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COOK’

MEDICAL

Instructions for Use
Balloon Dilation Catheters for the urinoexcretory system in sets
INTENDED USE
Used for urincexcretory system dilation (see Instructions for Use).

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

DEVICE DESCRIPTION
Parameter  Conversion

1Fench 1mm= 1R/3
1Inch 254 mm

Balloon Catheter in set with endoscopic can and 10nil syringe (010004; 010005; 010010)
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Stopcock parameters:

Length «A» - 1.534 inchV 40.49mm (£0.005inch/0.127mm);
Luer-lock «IVBle»;

Inrer diarmeter «B» - 0.098 inch 2.49 nm (+0.005inch/0.127mm);
Cuter diameter: «D» - 0.430inch/l 0.92mm (£0.005inch/0.127mm);
Luer-lock «Femalex:

Inrer diameter «C» - 0.169 inchY 4.3 mm (x0.005inch/0.127mm);
Quter diameter «&» - 0.300 inch/7.62mm (£0.005inch/0.127mm).

@,.

mluer-lock "Female" luer-lock "Male"

Svrinse parameters:

Syringe volume - 10 Ml (£ 5%9;

Graduation paraneters- 1 ml (mejor graduations) 1/5 m (minor graduations);
Tip lenght - 0.3-0.35 inch/ 7.62- 89 mm (x0.01 inch/0.254mm);

Tip diarmeter - 0.071 inch /1.8 mm (x0.05inch/0.127mm);

Dead space volume - 0.10 ml.

Endoscopic cap parameters:

Length: A-0.552 inch/14.021mm (20,006 inchy 0,152 mm); B-0.039 inch/0.991mm
(20,005 inch/ 0,127 nmm); C- 0.118 inch/ 2.99mm (20,005 inckY 0,127 mm); D- 0.079
inchy2.001mm (0,005 inch/ 0,127 mm).

Dianeter: E - 0.3%4 inchv/10.001nmm (20,004 inch/0,101 mm); F - 0.197 inch/5.003nm
(20,005 inch/0,127 mm); G - 0.355 inch/9.12mm (0,004 inch 0,101 nm).

The endascopic cap is designed with a45° (£5°) chamfer and an opening with a dianeter of
0,075 inch/1,905 nm (0,005 incli/0,127 mm).

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



o]

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




Order Number A B C

010004 7cm 0.133 inch/3.378 0.113 inch/ 2870 mm
mm
010005 7cm 0.107 inch/2.718 0.087 inch/ 2.210mm
mm
010010 1l4cm 0.133 inch/3.378 0.113 inch/ 2.870 mm
mm
Order Balloon Catheter
Number French Catheter Inflated Balloon Maximum
Size Length Balloon Length Inflation
Fr/imm (cm) Diameter (cm) Pressure
(mm) (atm)
Tolerance +10% +10% +10% +10% :
010005 5.0/ 167 65 50 40 2.7
010004 7.0/2.33 65 6.0 4.0 40
010010 7.0/2.33 65 6.0 100 4.0

Balloon Ureteral Dilator Set (010014; 010014-Sl; 010014-S6: 0100151

Onifs < A - L #a
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The Balloon Ureteral Dilator Sets are comprised of a balloon catheter, wire guide, syringe
and endoscopic cap.

The balloon catheter is manufactured in 5.0 A/ 1.67 mmor 7.0 A/ 2.33 nmand ina length
of 65 centimeters. The balloon catheter is manufactured in is inflatable diameters of 5and 6
millimeters and in lengths of4 and 10 centimeters. The meximum balloon inflation pressures
are 2.7 or 4.0 aimdepending on the size of the balloon.

The proximal end of the catheter is characterized by a manifold with two lurmens. Ore luren
serves as the inflation lumen, and the second lumen senves as the distal lurren. The inflation
lunen is designed with a side angle adapter with a stopcock. The distal lurren is designed to
accept a0.028 /0.72mm (+0.005 inch 0.127 mm) or 0.038 inch /0.96mm (+0.005 inchY
0.127 mm). diameter wire guide. Two radiopagque markers are placed 0.061 inch/1.55mm
(20.009 inchv 0.229 mm) from the proximal and distal ends of the balloon to provide
fluoroscopic visibility.

The wire guide component is designed as a straight safety wire guide with 20.028 /0.71mm
or 0.038 inch /0.96mm and measures 145 centimeters. A pin-vise handle is provided to
stabilize the wire guide during introduction.

The syringe provided in this set is a 10 milliliter Luer lock syringe.

Svrinse parameters:

Syringe volume - 10 ml (x 5%9;

Graduation paraneters- 1ml (mgjor graduations) 1/5 m (minor graduations);
Tip lenght - 0.3 -0.35 inch/ 7.62 - 89 mm (20.01 inch/0.254mm);

Tip diameter - 0.071 inch/ 18 nm (x0.05inch/0.127mm);

Dead space volume - 0.10 m.

Parameters ofthe two lumen manifold:

Length: A-0.890 inch/22.606 nm (x0.005inch/0.127mm); B - 1.350inch/34.29 nm
(20.010inch/0.254mm);

BHyTpeHHve avavetpbl C- 0.134 inch/3.404 nm (£0.003 inch/0.076mm); D- 0.112
inch/2.84 mm (x0.005inch/0.127mm);

Quter dianmeters: E- 0.250 inch/6.35 nm (£0.005inch/0.127mm); F 0.250 inch/6.35 nm
(20.005inch/0.127mm); G- 0. 194 inch/4.93 ram (+0.005inch/0.127mm); H- 0.210
inch/5.33 nm (£0.005inch/0.127mm).
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Stopcock oaraineiers:

Length «A» - 1,594 inch/40,49mm (0.005inch/0.127mm);
Luer-lock «Vile»:

Inrer diameter «B» - 0,098 inchy 2,49 nm (x0.005inch/0.127mm);
Outer dianeter: «0» - 0.430inch/10.92mm (x0.005inch/0.127mm);
Luer-lock «Fermalex:

Inner diameter «C» - 0,169 inchY 4,3 mm (£0.005inch/0.127mm);
Outer diameter «&» - 0.300 inch/7.62mm (x0.005inch/0.127mm).

iluer-lock "Female”
tuer-lock "Male"

Pin-vise handle parameters:

- A- 151 inch/38.35mm (£0.010 inch/0.254 mm); width: B- 0.056 inch/142 nm
(20.005 -0.001 inch/ £0.127- 0.025mm);
Inrer dianeter: C- 0.130 inch/3.302mm (£0.002inch/25.4mm).

Endoscopic cap parameters:

Length: A- 0.552 inch/14.021mm (0,006 inchY 0,152 mm); B-0.039 inch/0.991nm
(20,005 inch/ 0,127 mm); C- 0.118 inchy 2.99mm (10,005 inchy 0,127 mm); D- 0.079
inch/2.001mm (20,005 inch/0,127 mm);

Dianeter: E- 0.394 inch/20.001nm (10,004 inchY 0,101 mm); F- 0.197 inch/5.003mm
(20,005 inch/0,127 mm); G - 0.355 inch/9.12mm (10,004 inch/0,101 mm)).

The endoscopic cap is designed with a45° (£5°) chanrter and an opening with a diaeter of
0,075 inch/1,905 nm (0,005 inch/0,127 mm).
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Parameters of FLLA:

Dianreters: A-0.035 inch/ 0.889 nm (x0.002 inch/0.05lmm); D- 0.210 inch/5.334mm
(20.005 inch/0.127mm); E- 0.344 inch/ 8.738mm (x0.005 inch/0.127mm);

Length: B- 0.800 inch/ 20.32 mm (0.01 inch/0.254mm); C- 0.62 inch/15.748mm (+0.005
inch/0.127mm); F-0.172 inch/4.369mm (x0.005 inch/0.127mm); G- 0.28linch/7.137mm
(#0.005 inch/0.127mmy);; H- 0.312 inch/7.925mm (x0.005 inch/0.127mm).

-au'r

Parameters offoldins sleeve:
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Order Number A B C

010014 7cm 0.133 inchY 3.378 nm 0.113 inch/2.870 nm
010014-SI 14cm 0.133 inch/3.378 nm 0.113 inch/2.870 nm
010014-S6 7cm 0.133 inch/ 3.378 nm 0.113 inch/2,870 mm
010015 7cm 0.107 inch/ 2.718 m 0.087 inch/2.210nm
Order Bulloon Catheter Wire Guide
Number  French Inflated "Uoon Maximum piaineter Length
Size Length Balloon  Length Inflation (cm)
Fr/mm (cm) Diameter (cm) Pressure
(mm) (*m)_
Tolerance  +10% +10% +10% 1%  +10% +10% +10%
010015 5.0/ 65 50 4.0 2.7 0028 inch 145
167 (0.712 mm)
010014 7.0/ 65 6.0 4.0 40 0038inch 146
233 (0.97 mm)
010014- 7.0/ 65 6.0 10.0 4.0 0038inch 145
Sl 2.33 (0.97 mm)
010014- 7.0/ 65 6.0 4.0 40 0038inch 145
86 2.33 (0.97 mm)
MATERIALS
Device Material Patient Contacting
Balloon Catheter Catheter Tubing ; Polyethylene Radiopague Direct Contact
#30413 Non-Contact
Markers: 5 - Stainless Steel Non-Contact
7H . Rrenium, Tungsten Re (6%oor nore), W
(balance)
Protective sheath : dark grey
Luer Lock Adapter Polyamide 6 #40340 Nor+-Contact
Red pigments (for 010005):
Cl Pignment Brown 24
d Solvent Red 225
Cl Solvent Orange 63
Titanium Dioxide
Blue pigments (for 010004 and 010010):
Compound # 40340
Titanium Dioxide
Cl Pigment Blue 29
Zinc Stearate

d Pigment Green 7

Balloon Catheter in set with 10ml syringe and endoscopic cap (010004; 010005; 010010)
(cont’ch
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P«vice

Balloon
Stopcock
Endoscopic cap

LLi(eHal

Polyethylene Gruntzig Tubing

#30040

Body & Collar: Polycarbonate, Clear
Handle: High Density Polyethylene, Blue
Silicone

8381-50-Blue

Syringle barrel: Polycarbonate #800200
Stopper - Chlorobutyl BD STOPPER
Plunger - HYPAK PR3ML PSTYR

Balloon Ureteral Dilator Sets f010014: 010014-SI: 010014-S6: 010015)

Cowpohent
Catheter

Adapter

Fermale Luer Lock

Adapter

Balloon
Stopcock

Wire guide

Pin wise handle
Endaoscopic cap

Syringe

Catheter shaft:

Radiopague polyethylene #30413

MVBrkers: SHr -- Stainless Steel

7H - Rrenium Tungsten Re (6%o0r nore), W
(balance)

Polyamide 6 #40340

Polyamide 6 #40340

Red pigments (for 010015):

Cl Pigment Brown 24

Cl Solvent Red 225

Cl Solvent Orange 63 7o~
Titanium Dioxide

Blue pigments (for 010014 (-S1/-S6):
Compound # 40340

Titanium Dioxide

Cl Pigment Blue 29

Zinc Stearate

Cl Pigment Green 7

Polyethylene #30040

Body & Callar: Polycarbonate, Clear
Handle: High Density Polyethylene, Blue
Stainless steel AISI 304

Solcker:

Silver All-State Ne430

Wire guide coating:

Teflon Dupont 850G-204

Polycarbonate #30110

Silicone

8381-50-Blue

Syringle barrel: Polycartonate #300200
Stopper - Chlorobutyl BD STOPPER

Plunger - HYPAK PR3ML PSTYR
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Patient Contacting
Non-Contact

Non-Contact

Indirect contact

Indirect contact

Patient Contacting

Direct contact

Direct contact
Indirect Contact

Direct contact
Indirect contact

Direct contact

Non-Contact
Indirect contact

Indirect contact
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PACKAGING

Balloon Dilation Catheters for the urinoexcretory system in sets are packaged in individual
sterile peel-away pouch with instructions lor use enclosed.

