «LUAT»)

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

CPOKTOAOHOCTMH

[atra «wucnonb3oBaTb A0» 0603HayeHa CUMBO/MAaMM Ha MapkKuMpoBke. CPOK TrogHoOCTH
onpefenseTca OT yKa3aHHOro BPpeMEHU M3rotoBneHns (pabpuyHbIin CMBO/) A0 YKa3aHHOW gatbl
NCTeYeHns cpoka (CMMBOJ MECOYHbIX YacoB). PasHuua mexay obevMu gaTtaMmu COCTaB/IsieT CPOK
rOAHOCTMW.

CpOoK XpaHeHUa KaTeTepoB ApeHaXHbIX HaA106KOBbIX B Habopax cocTaBnset 3 (Tpu) roga.

NMAPAMETPbI ¥TTAKOBKW -norpewHocts +- 10%

Howmep BbicoTa, cm LwnpuHa, cm Macca, 1
081910 58.1 15.2 62.6
081912 58.8 15.2 65.8
081914 57.9 15.2 67
081916 53.1 15.2 66.5
CTEPUNN3AUNA

KaTeTepbl gpeHaXKHble HaAl00KOBble B Habopax MOCTaBAAKTCSA CTEPWUIbHLIMW B OAHOPa30BON
ynakoBKe, € ucnonb3oBaHnem EHO (okucu aTuneHa), BaMAUPOBAHHOrO MeTofda obecneyeHus
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YpOBHA cTepunbHOCcTM (SAL) 10-6. 3Tu wu3genns npefHasHadyeHbl A1 O4HOPA30BOro
MCNONb30BaHNA W SBNAAKOTCA CTEPUIbHBIMKW, €CAN  yMakoBKa He pacnevyataHa WM He

nospexgeHa. He VICI'IOﬂbByVITG n3penne, ecnn e€Ctb COMHEHMA OTHOCUTENbHO TOro, 4YTO OHO
ABNAETCA CTEPUNIbHLIM.

MNMPABNJTIA XPAHEHUA

KaTteTepbl [peHaXHble HaanobkoBble B Habopax cregyeT XpaHUTb B TEMHOM, CYXOM
MecTe; n3berainTe 4NUTENbHOTO BO3AEACTBNS CBETA.

MPABUNIA TPAHCITOPTUPOBKIN

Mpy nepeBo3Ke CneAyeT YUYUTbIBaTb TWUM MCMNOMb3YEMOr0 TPAHCNOPTA, MYHKT Ha3HaueHwus,
nocTaBLiMKa, WCMNOMb3YEMOro ANs MEepeBO3KW, a TakKXe 4acToTy M YCNoBUA KaKuX-nn6o
neperpy3ok, HEOBXOAMMbIX BO BPEMS TPAHCMOPTUPOBKY.

YC/TOBUA SKCIMNTYATALNA
KaTeTepbl [ApeHaXHble HaA/M00KOBble B Habopax WCMOMb3yTCS B NeYebHbIX MeAULUHCKMX

YUPEXAEHUSAX.
MNOTEHUWMAJIbHBIE MOTPEBEUTEJIN

KaTteTepbl ApeHaxHble HafN00KoBbIe B Habopax NpeaHasHayeHbl 41 UCMO/b30BaHNSA BO BPEMS
YPONOrnyecknx npoueayp Bpavyamu, 06yYEHHbIMU W OMNbITHLIMW B NMPOBEAEHNN YPECKOXHbIX /
HaaN06KOBbIX MaHunynsauuii. CneayeT MNPUMEHATb  CTaHAAPTHble METOAbl  Pa3MeLLeHus
KaTeTepoB C MafnbiMu / NeTNeBbIMK / 6anIOHHBIMUK KaTeTepamu.