PACKAGING PARAMETERS

Order nuner Height, cm Width, cm Weight, g Tolerance
010004 50.2 203 61.2 +10%
010005 50.4 203 536 +10%
010010 50.2 20.3 61.2 +10%
010014 525 254 194 +10%
010014-SI 533 254 19 +10%
010014-S6 31 203 K< +10%
010015 522 252 1982 +10%
LABELING

Balloon Dilation Catheters for the urincexcretory system in sets are supplied in the individual
packaging, which should show no signs of damage or opening. Upon detecting the tendk,
breaks and other defects the device cannot be used.

The lakel of the device shows the following device paraneters:

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

- serial nuer;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- tracke mark of the menufacturer;

- manufacturing date;

- SizZes;

- schematic picture;

- lot number;

- marking for “Single use only”

- marking for “Attention. See Instructions for Use”
- marking for consult Instructions for Use

- shelf life

- marking for phthalate
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COOK*

MEDICAL
MHCTPYKLUWA MO NMPUMEHEHUIO

KaTteTepbl AunaTaloHHbIe 41 MOYEBbIBOASILLEN CUCTEMbI B Habopax

HASHAYEHUWE

MpUMeHSATCA  ANA  pacluMpeHnsi NpocBeTa pPas/IMuHbIX OTAENI0OB  MOYEBbIBOASLUENA CUCTEMBI
(obpaTuTech K LieNIeBOMy Ha3HAUYeHWIO B MHCTPYKLMW NSt YTOUHEHNS).

MNPEAYMPEXOEHWME: ®eaepanbHoe 3akoHoaaTenbcTBo CLUA paspeluaeT npoaaxy 3Town
NPOAYKUMN TONMbKO MEAUUMHCKUM paboTHMKaM WM Mo ux 3akasy (Mam no 3akKasy
NPaKTUKYHLLNX Bpayeil ¢ COOTBETCTBYIOLLIEN NTULIEH3NEN).

OMNMMCAHME U3JENTNA

EanHnup MpeobpasoBaHue
IFr/3 1mm
1 aroim 25,4 MM

KaTteTep 6an10HHbIA B HA60pe C 3HAOCKOMMYECKMM KOMMAYKoM W wnpuuem, o6bemom 10 mn
Balloon Catheter (010004; 010005; 010010)
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I'IaoameTybl WwTunT:

O6bem wnpuua - 10 mn (x 5%);

MapameTpbl rpagyvpoBku - 1 mn (6obwive MeTkM) 1/5 Mn (ManeHbKue MeTKK);
[nvHa HakoHeyHuKa - 0.3 - 0.35 atoitma / 7.62 —8.9 mm (£0.01at01iMa/0.254MMm);
[namveTp HakoHeuHuka - 0.071 gtoiima /1.8 mm (+0.054t01ma/0.127Mm);

O6bem mepTBOro npoctpaHcTea- 0.10 mn.

I'Iapalvleprl JHAOCKOMMNYECKOTIO KoNMnayka:

OnvHbl: A - 0.552 groiima/14.021mm (0,006 grorima/ 0,152 mm); B - 0.039 atoiima/0.991mm (0,005
ponma/ 0,127 mm); C - 0.118 pgronma/ 2.99 mm (0,005 pgroima/ 0,127 mm); D - 0.079
Atoinma/2.001mm (0,005 groinmal 0,127 Mwm);

Onamvetpbl: E - 0.394 grorima/10.001mm (20,004 aroima/ 0,101 mm); F - 0.197 atoinma/5.003mm
(20,005 aroinma/ 0,127 mm); G - 0.355 aroinma/9.12mm (£0,004 arorima/ 0,101 Mm).
DHAOCKOMUYECKUIA KONMA4YoK UMeeT Xenob nop yrnom 45° (x5°) u oteepctne ammetpom 0,075
aroinma/1,905 mm (0,005 atovima/ 0,127 mm).

(20,005 aroinmal/0,127mm); E - 0,344 arovima/ 8,738mm (+0,005 atoinmal/0,127mm);

OnvHbl: B - 0.800 arormal/ 20,32 mm (0,01 atoiima/0,254mm); C - 0.62 groinmal/15.748mm (£0,005
ponval0,127vm);  F - 0.172 ponima/ 4.369vm  (£0,005 pgroinval/0,127mm); G - 0.281ar0ima
[7,137mm (0,005 arorimal/0,127mm); H - 0,312 atoiimal/7,925mm (0,005 atorima/0,127Mm).
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MapameTpbl 3aWMUTHOIO KOXKyXa:

B
|

KatanoxHbli1 Homep A B C
010004 7cm 0.133 groiima/ 3.378 mm  0.113 froiima/ 2.870 MM
010005 7 c™m 0.107 groiima/ 2.718 mm  0.087 groitma/ 2,210 mm
010010 14cm  0.133 groiima/ 3.378 mm  0.113 aroiima/ 2.870 MM
KaTtasioxHbli1 KateTep BannoH
HoMep Ounavetp  [AnuHa JdnameTp NnvHa MakcumanbHoe faBneHne

Fr/vmm cm 6annoHa, Mm cMm aTM.
MorpewHocTb +10% +10% +10% +10% -
010005 5,0/1,67 65 50 4,0 2,7
010004 7,0/ 2,33 65 6,0 4,0 4,0
010010 7,0/ 2,33 65 6,0 10,0 4,0

Hab6op Balloon Ureteral Dilator Set (010014; 010014-Sl; 010014-S6; 010015)
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Ha6op Balloon Ureteral Dilator Set coctout K3 6afinoOHHOIO KateTepa, MPOBOLHMKA, LUNPULA,
afantepa, 3HAOCKOMMYECKOro Kosnavyka u 3aKmnva K npoBoAHWKY. BasinoHHbIA KaTeTep BbINOSHEH
anametpom 5 Fr/ 1,67 mm unm 7 Fr/ 2,33 MM 1 annHoin 65 cm. PasgyBaemas yacTb 6aninoHHOro
KaTeTepa BbINONHEHa AvamMeTpoM 5 1 6 MM M annHon 4 n 10 cm. MakcumanbHOe [AaBneHue
3anofnHeHns 6annoHa cocTaBnseT 2,7 unM 4 aTtm. B 3aBUCMMOCTW OT pa3mepoB 6GannoHa. Ha
NMPOKCMMasibHOM Ga/IIOHHOr0  KOHLe KaTeTepa MMeeTcs afantep - pasBeTB/EHWE C  [BYMS
npoceetaMn. OAMH MPOCBET CMY>XUT B KayecTBe MPOCBETa A5 pa3fyBaHWs, a BTOPOM B KayecTBe
AnctanbHOro npoceeta. lMpoceeT Ana pasfyBaHus pas3paboTaH C rOpU3OHTa/IbHBIM afanTepom ¢
OAHOCTOPOHHUM  KPaHWKOM. [MCTaNbHbIA NPOCBET MNpefHas3HayeH A5 npueMa MNpoBOAHUKA
AnameTtpom 0,028 atoinma/0.71mm mnm 0,038 arorimMaY0,97MM. [lBe PEHTreHOKOHTPACTHble METKM
pacnonoxXeHbl Ha pacctosiHuK 0.061 atoiimal/l.55 mm (£0.0094t01iMa/0.23 MM) OT MPOKCUMA/ILHOTO U
AMCTaIbHOTO KOHLLOB 6ainoHa, Ana obnerdyeHns Bu3yannsaumm yCcTponcTea BO BPeEMS YCTaHOBKM.
MpPOBOLHUKOBBIA KOMMOHEHT NpeACTaB/IseT coO0M NPAMOIA 3alMTHLIN NPOBOAHUK AnameTpom 0,028
atovima / 0,71 mm nnm 0,038 atoima/ 0,97 MM 1 annHoin 145 cm. Ona ctabunusaumum NpoBOAHMKa BO
BPEMS BBeJEHWsI NPeAoCTaB/seTCa 3aXKMMHas PYKOATKa. B HacTOAWMIA KOMMIEKT Takke BXOAUT
wnpuu, o6bemom 10 M.

MayameTybl wnpuya:

O6vem wnpuua - 10 mn (= 5%);

MapameTpbl rpagynpoBku —1 mn (60nbLune MeTKM) 1/5 Mn (ManeHbKue METKK);
[nvHa HakoHeyHnKa - 0.3 - 0.35 groiima / 7.62 - 8.9 mm (+£0.01at0ima/0.254Mm);
[namveTp HakoHeyHuKa - 0.071 aroiiva/ 1.8 mm (+£0.054t0iMma/0.127mm);

O6bem mepTBOro npocTtpaHcTea- 0.10 M.

M apaMeTpbl aganTeéepa -pa3BeTB/eHNA C ABYMSA NPOCBET aMu: o

[nvHbl: A - 0.890 AroiiMa/22.606 MM (+0.005g0iMaY0.127mm); B 1350 aovival/ 3429 v
(£0.01 Ogroiivia/0.254nm);

BHyTpeHHVe avavetpbl: C—0.134 aroinvia/3.404 mm (+0.003 aroiimvia/0.076mm); D —0.112 aroiivia/2.84 Mvi
(+0.005at01MMma/0.127MMm);

BHelwHve gvamvetpbl E - 0.250 aroiima/6.35 mm (£0.005ar01ma/0.127mm); F 0.250 aroiimal6.35 v
(0.005ar0Mma/0.127Mmm); G - 0.194 groivia/d.93 mv (£0.005at0iMvia/0.127vm); H - 0.210 aroiima/s.33 Mv
(+0.005ar0MMa/0.127Mm).
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MapaMeTpbl OAHOCTOYOHHEr0 KpaHa:

OnnHa «A» - 1,594 grorima/ 40,49 mm (20,005 aroinmal/ 0,127 mm);

CoepguHeHune JToap-/lok «Male»: BHyTpeHHWIn gnametp «B» - 0,098 pgronma/ 2,49 mm (0,005
arorima/ 0,127 mm); BHewHuin anameTtp: «D»- 0.430at01imMa/10.92mm (20,005 aroima/ 0,127 Mm);
CoeguHeHune JToap-Jlok «Female»: BHyTpeHHMin gnameTp «C» - 0,169 arovima/ 4,3 mm (0,005
arorimal 0,127 mm); BHewHuin gnametp «E» - 0.300 atoima/7.62mm (20,005 aroima/ 0,127 mm).

MapameTpbl 3a>X Ma K NPOBOAHUKY:

OnvHa: A - 151 proinva/38.35mm (+£0.010 arorima/0.254 mm); wnprHa: B - 0.056 atorima/1.42 mm
(x0.005 -0.001 atovima/ £0.127- 0.025Mm);

BHyTpeHHWI grameTp: C - 0.130 atoirima/3.302mm (£0.0024t01Mal/25.4MMm).

r

A

I'Iapameprl 3HAOCKONMKMYECKOro Konnavka:

OnvHbl: A - 0.552 arorima/14.021vmm (+0,006 arovimal/ 0,152 mm); B - 0.039 groiima/0.991mm (0,005
ponma/ 0,127 mm); C - 0.118 prorima/ 2.99 mm (0,005 arorma/ 0,127 mm); D - 0.079
aroinva/2.001mm (0,005 groinmal 0,127 mm);

Onametpbl: E - 0.394 proinma/10.001mm (£0,004 arorima/ 0,101 mm); F - 0.197 groiima/5.003mMm
(20,005 aroinma/ 0,127 mm); G - 0.355 aroirima/9.12mm (20,004 arorima/ 0,101 Mm).
SHOOCKOMMYECKNIA KOMMaYoK MMEET Xenob nog yrnom 45° (£5°) n otsepctne ammetpom 0,075
Aroinval/1,905 mm (0,005 atovima/ 0,127 mm).

..cF.'_"—_'I.,..
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MapaMeTpbl 3aLMTHOIO KOXKyXxa:

A
B
KaTanoxHbli1 Homep A B C
010015 7cm  0.107 goiima/ 2.718 mm - 0.087 aroiima/ 2.210 Mm
010014 7cm  0.133 goiima/ 3.378 mm  0.133 aroiima/ 3.378 mm
010014-S1 14cm  0.133 groiima/ 3.378 mm  0.113 prorima/ 2.870 Mm
010014-S6 7cm  0.133 groiima/ 3.378 mm  0.133 aroiima/ 3.378 MM
KaTanoxHsbiit KateTep BannoH MpoBoAHNK
HOMED Nvametp [yuvHa  Ovametp  [nnHa  MakcumanbHoe  [inametp [nnHa
Fr/Mmm cMm bannoHa  GannoHa [laBneHue AronM/Mm cM
MM cM 6annoHa
atm.
MorpelwHocTb +10% +10% +10% +10% - +10% +10%
010015 5,0/1,67 65 5,0 4,0 2,7 0,028/0,71 145
010014 7,0/2,33 65 6,0 4,0 40 0,038/0,97 145
010014-S1 7,0/2,33 65 6,0 10,0 40 0,038/0,97 145
010014-S6 7,0/2,33 65 6,0 4,0 2,7 0,038/0,97 145

MapameTpbl aganTepa Noap-nok (female):

Onametpbl; A - 0,035 groiima/ 0,889 mm (+0,002 atoima/0.051mm); D - 0,210 atoinmal/s,334mm
(20,005 atoinmal/0,127mm); E - 0,344 aroinma/ 8,738mm (+0,005 aroima/0,127mm);

OnvHbl: B - 0.800 groinva/ 20,32 mm (0,01 atoiima/0,254mm); C - 0.62 aroiima/15.748mm (£0,005
aonva/0,127vm);  F - 0.172 pgroima/ 4.369vmm (0,005 patoiima/0,127mm); G - 0.281pgt0iva
/7,137mm (20,005 atoinmal/0,127mm); H - 0,312 atoinmal/7,925mm (0,005 arorima/0,127Mm).

R " or §
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MATEPUWAJIbI

KaTeTep 6a/1M10HHbI B HAGOPE C 3HAOCKOMUYECKUM KONMMAYKoM 1 LnpuLeM, o6bemom 10 mn

Balloon Catheter

KOMMNOHEHTHI
yCTpOlcTBa

KateTtep

AgpanTep J1toap-J1oK;

AganTep -
pa3BeTBNeHue

BannoH

OOHOX0A0BOW KpaHMK

DHA0CKOMNYECKIIA
KONMNa4voK

LWnpuy,

{lla3BaHve maTepuana , COHTaKT C NauneHToMm

<paTKOBPEMEHHbIVi
COHTaKT C BHYTPEHHelA
;penoii opraHi13mMa

pybka KaTteTepa:
NeHTITeHOKOHTPACTHbIM nonnatuneH Ne 30453

Yletkn KaTeTepa:
YpeTaHoBbIin Bosb(hpam Ne 20764

3alUMTHBIA KOXYX: nonuteTpafpTopatuneH MS Ne
121

KpacuTenb TeMHo-ceporo: Dark Grey: Carbon
Black, Cl Pigment Red #254, Cl Pigment Yellow

138
Monnamung 6 Ne 40340

OnocpeaoBaHHbIN

COBOKYMHOCTb KpacuTesneil KpacHoro (Tosbko g KOHTAKT C BHYTPEHHEN

010005):

Kpacutenb kopuyHesoro - Cl Pigment Brown 24

Kpacutenb kpacHoro - Cl Solvent Red 225

Kpacutenb opaHxesoro - Cl Solvent Orange 63

Jvokeng TutaHa
Ha BbIxoge: LBEeT KpacHbIN

COBOKYMHOCTb KpacuTeneii rony6oro (Tonbko Ans

010004; 010010):

Jnokeug TutaHa

Kpacutenb rony6oro ClI Pigment Blue 29
Crepear LMHKa

Kpacutens 3eneHoro Cl Pigment Green 7
Ha BbIxofe: LUBET ronyoou

Monunamwng Ne 40340

MonnatuneHosas Tpybka Ne 30040

MonnkapboHat Ne 80020
Kpacutens cuHero: PR-149

CununkoH Ne Dow Coming 360
Kpacutens crHero Ne8381-50-Blue

LmnmHap wnpuua: nonmkap6oHaTNe800200

YNnoTHUTENb wnpuua - XnopbyTtunosas
HaTypanbHaa pesnHa BD STOPPER
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Cpenon opraHusva

OnocpeaoBaHHbIN
KOHTaKT C BHYTPEHHe
Cpefoin opraHnama

KpaTkoBpeMeHHbIi
KOHTaKT C BHYTPEHHeM
Cpefovi opraHn3va
OnocpesoBaHHbIit
KOHTaKT C BHYTPEHHel
Cpe/Ioi opraHu3ma

OnocpeaoBaHHbIi
KOHTaKT C BHYTPEHHeA
Ccpefoi opraHmnama
OnocpeaoBaHHbIi
KOHTaKT C BHYTPEHHel
Cpepoin opraHmsma



LTok wnpuua - nonnctupeH HYPAK PR3ML

PSTYR
riaoop x3Luomn uiciciai WA, VW X
KOMMOHEHTBI [3BaHMe MaTepuana jJKOHTAKT C NaLneHToM
yCTpONCTBa .
KateTtep 'pybKa KaTeTepa: ApaTKOBPEVEHHBIA
[eHTreHOKOHTPACTHbIN nonnatuneH Ne 30453 #OHTAKT C BHYTPEHHEN
(:pedoin opraHvamMa
MCTKH kaTeTepa:
/peTaHoBbI Bonbdpam Ne 20764
BalUmTHBIA KOXYX: nonuTeTpadpTopaTuieH MS Ne
121
<lpacutenb TeMHo-ceporo: Dark Grey: Carbon
Black, Cl Pigment Red #254, Cl Pigment Yellow
138 5
Apnarrep Jioep-Jlok: ~ JTonmammg 6 Ne 40340 OrocpenoBaHHbIA-+
KpacuTenb kopuuHesoro - Cl Pigment Brown 24  KOHTAKT C BHYTDEHHEN
Kpacutensb kpacHoro - Cl Solvent Red 225 CPEAOV OpraHinsva
Kpacutenb opaHxesoro - Cl Solvent Orange 63
Jvokenp TnTaHa
Ha BbIxoge: LUBeT KpacHblii (Tonbko ans 010015)
COBOKYMHOCTb KpacuTernei:
Kpacutenb rony6oro (Tonbko ana 010014
010014-S1;010014-S6)
Jvokeng TutaHa
Kpacutenb rony6oro Cl Pigment Blue 29
Crepeart LMHKa
Kpacutenb 3eneHoro Cl Pigment Green 7
Ha BbIxoge: LBeT ronyooi
AnanTep - Monmamug 6 Ne 40340 OriocpeoBaHHbM
pa3BeTB/ieHNE KOHTAKT C BHYTPEHHEW
Cpegoi opraHu3va
BarnioH Monuatunen Ne 30040 KparkoBpeveHHbI
KOHTaKT C BHyTpeHHel
Cpeaoii opraH/3va
OpHOX0/0BOI KpaHuk MMonukap6oHat Ne 80020 OriocpefioBaHHbIA
Kpacutenb cnHero: PR-149 KOHTaKT C BHYTPEHHEV
Cpeaoii opraH/3va
MpoBOAHMK Hepxxasetolas ctanb AlSI 304: KpaTkoBpemeHHbIA
KOHTaKT C BHyTpeHHel
Cnaiika NpoBOAHMKa: CPEAON OpraHiisva

Cepebpo All-State Ne 430

NoKpbITNE NPOBOAHNKA:
TednoH Dupont 850G-204
3aKMM K NpoBogHUKy onvkap6oHat Ne 80110 OnocpeaoBaHHb I

KOHTaKT C BHYTPeHHel
Cpenoin opraHv3va
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3npockonuueckuii  Cunmko Ne Dow Corning 360 OnocpeAoBaHHbIi

Kpacutenk cHero Ne8381-50-Blue KOHTAKT C BHyTPeHHe/

KONMa4oK p ° cpeqoit opraHuaMa
LLinpuy LiunuHgp wnpuua: noavkap6oHaTNeg00200 OnocpefoBaHHbM
KOHTAKT C BHYTpeHHel

YNAOTHUTENb WNpULa - X1op6yTuiosas CPeAOV OpraHiisva

HaTypanibHas pesmHa BD STOPPER

LLToK wnpuya - nonuctnpedH HYPAK PR3ML
PSTYR

SKCINMYATAUNOHHBIE XAPAKTEPUCTUKWN

N3genns  ycToumBbl Npu  BUOPaLMOHHBLIX Harpyskax B AmanasoHe 10-55 Ty, amnauTyge
nepemetleHuns 0,15 mm.