PEMOHT MEAVNUMNHCKOIO N3AENNA

KateTepbl [peHaxHble HaAno6KoBble B Habopax SBAAKTCA W34eNWsMW  O[LHOPA30BOro
MCMNONb30BaHMSA TEXHUUYECKOMY 06CNYXMBAHWUIO M PEMOHTY He Nnojasexar.

JIOCTABKA

KaTteTepbl ApeHaxHble HafN06KOBble B Habopax AOCTAaBMAAKTCS B OTAENbHbIX WHAWBUAYANbHbLIX
yNakKoBKax C UHCTPYKLMEA MO MCNOb30BaHMI. MoMeLanTes B roppoKapTOHHbIE KOPO6KM, Ha
KOTOpble M0 60KaM MM N0 NepUMeTPY HAHOCUTCA KOHTPONbHAsA NeHTa.

KOMIMNEKT NMOCTABKW
KaTteTepbl ApeHaxHble HaAN06KOBbIe B HA6Opax NOCTaBNAKTCA B COCTABE:

Hab6op Rutner Suprapubic Balloon Catheter Set: kateTep - 1 wT.; urna - o6Ttyparop - 1 wr,;
coefuHUTeNbHas Tpyobka ¢ 04HOXOAOBbIM KpaHUKOM - 1 WT.; wnput - 1wWT. B MIHANBUAYANbHOM
YNaKOBKE; MHCTPYKLUA MO NPUMEHEHNIO - 1 WT.

TPAHCITOPTHAA MAPKPOBKA

NHamBMAayanbHble yNnakoBKM YKNafAblBalOTCA B KOPOOKM 13 rohpMpoBaHHOro kapToHa. Kopobku
3aKNEenBalOT KOHTPONIbHOW NEeHTOW C 3axX0A40M Ha OO0KOBble CTEHKM WAM NO NEPUMETPY.
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TpaHCcnopTHass MapKUPOBKA COAEPXUT WHMOPMaLMIO 0 pas3mepax KOpPOOKMW, YHUKabHbINA
LWITPUX-Kog, norotmn KoMmnauun «Cook Medical», a Takxxe CMBO/bI:

? _cumBon o 6epeXXHOM OTHOLLIEHNM
| . cumBon «nsberaiite 4NUTENLHOTO NPAMOTO BO3AEKACTBUS COMHEUHbIX yuei»
CMMBO/ «XPaHUTb B CyXOM MecTe»
MAPKMPOBKA

KaTeTepbl ApeHaxHble HafN00KOBbIE B Habopax NOCTAaBASKOTCA B WHAWBWAYabHOW YNakKOBKE,
Ha KOTOPOM [OMXHbI OTCYTCTBOBAaTb MNPWU3HAKM MOBPEXAEHWUS WAW  OTKpbITMS.  [pu
06Hapy)XeHUn neperm6oB, paspbiBOB W APYrux [edeKTOB W3LeNMe Henb3s KCNob30BaTh.
HeaonycTUMOCTb NPUMEHEHMNS B C/lyYae HapyLUEHUS LLeNOCTHOCTY NOTPebUTeNbCKOM Tapbl.

Ha aTtnketke nsgenus YKa3aHbl cnegyrouine napamMmeTpbl:

- Ha3BaHWe KOMMNaHWUW-NPOU3BOAUTENSA N aApec N3roTOBUTENS;
- HasBaHuWe n3gennsa (ToBapHbIA 3HaK);

- CEPUIHbIA HOMePp;

- BaHHble 0 mapkuposke CE;

- f@aHHble 0 CTEPUN3aL MK,

- afpec npeacrasmtenscrea B EC;

- TOBapHbI/ 3HAK NPOM3BOAUTENS;

- flaTa Npon3BO/CTBa,;

- pa3mepbl;

- CXemaTnyecKoe n3obpaxeHue;

- HOMep napTuu;

- 0TMeTKa «TO0/IbKO AN 04HOPa30BOro UCMNO/b30BaHNAY;