N3genns B TpaHCMOPTHOWN yNakoBKe YCTOMUYMBLI MPY BUOPALMOHHBIX Harpy3kax B guanasoHe HO-55
Iy, amnauTtyge nepemelleHns 0,35 MM M yaapHbIX Harpyskax npu nvkoBoM yckopeHun 100 m/c
(10g) n pnnTenbLHOCTY yAAPHOTO YCKOPeHns 16 mc.

3genvs ycTonumebl Npu Temnepatype ot +32 go +42°C.

3genvs B TPaHCMOPTHOM YNakoBKe YCTOMYMBLI NPU TeMnepaType TPaHCMOPTUPOBaHNA N XPaHeHs
oT -50 go +50°C.

3genns ycTonumBbl K KOPPO3UM.

MpoyYHOCT b COeANHEHNA YacTell kaTeTepa (ana guameTpos, mm):>1,15 <1,85 - He meHee 10 H;
>1,85 - He MeHee 15 H.

3genvs He noggepraroTcs peskoMy M3MeHEHMIO TeMMepaTypbl BHELLHEeN cpefp!.

N3genus  nocTaBnatoTCs  CTEPUIbHBIMA -+ M He  MOAMeXaT  MNOBTOPHOW  Ae3vHGeKuuu,
NPeLCTEPUNN3ALMOHHOM OYUCTKE N CTEPUNN3ALLMNA.

HENEBOE HA3SHAYEHUWE/MOKA3AHNA K NMPUMEHEHNHO
KateTep 6a/NOHHbLIA B Habope C 3HAOCKOMWYECKMM KOMNaykoM W wnpuuem, obbemom 10 M1
Balloon Catheter M010004:010005:010010) - ncnonb3yetca ANs pacLUMpPeHnss MOYETOYHMKA Mepes
y[aneHnem KamHein MOYeTOUYHMKA U YPETPOCKONUEN, a Takxke A1 pacLUMPeHUs NHTpamypanbHOro
0TAena MoyeToYHMKa. MpeaHasHayeH Ana 0AHOPa30BOr0 NPUMEHEHNS.

Habop Balloon Ureteral Dilator Set 010014: 010014-Sl; 010014-S6; 010015) - mcnonb3yetcs As
pacLUMpeHNsi MOYETOUHWKA Mepes YAa/IeHMEM KaMHelr MOYETOUHUKA WM YPETPOCKOMMEN, a Takke
ANA pacLUMpeHVs MHTpaMypasibHOro OTAesia MOYeTouHMKa. [pefHasHayeH [1s O4HOPa30BOro
NPUMEHEHUS.

MPOTUVBOIMOKASAHUNA

OcCTpblIii ypeTpuT

OcTpblii NpocTaTuUT

OCTpbIil UMCTUT

YpeTpasibHble NaTonorun (MBEPTUKY, AyNAMKaLUS, U T. 4.) 13-3a 0rnacHOCTY nepdopatimu
HecKoppeKT1poBaHHas Koarynonartua

HeBblieyeHHasA MHGEKLUMST MOYEBBIX MyTeN

OCNOXHEHWNA/ TOTEHUMANIbHBIE NMOBOYHbLIE S®®EKTbI

1. VIH(eKUMM MOYEBbIBOAALLMX MyTel
2. TwvenoHetput
3. KpoBousnuaHua

o U RWNE
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© No o

MoBpexaeHve NpueratoLmx TKaHeit (B CBA3N C Ype3MepHbIM HallyBaHMeM 6a/ioHa)
KpoBoTeueHu

Aunsypus

Jlnxopagka

MocneonepaumoHHble 6011

MHCTPYKUWMSA MO NCIMOJIb3OBAHUNIKO

1

~w

10.

11.

12.

13.

14.

15.

CHUMUTE 3aWUTHBIV KOXYX C 6aNIOHHOMO KateTepa v yTUAN3NpynTe ero.

MNPEAYMNPEXOEHWME: He HagyBaiTe 6an10H npeaBapuTeNnbHO.

3athmkempyinTte winpuy, (NocTtaBnseTcs OTAENbHO MO0 BXOAWUT B COCTaB Habopa) Ha GOKOBOM

KpaHVKe KaTeTepa 6Ga/iIOHHOIO M BbINOMHAWTE acnupauyuio 4O MOSHOro yAasieHUs BO3AyXa.

3aKpoiTe KpaHuK.

CMaxbTe cayThlid 6an10H BOAOPACTBOPMMOI CMa3Koii (MOCTaBNAETCA OTAEMbHO).

MpuKpenuTe 3HAOCKOMMUYECKUIA KONMayoK (MoCTaBnsieTcsl OTAeNbHO M60 BXOAUT B COCTaB

Habopa) K BcrioMorate/ibHOMY KaHasy LMCTOCKoMa.

MMoa  PEeHTreHOBCKMM MW (priooporpauyeckum  KOHTPO/IEM C  MOMOLLbIO — LMCTOCKoNa

(nocTaBnseTcA OTAENbHO) MPOABUMHbLTE MPOBOAHUK (MOCTaBNsAETCA OTAENbHO NM60 BXOAWT B

COCTaB Habopa) Ha He06X0MMOE PaCCTOSHME B MOUYETOYHUK.

BBegute KateTep 6asn0OHHBIA Yepe3 NPOBOAHMK (MOCTaBNAETCA OTAE/IbHO MO0 BXOAMT B COCTaB

Habopa). Pacnonoxute KoHel, 6annoHa B AWCTa/IbHOW 4acTU MOYETOYHMKA, OCTaBMB

He60/bLUYH0 YacTb 6afIoHa B YCTbe MOYETOUHMKA, PacLUMPsist ero B MOYEBOM My3bipe.

NMPUMEYAHWME: B KauyecTBe asibTepHaTMBbl Oa/i/IoH WM KaTeTep MOXHO BBECTU Yepes

LIMCTOCKONN KaK eIMHOe LieNoe, Cnefys UHCTPYKLUMAM HUKe:

MofcoeanHUTE 3XKUMHYIKO PYKOATKY K COeAuHeHuto JTo3p JIOK C Hapy>KHOR pe3bboi Ha

6a/1INOHHOM KaTeTepe.

lMomecTuTe MNPOBOAHMK (NOCTaBMAETCA OTAENbHO MO0 BXOAUT B COCTaB Habopa) rMOKUM

KOHLOM Brepe[ B LeHTpa/bHbI NPOCBET U NPOABMraiiTe ero 4o TexX rnop, Noka rmbKuin KOHeL, He

BbIMAET 13 KaTeTepa Ha pacCTosiHME 3 CM.

YaepxuBas NPoBOAHMK (MOCTaBNSAETCS OTAENbHO NM60 BXOAUT B COCTaB Habopa) B TakoM

MOMOXEHUN, NMOBEPHUTE PYKOATKY KaTeTepa Mo 4acOBOW CTPesike Ans ero mKcaLum.

Uepes LMCTOCKOM MpoABUrainTe MPOBOAHMK/KATeTEP TakMM 00pa3oM, 4TO Obl KOHeL, 6annioHa

Haxoaunca B AMCTa/IbHOM 4acTW MOYETOYHMKA, OCTaBMB HEOO/bLUYK YacTb 6GasifioHa B YCTbe

MOYETOYHMKA, TaKMM 06pa3oM, pacLLumpss ero B MOYEBOM My3bIpe.

3anonHuTe wnpuy (noctasnsetcs OTAeNbHO MO0 BXOAMT B COCTaB Habopa) pa3daBneHHbIM

KOHTpacTHbIM BeLecTBOM (roctaenseTcss oTaenbHo) (30 % pacTtBop) v yganute BO34yX W3
npuua. n

MPEOYMPEXAEHWME: Bcerga HanonHAMTe 6a/10H CTEPUNBbHOM XNAKOCTbIO. Hukorga

He UCMOoNb3yNTe BO3AYX, YIEKUC/bIN Fa3 uam Apyroii ras.

OTKpOITe KpaHMK Ha NPOCBETE KaTeTepa Ans HadyBaHWA U HagyinTe 6annoH. MPUMEYAHUE:

ANA obecneyveHVUs Hagfexawero perynvpoBaHus [aBneHns B Oa//IOHe pPeKOMeHAyeTcs

MCMNoNb30BaTb YCTPOMCTBO AN HadyBaHMsi M MaHOMeTp (MOCTaBNseTCs  OTAENbHO).

MPEAYTIPEXXAOEHWE: Ha 39TUKETKE WU3[eniMA  yKa3aHO MaKCUMaslbHOe [aBneHune

HagyBaHWs. He npeBbilLaiiTe MaKCUMasibHOE AaBfieHNe HaLyBaHUs NS AaHHOro U3enns.

3aKpoiTe KpaHMK Ha NpocBeTe KaTeTepa A4/ HafyBaHWsA, MUHUMYM Ha 30 ceK. AN yaep)KaHus

[laBneHns 1 obecneyeHmss He06X0AMMOro pacLLMPEHUS.

NMPNMEYAHWE: Bpems ABngeTca NPUOPUTETOM Nepes, Ype3MepHbIM AaB/eHUEM.

OnopoXHUTe 6annoH, Kcnonb3ys Lwnpuy (NocTaBnsieTcsd OTAeNbHO NM60 BXOAUT B COCTaB

Habopa). lMepemecTuTe 6GanNOH BbIlE M MOBTOPUTE MPOLECC A0 AOCTMXKEHMS HEO6XOAMMOro

pesynbTata.

BbinonHMTe NOMHYK acnupauuio  GannoHa, a 3aTeM  akKypaTHO ydanuTe  uU3fesve.

MNPEAYNPEXAEHWME: ypaneHne KaTeTepa 06/1eryaeTcs BpalleHMeM CTEPXKHSA MpoTuB
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YacoBOW CTPENKNU BO BPeMs U3BMeYeHUs. Mcnonb3oBaHWe Ype3MepHol Cunbl Mpu
N3B/IeYEHNIN GaIIoHa MOXKET HaHeCTN TPaBMy TKaHSIM U/ NOBPeANTL LIMCTOCKOT.

COB/MIOAEHUME COOTBETCTBYHOLWLNX HOPMATWBOB N TEXHUNYECKIWX
CTAHOAPTOB

Komnanns Cook Incorporated npou3BOoAMT BCe MeAULMHCKME W3[enns B COOTBETCTBMM C
[OunpekTrBoin no meamuuHckum mnspennam 93/42/EEC. KomnaHvusa Cook Incorporated npoussoauT
BCe MeAMUMHCKME W3[enna B COOTBETCTBMM C PernaMeHTOM CUCTeMbl KOHTPONA KayecTBa
YnpasneHnsa CLUA no Hagsopy B chepe NULLEBLIX NPOLYKTOB U NeKapCcTBeHHbIX cpeacts (FDA),
Csop (hefepanibHbIX MOCTaHOBMeHMIA 21, 4YacTb 820, CucTema koHTpons kauyecTsa. Bce
NMPOM3BOACTBEHHbIE 0OBEKTHI KOMMaHUW Takxke cepTuduLmpoBaHbl cornacHo EN 1SO 13485 (2012),
Cucrtema ynpasneHnda Ka4eCcTBOM.

FAPAHTUMHBIE OBA3ATE/IbCTBA

MpoussoguTeneM msgenuin aensetcs KomnaHusa «Kyk WHkopnopaiiteg» / Cook Incorporated, 750
Daniels Way, Bloomington, IN 47404, USA , phone: +812 339 2235, fax: +800 554 8335.
YNONHOMOYEHHbIM MpeAcTaBuUTeNIeM MPOU3BOAUTENS Ha Tepputopun Poccuiickort  Pefepaumm
ABNsAETCA 3aKpbITOe akLMoHepHoe 06LecTBo «LLIATM» (3A0 «LLATM)

Poccus, 119002, r. Mocksa, KapmaHuukmia nep. 4.9.oquc 501a.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail: info@schag.ru

"apaHTVX NPOU3BOAMTENS B 0083aTe/IbHOM NOPSIAKE PACMPOCTPAHAOTCS Ha KAYECTBO M3AENUIA.

CPOK FOAAHOCTM

[aTa OKOH4YaHMSi CpPOKa FOAHOCTM YyKa3aHa 3HauyKamy Ha 3TUMKEeTKe. CpOK rogHOCTM 0603HaueH
NHAMKAUWEeA BPeMeHU M3roToBneHns (pabpuyHbIii CUMBO/) M AaTOW UCTEYEHUS CPOKa FOAHOCTM
(3Ha4YOK MecoyHbIX 4YacoB). PasHuna mexay 06evMu gaTamm U SBNSETCA CPOKOM rogHocTn. Cpok
rOAHOCTW KaTeTepoB AWNaTaumMOHHBbIX AN MOYEBbIBOAALLENA CUCTEMbI B Habopax, YKasaHHbIX B
[laHHOM pe3toMe, cocTaB/seT 3 (Tpu) roga.

CTEPUNN3ALUNA

KaTeTepbl AunaTauyoHHble Ans MOYEBbIBOASLLEN CUCTEMbI B HAOOpax MOCTABSKOTCH CTEPU/bHBIMU
B yNakoBKe C OTCMavBaeMOil MOBEPXHOCTbIO, WCMOMb3ysl YTBEPXKAEHHbIA MeTOA 06paboTKY
3TUNEHOM OKCUfA /151 AOCTVKEHWSI FapaHTUPOBAHHOIO YPOBHS CTepUnbHOCTM 10' . [aHHble n3genus
npefiHasHayeHbl 15 OfHOPAa30BOr0 MpPUMeHeHKsi. OCTalOTCs CTEPUIbHBIMA B 3aKPbLITOA U
HEMOBPEXAEHHOW yMakoBKe. He ucMonb3yiiTe u3genve NPU  HaMuMM  NOAO3PEHWIA  Ha
HECTEPU/IbHOCTb.

MPABUTA XPAHEHUNA

KaTteTepbl AMnaTaUMOHHbIE A1 MOYEBbLIBOAALLE CUCTEMbI B HABopax A0/MKHbI XPaHUTLCS B TEMHOM
CYXOM MecTe; n3berainTe AMTeNbHOIO BO3ENCTBUSA CBETA.

MPABUJTIA TPAHCITOPTUPOBKW

Mpu nepeBo3Ke CreflyeT YuWTbiBaTb TUM WCMOMb3YEMOr0 TPAHCMOPTa, MYHKT Ha3HaueHus,
MOCTaBLLYKA, UCMOMb3YEMOro A/1s MEePeBO3KM, a TaKXKE YaCTOTY M YCIOBUS KaKUX-NM60 Meperpysok,
HEo6X0AMMbIX BO BPEMS TPAHCTMIOPTUPOBKM.
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YCNOBUA SKCITTYATALUNN
KaTeTepbl AunaTalMOHHbIE AN MOYEBLIBOASALLEN CUCTEMbI B HABGOpax MCMOMb3YOTCA B NleYeOHbIX

MEANLIMHCKMX YUPeXaeHNsIX.
JNIOCTABKA

KaTeTepbl AvnaTalMoHHbIE 415 MOYEBbIBOASALLEN CUCTEMbI B Habopax AOCTABNANTCS B OTAE/NbHbIX
VHAMBMAYa/IbHBIX YNAaKOBKaX C MHCTPYKLME Mo UCNob3oBaHUIO. MoMeLLaoTCs B FOPPOKAPTOHHbIE
KOpPOO6KM, Ha KOTOpbIe M0 GOKam WK Mo NepUMETPY HaHOCMTCS KOHTPO/IbHAsA NeHTa.

KOMITIEKT NMOCTABKW

KaTeTepbl AgunaTauMoHHble A1 MOYEBbIBOASLLEN CMCTEMbl B HaGOpax MOCTaBMAKTCS MOLTYYHO B
CTEpUNbHOI yNaKoBKe, KOTOpas repMeTUYHO 3anasiHa B KOMM/EKTe C MHCTPYKLMEN N0 NPUMEHEHMIO.

NMAPAMETPbI YTTAKOBKW

KaTanoxHblii Homep ~ BbIcoTa, cm LLIvpuHa, cm Macca, r MorpeLHoCTb
010004 50.2 20.3 61.2 +10%
010005 50.4 20.3 53.6 +10%
010010 50.2 20.3 61.2 +10%
010014 52.5 25.4 1994 +10%
010014-S1 53.3 25.4 199 +10%
010014-S6 38.1 20.3 33 +10%
010015 52.2 25.2 198.2 +10%
MAPKVPOBKA

KaTeTepbl AWMaTaLUMOHHbIE [/11  MOYEBbIBOASLLE CUCTEMbl B Habopax MOCTaBNATCA B
WHAVBUAYaNIbHOM YMaKoBKe, Ha KOTOPOM AO/MKHbI OTCYTCTBOBATb MPM3HAKW MOBPEXAEHVS Wn
OTKpbmVs. [Mpy  0BHapy>KeHWM MepervnéoB, pPaspbIBOB M ApYyrvx [eteKTOB U3aenue Henb3s
CMOMb30BaTb.

Ha 3TVKeTKe U3aenns yKasaHbl cieaytoLLyve napamMeTpbi:

- KOMMaHUA-U3roToBUTE b N MPON3BOACTBEHHBIN afpec;

- Ha3BaHWe mn3genms (ToproBas MapKa);

- CEpUHbIA HOMEp;

- 3Ha4ok CE-cepTugmkauumu,

- 3HAYOK CTepun3aLmy;

- agpec npeacrasuTens B EC;

- TOpro.asi MapKa Npon3BoanTeNs;

- AaTa U3roToB/EHUS;

- pasmepbl;

- 00LW@sA cxema v3nenvs;

- HOMep napTuu;

- 3HAYOK OIHOPA30BOr0 M1CMO/Ib30BAHS;

- IoMeTKa «BHMMaHne. OBpaTnUTeCh K MHCTPYKLMM MO UCMO/Ib30BaHMION;
- NOMETKA /19 06paLLIEHMA K MHCTPYKLUMM MO UCMO/b30BaHWIO;
- CPOK roAHOCTY;

- 3HAYOK (PTa/I1aTOB.
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NMPABUNA YTUTTN3ALUNN OTXO40B

Mocne  3aBeplleHnss  npouedypbl  YCTPOMCTBA  AO/MKHbI  YTUIM3MPOBATLCA  COMIACHO
NHCTUTYLMOHa/IbHBIM PYKOBOACTBaM /11 GMOIOMMYECKUX MeANLMHCKNX OTXOA0B.

Ona ctpaH EC - B COOTBETCTBUM C PYKOBOAATUMMM [OKyMeHTaMu BcemumpHoi OpraHusauum

3paBooXpaHeHus.
Onsa US cTpaH - B cootBeTcTBUN ¢ MuHucTepcTteoM Tpyaa CLUA o besonacHocTu u I'nrueHe Tpyaa
(OSHA)

Ons  Poccuiickoi ®epepauuy - B COOTBETCTBUM C  HaUMOHa/IbHbIMK  TpeboBaHuAMMK. Knacc
0NacHOCTW MeAULMHCKMX OTX0A0B: Knacca b.

/nognucaHo/ Jata: 15 aBrycta 2017 r

Kpuc Besepc,
crneunanucT oTaena HOpMaTUBHO-MPABOBOr0O PerynnpoBaHus
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[MepeBog faHHOTO TeKcTa caenaH MHOIA, nepesog4ymMkom KrnenHesbiM BukTopom UNropesnyem.

NoarCh

Poccuitckan Pegepaums

"opoa Mocksa

[BaguaTb NepBoro asrycTa Age ThiCAYM CEMHAALATOro roga.

A, Aknmos I'ne6 bopurcosny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYO NOAIMHHOCTbL MOANMCH
nepesogunka KnenHesa BukTopa Kropesmya.

Moanuck caenaHa B MOEM MPUCY TCTBUN.

JINYyHOCTb MOANMCABLLEr0 AOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo BpeecTpe: No "C).
B3bickaHO rocygapcTBeHHOW nownmHbI(No Tapudy): 100py6.
YnnayeHo 3a OKasaHue yCnyr NpaBoBOro M TEXHWYECKOro XxapakTepa:

[MOANUCh

Bcero npoLLHypoBaHo, NpPoHYMepoBaHo

*x
1 CKPEN/IeHo nevyaTbio nncT(a)(oB) p6olesa Mevatb

HoTapuyca r.MockBbI

HOTapmyC ATMOBa r.B.

TIOAMNNCH!