- oTMeTKa «O6paTUTeCh K MHCTPYKLMY NO UCMO/Ib30BaAHUIO»;
- 0TMeTKa «BHUMaHne. O3HaKOMbTECh C COMPOBOAUTE/NbHOW LOKYMEHTaLNeR»;
- OTMeTKa «XpaHUTb B CYXOM MECTE;

- oTMeTKa «M/36eraiiTe BO3AENCTBMA COMHEYHOrO CBETAY;

- CPOK XpaHeHus;

- OTMeTKa «PTanatbi».
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MPABUNTA YTUNIN3ALNN
Mocne 3aBepLUEHUA NPOLefYPbl YCTPOUCTBA AO/MKHbI YTUAN3MPOBATLCS COrNMacHO
WHCTUTYLMOHANbHBIM PYKOBO/ACTBAM AN 6MON0rMYECKNX MEAULMHCKNX OTXO0B.

[ns ctpad EC - B COOTBETCTBMM C PYKOBOAAWMMUN AOKYMeHTaMn BcemupHoit OpraHumsanmm
34paBooXpaHeHuns.

na US cTtpaH - B cooTBeTcTBUM ¢ MuHuctepctsom Tpyga CLUA o BesonacHocTu n TurmneHe
Tpypa (OSHA)

Lns Poccuiickoii deagepaunn - B COOTBETCTBMU C HaUMOHaNbHbIMK TpeboBaHMAMMK. Knacc
OMacHOCTM MeAMLMHCKNX O0TXOAO0B: Knacca b.

/Moanucs/ 19 thespans 2018
MeHe/Kep Mo BOMPOCAM PerynnpoBaHus fata
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MepeBOs [AHHOrO TeKcTa cAenaH MHOM, nepeBoguymkom AcTBauaTypsH eopruem
KoHcTaHTuHOBMYeM. TpeboBaHuA K TEKCTY nepesoja (MaKcmwla"LLI YTTIOCT'b rpamMoTHOe
N3M0>KEHNE) MHE Pa3bACHEHbI.

NoANMUCh

Poccuiickaa Peaepauns
["opoa MockBa
LLlecToro mapTa ABe TbiCA4YN BOCEMHaLA roga

A, T[ectpeuyosa TartbaAHa AHApeeBHa, HoTapuyc ropofa MOCKBbI, CBUAETE/NLCTBYIO
NoASIMHHOCTb NoAnucy nepeesogunka ActeauatypsH Neoprus KoHCTaHTUHOBUKYA.

Mognwuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTbL MoANMCaBLLEro 4OKYMEHT YCTAHOB/IEHaA.

3apeructpupoBaHo B peectpe: No 73/218-H/77-2018-J ~ </

B3biCKaHO rocyfapCTBEHHON NowWwnnHbI (Mo Tapudy): 100 py6. 00 kon.
YRHa4ero 34 okasaHme ycnyr npasosoro n {™ ‘akTepa: - py6. —Kon.

T.A. MNecTpeuoBa

[MEYATD

[MEYATD

CKPEr/eHo nevatbto3 / ( MoKi a
nncTa\oB I'IO,EI,I'II/ICI: 3
. HoTtapuyc:
Poccw/ickas depepaLys
g Moe
lWecTtoro  mapTa [1B& TICAYM BOCEMHALLATOrO rofa
{7, MecTpevoBa TatbaHa AHApeeBHa, HoTapuyc ropoga MockBbl,
CBUIETENbCTBYI0 BEPHACTb KOMWUW C NPEACTABNEHHOTO MHE
JOKYMEHTa. Bcero npowHypoBaHo 1
3aperucTpuposaHo B peectpe:N , NpoHyMepoBaHO I CKpenJjieHo
nedyartbio —a°r

B3bICkaHO rocyapCTBEHHON NOWNNHBI (ITo Tapudy):.

YnnayeHo 3a okazaHue ycnyr npasoBoro u

TAN eLoBa
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