Pocoiickesn LU

21
A. AxvoB 71e6 GOpVOOBIY, HoTepuyc ropoga MoOCKBbI,
CHPTETECTEYIOBITEC b"’Ni” CTPHPTEERAO N Aorymerra BCEro npoLnTO, MPOHYMEPOBAHO,
30ENVCTIV0BAHD B PEECTE:
B3bICKAHO rOCY/JapCTBBMHOM NOLMHBI (M0 Tapndpy): 1 A~ /75LLAS CKoen/eHo nevyarbro A .rﬂMCTa(OB)
YnnadeHo
MonLLymyc.

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



KOlrumsl

SECRETARY OF STATE
STATE OF INDIANA

Connie Lawson
Secretary of State

APOSTILLE
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COOK

MEOtCAL

Instructions for Use
Balloon Dilation Catheters for the urinoexcretory system in sets
INTENDED USE
Used for urinoexcretory system dilation (see instructions for Use).

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

DEVICE DESCRIPTION

Paraneter  Conversion
1Aech  1mm= IFr/3
1linch 254 mm

Ascend AQ Ureteral Dilation Balloon Catheter in set with one-way stoncock (AUBI

vfeeA'tVC
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Parameters ofbatwinv manifold:

Lengths: A" - 2.275 inch/ 57.785mm (x0.005inch/0.1227mm); “B”- 1675 inch/ 42.545 nm
(20.005inch/0.127mm); “C”- 0.600 inch/15.24mm (+0.005inch/0.127mm); “D”- 1575
inch/40.005 mm (x0.005inch/0.127rmm).

Dianeter; “E’- 0.136 inch/3.454 mm (£0.005inch/0.127mm);

Angle “F’- 40°

Bl

wadil SR B -
- - A
Order number Catheter Balloon
Diameter Length,cm  Diameter Length, cm
Fr/mra mm
Tolerance +10%0 +10% +10% +10%
AUB-4-4 5,0/167 & 40 40
AUB-4-6 5,0/167 &% 40 6,0
AUB-4-10 5,0/167 &% 40 100
AUB-5-4 5,0/167 & 50 40
AUB-5-6 5,0/167 & 50 60
AUB-5-10 5,0/1.67 &% 50 100
AUB-6-4 5,0/167 &5 60 40
AUB-6-6 5,0/167 &5 6,0 60
AUB-6-10 5,0/1,67 & 60 100
AUB-7-4 5,0/167 & 70 40
AUB-7-6 5,0/1,67 & 70 60
AUB-7-10 5,0/1.67 & 70 100
AUB-10-4 5,0/167 65 100 40
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MATERIALS

Component 0lleM Patient Contacting
Catheter Tubing Nylon Ne 40063 Direct Contact
Ink PolyKing 3112 ink Non-Contact
) White Ink

AQ coating Polyvinylpyrrolidon PV05-0010 Direct contact
Balloon Tubing Nylon #41143 Direct Contact
Marker 0% Pt, 10%06Ir Direct Contact
Batwing manifold Polyamide 12-Cormpound # 40960 Red

Cl Pigment Red 149

Cl Pigment Yellow 138

Calcium Carbonate

Carbon Black
One way stop cock Body: Polycarbonate, Clear #80020 Non-Contact

Rotating Connector: Polycarbonate, Clear

Stent Celcon, Grey

TECHNICAL CHARACTERISTICS

Balloon Dilation Catheters for the urinoexcretory system in sets are stable under vibration
loads in the range 10-55 Hz, amplitude displacement of 0.15 mm

Balloon Dilation Catheters for the urinoexcretory system in sets in packaging are stable under
vibration loads in the range 10-55 Hz, amplitude displacement of 0.35 mmand shock loads at
peak acceleration of 100 m/ s2 (I0g), and duration of shock acceleration of 16 rs.

Balloon Dilation Catheters for the urinoexcretory system in sets are stable at temperatures in
the range of +32 to +42°C.

Balloon Dilation Catheters for the urinoexcretory system in sets in packaging are stable at a
transportation and storage temperatures in the in the range of-50°C to +50°C.

Bond tensile strenght (for diameters, nm): ->1,15 <1,85 - no less than 10N;
>1,85 - no less then 15 N.

Balloon Dilation Catheters for the urinoexcretory system in sets are resistant to corrosion.

Balloon Dilation Catheters for the urinoexcretory system in sets are resistant to drastic
change in the ambient termperature.

Products are supplied sterile, for one-time use and shoud not be re-sterilized.
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4. Prepare inflation device in standard manner and purge all air from syringe and tubing. To

ensure proper regulation ot balloon pressure, use of a balloon inflation device and pressure

gauge is recommenced.

5. Attach the prepared inflation device to the balloon lumen, open the stopcock on the

inflation device and inflate the balloon.

6. Close the stopcock on the inflation device for at least 30 seconds to maintain pressure and

SII%N adequate dilation. Time, rather than excessive pressure, is the key factor in transluminal
ilation.

BALLOON DEFLATION AND WITHDRAWAL

1 Aspirate the balloon completely.

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

damage the cystoscope.

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 INFORMATION

Manufacturer Cook Incorporated., Cook Incorporated, 750 Daniels Way, Bloomington, IN
47404, USA, phone: +812 339 2235, fax: +800 554 8335.

Authorized representative on the termitory of the Russian Federation - Company “SCHAG”
(ZAO ""'SCHAG”). Russia, 119002, Moscow, Karmanitzki per. 9. Ofllce 501A

Tel. (495) 956-13-00;
Fax (495) 956-1310,

e-mail: info@schag.ru
Manufacturer’s warranty extends to the quality of 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 shelf-life of the products falling under the scope of this technical data summery - is 3
(three) years.

STERILZATION DETAH.S
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- device nare (trace mark);

- serial number;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- trace mark of the manufacturer;

- manufacturing date;

- Sizes;

- schematic picture;

- lot nunter;

- marking for “Single use only”

- marking for “Attention. See Instructions for Use”
- marking for consult Instructions for Use

- shelflife
- marking for phthalate
Product Sample Label
Ascend
U!‘ete_ral
Dilation Asund’ AQ> Uil(ji OibtiOfl Balloon Cothoier
Balloon Noittita Dlaoieioi inlbiion Pftssu» 14 Am
Catheter m _
set with one- mtuui
Way
stopcock
(AUB-) o
LIGBAP3Js
WwTTTAT
ek LAlio*
@(K>K
amMvdid
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MepeBof, C aHINIMIACKOro A3blka Ha PYCCKUI Si3bIK

CEKPETAPb WUTAT
WTAT NTHONAHA

KoHHM J1oyCoH
CekpeTapb LWTaTa

AMOCTU/b
(Taarckas KoHBeHUusi OT 5 okTs16psa 1961 roga)

1 CrpaHa: COEANHEHHbLIE WTATBI AMEPUKA

[aHHbli Ny6ANYHBIA JOKYMEHT
2 6b1n nognucaH: Mxummmn J1. PugHep

3 BbICTyNnalwLWMM B kKa4yecTBe: Ny6/IMYHOro HoTapuyca OT MMEHM U MO MOPYYEHUIO OKpyra
MoHpo
4 HOCVUT neyatb: Ny6/IMYHOIo HOTapuyca OT MMEHWU U MO NOPYYEHUIO LITaTa

3aBepeHo
5 B I. lHAgnaHanonuc, iHgmnaHa

6 cemHaguartoe asrycrta 2017 r.
7 CekpeTapem LUtata MiHanaHa
8 3a Homepom: Ne A2017-0817102537
9 Teuartb: MNMeyaTb LWTata MIHgmMaHa
10 Mopgnuce: (KoHHK JloycoH, cekpeTapb wrarta HavaHa)
LencteutensHble ¢ 1 mas 2003 roga, Bce anoctunm CekpeTtaps wrara VHavaHa OO/MKHbI

NMEeTb 3/1IEKTPOHHYIO MneyaTb.
[JOoKyMeHT 6bI/1 npocMoTpeH 17 mapTta 2012 .
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I'Iapameprl aganTepa - yaspBeTB/IEHNA C ABYMSA NPOCBET aMu:

OnvHbl: "A” —2,275 aovima/ 57,785 mm (20,005 aromval/ 0,127 mm); “B” —1,675 arorimal 42,545
MM (20,005 proiiva/ 0,127 mm); “C” - 0,600 arorima/l5,24mm (0,005 atoiiva/ 0,127 mm); “D” -
1,575 aroima/40.005 mm (0,005 arorima/ 0,127 mm).

Ovametp: “E” - 0,136 groinma/3,454 mm (0,005 groimal 0,127 Mm);

Yron “F” - 40°
D ‘.
F
3
c B
A o
KaTanoxHblil Homep KaTeTep BasinoH
JdunameTp OnnHa JdunameTp OnnHa
Fr/ mm cm MM cm
MorpeLlsHoCTb +10% +10% +10% +10%

AUB-4-4 5,0/1,67 65 4,0 4,0
AUB-4-6 5,0/1,67 65 4,0 6,0
AUB-4-10 5,0/1,67 65 4.0 10,0
AUB-5-4 5,0/1,67 65 50 4,0
AUB-5-6 5,0/1,67 65 50 6,0
AUB-5-10 5,0/1,67 65 50 10,0
AUB-6-4 5,0/1,67 65 6,0 4,0
AUB-6-6 5,0/1,67 65 6,0 6,0
AUB-6-10 5,0/1,67 65 6,0 10,0
AUB-7-4 5,0/1,67 65 7,0 4,0
AUB-7-6 5,0/1,67 65 7,0 6,0
AUB-7-10 5,0/1,67 65 7,0 10,0
AUB-10-4 5,0/1,67 65 10,0 4,0

MATEPUANbI

KaTteTep 6ann0HHbIN B Habope ¢ ogHoxoaoBbIM KpaHukom Ascend AQ Ureteral Dilation Balloon

Catheter (AUB)

KOMMNOHEHTHI HassaHue maTepunana pATaKT C nayneHToM
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X

yCcTpoiicTBa ?

: NMEHHb I
KaTeTep I"py6Ka KaTeTepa: CpaTKoBpe §
~elinoH Ne 40063 ::O'Wg;TOC Iraampn?gmm
WNeTku kateTepa: Pefon opl

MolyKing 3112 ink
AQ NokpbITME KaTeTepa:
MonusmHmnnuponngoH Ne PVV05-0010

Heii No4114 KpaTkoBpeveHHb I 5
BannoH ennoH Ne 3 C By TpOHHET
MeTK GannoHa: CPEAOV opraHiisMa
MnaTnHOBO-UpMAMEBLIA cnnas 90% Pt, 10%Ir
. . OriocpeaoBaHHb I
Apartrep-passeTerieHve: Marepuan: MNovammg 12 .
PP COBOKYMNHOCTb KpacuTeSei: KOHTaKT C BHYTPEHHEV
Kapacutenb kpacHoro Cl Pigment Red 149 Cpenon opraHnsma
Kpacurens xerroro Cl Pigment Yellow 138
KapboHaTt karbuyst
Caxka rasosast
Ha BbIX0oAe: LBET KpacHbIii
. OnocpenoBaHHb I
OfHOX0/A0BOM KpaHuK IMonmkapboHat Ne 80020 .
Hoxkka KpaHuKa: cepblil auetan Celcon KOHTAKT C BHYTREHHEW
KpacuTerib ceporo: CPEAOM OpraHisva
COBOKYIMHOCTb KpacuTeSei:
Jviokena TuraHa
BucmyT okemxnopumg,

Cl MrveHT YepHbIn 7
Ha BbIXofe LBeT - cepbiA.

SKCIMNMYATALUNOHHbBIE XAPAKTEPNCTUNKWN

N3gennsa  ycTOMuMBbLI NpU  BMOPALMOHHLIX Harpyskax B AuanasoHe 10-55 [u, amnautyge
nepemeTueHusa 0,15 mm.

3penna B TpaHCMOPTHON ynakoBKe YCTOWUMBLI NPY BUOPALMOHHBIX Harpy3kax B gvanasoHe 10-
Iy, amnantyge nepemelleHns 0,35 MM 1 yapHbIX Harpyskax rnpu nvkosom yckopeHuu 100 m/c
(10g) n pnnTenbLHOCTY yAaPHOTO YCKOpPeHns 16 mc.

3genvs ycTonumBbl Npu Temnepartype oT +32 A0 -b42°C.

N3gennsa B TpaHCNOPTHOM YNakoBKe YCTOMYMBBI NPW TeMMepaType TPaHCNOPTUPOBaHUA U XpaHeHS
ot -50 go -1-50°C.,

MpPOYHOCT b COeNHEHNA yacTeii kaTeTepa (ana anameTpos, mm}: >1,15 <1,85 - He meHee 10 H,
>1,85 - He MeHee 15 H.

3aenus ycToiumebl K KOPPO3WIN.

/30enms He NOJBEPraloTCs Pe3KOMY U3MEHEHMIO TeMMepaTypbl BHELLHel cpefpb.

N3mennst  MOCTaBNstOTCS  CTEPWIbHBIMA U He  MOANeXaT  MOBTOPHOW  Ae3uHdeKumn,
npeacTePUNN3ALNOHHOM OUMCTKE 1 CTEPUNM3ALMN.

TTENEBOE HASHAYEHWE/MOKA3AHWA K MPUMEHEHWIO

KateTep 6annoHHbIA B Habope ¢ oaHOXo4oBbIM KpaHukom Ascend AQ Ureteral Dilation Balloon
Catheter (AUBI - ucnonb3yetcs N8 paclUMpeHns MOYETOUHMKA Nepes YAaleHMeM KamHein unm
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YPETEPOCKONVE, a TakkKe A1 WHTpaMypaslbHOro OTAena MOYeTOUHMKA. [lpegHasHaueH [Ans
0[IHOPa30BOro MPUMEHEHNS.

MPOTVBA OKASAHM

OcCTpblil ypeTpuUT
OcTpbIii npocTaTuT
OcCTpbIil UUCTUT

YpeTpasibHble NaTosornm (ANBePTUKY/, AyNnanKauyvs, U T. 4.) U3-3a onacHOCTU nepdopal

HecKoppeKT1poBaHHas Koaryonatus
HeBbleYeHHas MH(EKLIMSI MOYeBbIX NyTei

AOTOHBEAH NMOTEH YW H-bHE MBEOHHLE SPHEKTb |

N U AWDN

VHheKLUMN MOYEBLIBOAALLMX MyTel
I'ImenOHqupvlT
KpoBon3nnaHus .
OBpEeX/eHVe NPUeraroLLmMX TKaHel (B CBS3N C Ype3MepHbIM HalyBaHMeM 6as/ioHa)
KpoBoTeueHn
Ansypus
Jlnxopagka
MocneonepayoHHbIe 60

VHCTPYKLY/HNno O O B3CBAHAO
MOATOTOBKA BAN/IOHA

[Tocne wu3BfeYeHUs U3AENUA W3 YMAKOBKM OCMOTPUTE OGa//IOHHbIN KaTeTep Ha Ham
NOBPEX/EHNI BO BPEMS TPAHCMOPTUPOBKMU.

CHUMUTE 3aWMTHYI0 060/104KY C G6anioHa U yTunmnsupyiTe ee. Mpukpenute K NPOCBeTY A5
HagyBaHWa GannoHa wnpuy (NocTaBNAeTcs OTAENbHO), 3ano/iHeHHbIM 5 Mn pa36aBneHHOro
KOHTPacTHOro Bewyectsa (MOCTaBNsAeTCA OTAE/NbHO), U NPUMEHUTE OTpULIATE/IbHOE AaBfieHue OT
20 po 30 cek. BbicBoboauTe OTpMUATE/IbHOE AaBfeHWe B LUMPWUL, MO3BOJISS KOHTPacTHOMY
BellecTBY nonacTb B 6asnoH. OTcoeAuMHUTE LINPWL, OCTaBMIsASi KOHTPACTHOE BELUECTBO B
npoceeTe 6as110Ha.

BBEAEHVE N PA3YBAHWE EATTOHHOIO KATETEPA
1 Tloa peHTreHONOrMYecKM KOHTPONEM Yepe3 LMCTOCKON (MOCTaB/sAeTCst OTAENbHO) NPOABUHLTE

3

B NPoBOAHMK (NocTaBnseTcst otaensbHo) (ao 0.038 arorima/0,96MM B AmMameTpe) Ha HeobXxoauMmoe

2.

paccTosiHWe B MOYETOYHMK 3a Npeaenbl 061acTy NIaHUPYEMOro pacLUMpeHus.
AKTUBUPYITE MOKpbITHE AQ, Norpysvs 6GasiioH MU KaTeTep B CTEPU/IbHBIN (IM3MOIOr NHECKUIA
pacTBop Ha Npn6am3nTenbHO 30 CeK. A
OCTOpOXXHO npoapuranite OGa/NOHHBLIA KaTeTep Yepe3 paHee YCTaHOB/EHHbIA MPOBOA
(nocTaBnseTcAd OTAENbHO) MOA PEHTTEHONOMMYECKUM KOHTPO/IEM, WCMOMb3ys MapKepbl /15
o6ecrneyeHns Hanexallero no3vuuMoHMpoBaHns. MNpoaBrHbLTE KaTeTep Takum 06pa3oM, YTOObI
BeCb 6asI/IoH BbILLIES U3 LMCTOCKOMA Nepes pasgyBaHuem b6anioHa.
MofroToBbTe YCTPOMCTBO A4/151 pasfyBaHns (MOCTaB/AETCA OTAe/IbHO) CTaHAAPTHBIM CNOCO60M 1
yjanmTe BeCb BO3AyX M3 LUNPpULA N KaTeTepa. [1s1 obecrieveHNss Hag/1eXkallero perympoBaHms
[aBneHnss B GaslloHe PEeKOMEHAYeTCA WCMOo/Mb30BaTb M3fenve 1A HafyBaHUs U MaHOMETP
§_IOCT8.BI'IFI€TCFI OTAE/bHO).

PUKpenuTe MOArOTOB/IEHHOE YCTPOMCTBO NS HadyBaHWA K MPOCBETY OasifioHa, OTKP
KPaHWK Ha W34e/Tnn 1 pasayinTe G6asiioH.
3akpoiiTe KpaHWK Ha u3genmu MuH Ha 30 cek., 4T0Obl NOAAEPXMBATb JaBNeHne U 06ecrnevnTb

Heo6XoarMoe paclLuMpeHue. Bpems SBnseTcs NPUOPUTETOM Nepes Upe3MepHbLIM [aBNeHNEM.

CNYCKAHWVE N N3BJTIEYEHWME BAJIJTIOHA
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1 T10/HOCTBLHO ONOPOXHUTE GAIOH.

2 [locne NomHOro ornopoXXHeHeHWs 6GannoHa MeA/ieHHO WM3BNEKWUTe KateTep. Y[aneHue KaTeTepa
o6nieryaeTca BpalleHVeM MPOTMB 4acOBOW CTPENKU BO BPEMS M3BMeYeHUs. VIcnonb3oBaHue
4pe3MepHO CUNbI NPU U3BATUN GaTIOHA MOXET NPUBECTM K TPaBMam TKaHeil n/unm nospesuT
LIMCTOCKON.

MMOK.1TKOAEHNE
rMAHOAPTOB

Komnanus Cook Incorporated npousBoguT BCe MeAUUMHCKME W3Aenns B COOTBETCTBUU C
[vpekTrBoin No meanuMHCKMM un3genuam 93/42/EEC. KomnaHnus Cook Incorporated npoussoauT
Bce ™aMUAHCKKE W3denMs B COOTBETCTBUM C PernameHTOM CUCTEMbl KOHTPOA KadvecTBa

Ynpasnenusa CLUA no Hafzopy B cihepe MuLLEBbIX MPOAYKTOB M NeKapcTBeHHbIX cpeacts (FDA)
Csop hefepanbHbIX NOCTaHOBMEHUI 21, YacTb 820, CucTema kouTpT A

NPOU3LLACTBEHHbIE 006BLEKTbI KOMNaHUM TakxKe cepTuduumpoaHbl cornacHo EN ISO 13485 (20 ),
Cucrtema ynpasneHNA KayeCTBOM.

FAPAHTUWHBIE OBA3ATE/ILCTBA

Mpown3BoauTenem M3Lennii ABNSETCA KOMMaHUs

Daniels Way, Bloomington, IN 47404, USA , phone: +812 339 2235, fax. +800 554 8335.
YNONHOMOYEHHbIM NPeLCTaBUTeNeM NPOU3BOANUTENS « = TEPPUTOPUM Poccuiickoin Pesepaym
ABNAETCH 3aKpbITOe akuMoHepHoe 06wecTBo «LLAM» (BAO «LLIATM»)

Poccums, 119002, r. Mocksa, KapmaHuukuid nep. 4.9.o¢mc 501a.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail; info@schag.ru

rapaHTI/II/I Nnpon3BoanNTENA B 06513aTeNbHOM nopsaakKe pacnpocTpaHATCA Ha Ka4eCTBO U3AETUN.
CPOK FOAHOCTM

[lata OKOHYaHWA CpoKa rogHOCTM YKa3aHa 3HaukaMu Ha 3TUKeTke. CpOK rogHocTu 0603HauveH
NHAMKaLMeA BPeMEHU M3roToB/eHns (pabpuuHbIi CUMBOM) M AATON UCTEYEHUS CpoKa

(3HaYOK HeeouHbIX 4YacoB). PasHMLA Mexay obeMmu gatamu un ™ =\'P*2 oI’ ™ HbBH X B
FOAHOCTW KaTeTepoB AWNaTauMOHHbLIX 415 MOYEBLIBOAALLEN CUCTEMbl B Habopax, YKasaHHbIX
[aHHOM pe3tome, cocTaBnseT 3 (Tpu) roga.

CTEPUNTN3ALUNA

KaTteTepbl gunataynoHHble 415 MOYEBbIBOAALLEN CUCTEMbI B Habopax "T6oab™u
B yMak»Ke C OTC/llauBaeMON HOBEPXHOCTHID. WCMO/b3YA

3TWUMEHOM OKCMAa AN AOCTUMXKEHWS rapaHTMPOBaHHOIO YPOBHS cTepunbHocTH 10 . Am
npegHasHayeHbl [AN8  O4HOPA30BOr0 NpuMeHeHmsi. OcCTalTCAd  CTEPUbH N o
HENoBpeXAeHHOW  ynakoBke. He wucnonb3yiTe u3genne nNpu HaAMuUMKM  NOJO3PEHUN
HeCTepUIbHOCTb.

MPABUNA XPAHEHNA

KaTteTepbl gnnaTalMoHHbIe ANA MO‘-IEBbIBO,EIﬂLUﬁVI CUCTEMBI B Ha60an [O/KHbI XPaHNTLCA B TEMHOM
CyXOM MECTE; n3beranre ONNTENBHOrIO BO3,E|,€I7I€TBI/IFI CBETa.

nrpasuna TPAHCIIOPTUPOBKIN
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LLln nepeBo3ke CcnefyeT Y4uuTbiBaTb TUM WEMO/b3yEMOr0 TPAHCMOPTa, MYHKT Ha3HaueHus,
noeTaBLLMKa, UCMONb3YEMOr0 /11 MePeBO3KM, a TAKXKE YacTOTy M YCNOBUA KaKUX-1Mbo neperpys
HEe06X0UMbIX BO BPeMSt TPAHCMOPTUPOBKM.

YCNOBUA SKCIIJTYATAUNIN
KaTeTepbl AunaTauMoHHble A1 MOYEBbLIBOASLLEN CUCTEMbI B HAGOpax MCMOMb3YHOTCS B NeYeBHbIX
MEAVNLMHCKNX YUPEXAEHUSX.

NMOCTABKA

KateTepbl AnnaTauyoHHbIE 1S MOYEBbLIBOASLLEN CUCTEMbI B HAaGopax AOCTABMSNTCA B OTAE/bHbIX
VHAMBUAYANbHBIX YNAKOBKaX C MHCTPYKLWME MO UCMoMb30BaHMI0. MoMeLarTes B FopPOKapTOHHbIE
KOPOGKU, Ha KOTOPble N0 6G0KaM UK Mo NepuMeTPpy HaHOCKUTCS KOHTPO/bHas NeHTa.

KOMITIEKT NOCTABKW/

KaTeTepbl AnnaTauyoHHbIE 415 MOYEBbLIBOAALLEN CUCTEMbI B HAG0paX MOCTaBSAOTCA MOLUTYUHO B
cCT™ 0”7 BKe, KOTOpasi FepMETUYHO 3anasiHa B KOMM/IEKTE C UHCTPYKLIMEA HO NPUMEHEHWIO.

KaTtanoxHblii Homep ~ BbICOTa, CM LLInpuHa, cm Macca, r [orpeLwHoCTb

25.4 146 +10%
AlJB-10-4 535 . e ot
n1TB-4-10 53 25.3 . ”

25.5 142.2 +10%
AUB-4-4 53 . ”

25.4 43.3 +10%
AUB-4-6 52.6 5. o
AUB-5-10 52.8 25.4 142 +

25.4 114.4 +10%
AUB-5-4 52.8 .

25.4 146 +10%
AUB-5-6 53.3 .

25.5 146 +10%
AUB-6-10 52.8 )

25.3 145 +10%
AUB-6-4 53 .

25.4 142.6 +10%
AUB-6-6 52.8 :

25.4 145.6 +10%
AUB-7-10 52.8 :

25.4 144 +10%
ATIB-7-4 53.3 . o
AUB-7-6 53 25.3 143 +10%
MAPKNPOBKA
KATeTepbl AMnaTauuoOHHbIE [/1  MOYEBbLIBOASALLIEN CUCTEMbI B

Habopax MOCTaBNsOTCA B
WHAMBWAYaNbHOM YNaKoBKe, Ha KOTOPOM [AO/MKHbI OTCYTCTBOBAaTb MPU3HAKW MOBPEXAEHUS WM

OTKpbITUA. [py  06Hapy>keHWn nepernbos, paspbiBOB U APYrUX [Ae(eKTOB W3LeNne Henb3s
1CNOMb30BAaTh.

Ha aTukeTke 13fenua ykasaHbl CriefytoLme napameTpbi:
- KOMMaHWs-13roToBUTES b U MPOU3BOACTBEHHBIV afpec,
- Ha3BaHWe n3genus (Toproeas Mapka);

- CEPUIAHBIA HOMEP;

- 3Ha4oK CE-cepTuUthmKaumm;

- 3HAYOK CTepunn3aLuu;

- afpec npeacrasutens B EC,;

- TOproeas MapkKa npon3BoAuTeNs,

- jaTa U3roToBMIEHUS;
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pasvepbl;
obLasa cxema u3nenvs;
HOMep napTuu;
3HA40K 0HOPA30BOro UCMOMb30BaHWS;
WI0MeTKa «BHMMaHme. O6paTnTech K UHCTPYKLMA M0 UCMOS1b30BaHNIO»;
W1OMETKA /151 00paLLIEHNST K UHCTPYKLMM M0 UCM0/1b30BaHWIO;
- CPOK rofiHOCTW;
- 3HaYOK (hTasarToB.

K»T««p GLUIOHMBIV t HA60P» 0 OAMOM/IOBbIM «PaHULLB
Ascwd AQ Urawral OtlaPon Balloon Calhetor

™

fcMed wr*s dn b ¥

iraf.
epiannap
—n

MPABUNA YTUNN3ALNKN OTXO40B

Mocrne  3aBepLUEHMs]  MpPOLeAypbl  YCTPOMCTBA  AO/MKHbI  YTWIMBMPOBATLCA  COF/IAacHO
VHCTUTYLMOHa/IbHBIM PYKOBOACTBAM /11 61010 MUECKUX MEANLIMHCKMX OTXO/I0B.

Ona ctpaH EC - B COOTBETCTBMM C PYKOBOAALLMMU AOKYMeHTamu BcemupHor OpraHusaumm

Ana US ctpaH - B cootBeTCcTBUM ¢ MuHUcTepcTBOoM Tpyaa CLUA o BesonacHocT v IT'urneHe Tpyaa
fOSHAN |

Ona  Poccuiickoi Pefepaumn - B COOTBETCTBUMM C  HaUMOHa/IbHbIMM - TpeboBaHMAMKW.  Knacc
OMacHOCTU MeAULIMHCKUX 0TX0A0B; Kacca b.

/moanucaHo/ [Jara: 15 aBrycta 2017 r
Kpwuc Besepc,
CneunanuncT oTaesnia HopMaTUBHO-MNPaBOBOI0 Pery/IMpoBaHUA

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



MepeBoA AAHHOTO TeKCcTa CAeNnaH MHOW, nepeBofgunkom KnenHeBblM BUKTOpoM Mropesnuem.

MO Ch

Poccuiickaa degepaums
"opos Mocksa

[BaauaTb NepBoro asrycTa fige ThiCAYM CEMHaALATOro roga.

[ Axkmmos M'neb Bopucosuy, HoTapuyc ropoga MOoCKBbI, CBUAETENLCTBYO NOAMHHOCTb NOANMCH
nepesogunka KnenHesa BukTopa Vropesnya.

Mognnch caenaHa B MOEM MPUCY TCTBUN.
JIn4yHOCTb NOANMCaBLUErO AOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo BpeecTpe: Ne N - b b
B3bickaHO rocygapcTBeHHON NownHbI(Mo Tapudy): 100pyo6.
YnnayeHo 3a oKaszaHue yCnyr npaBoBoro M TeXHUYECKOro xapakTepa:—- pyob.

noamnucCh

Bcero npoLuHypoBaHo, MpOHYMepoBaHo
1 cKpenneHo neyaTbio N/ nncT(a)(oB)

HoTapuyc

i

Poccuiickas ®epepayusa

a. Axumos [neC bopucosuy, HoTBpuUye
CBMAETENIbCTBYI0 BEPHOCTb KOMUM C NPeACTaB/IEHHOrO MHe [OKyMeHTa

LiGE10 MaOLLMTO, MEOHYVECERHD,
CKOEM/IEHO neyYathio A nucTa(oB)

3apeructpupoBaHo B peectpe; N9
[TycynaocTBeHMOIA nowwnmHbI (Mo Tapudy): r
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SECRETARY OF STATE

STATE OF INDIANA

Connie Lawson
Secretary of State

APOSTILLE
(Conventions de la Haye du 5 Octobre 1961)

1. Country; United States of America

2. This Public Document has been signed Jamie L Ridner j

3. Acting in the capacity of notary public in 85 Monroe County 1

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

5. at Indianapolis, Indiana

6.  thid seuenteenthlof,August, 2017 |

7. by the Secretary of State of Indiana

8. No. A2017-IGs J7J0253B

9. Seal/Stamp: 10. Signature:

C m juuu

Connie Lawson
Indiana Secretary of State

Effective May i, 2003 all apostillesfrom the Indiana Secretary of State will have an electronically printed seal.
This document was revised March 17, 2012.
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COOK INCORPORATED
750 DANIELS WAY

11
COOK BLOOMINGTON, IN 47404 USA
fHONI> 612.339.2235 Toumc> 600.4S57.4500
MEDICAL WWW.COOKMEDICAL.COM

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version ot the Instructions for Use for Balloon Dilation Catheters for the Urinoexcretory

System in Sets.
Kris Weathers
Regulatory Affairs Manager
Cook Incorporated
State of Indiana
ss
County of Monroe )
Subscribed and sworn to before me the of month 200 yeqr.
My Commission expires August 6, 2021 L "(bdINuT
Nz
. JAMIE L RIDNER
EANEN (0 SV Ptiblic, Stale ol Indiana
=%, Monroo Coumy
\ A Corrinilssion N6*16433

Expires

My
— August 06, 2021
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COOK'

MEDICAL

Instructions for Use
Balloon Dilation Catheters for the urinoexcretory system in sets
INTENDED USF
Used for urincexcretory system dilation (see Instructions for Use).

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

DEVICE DESCRIPTION

Paraneter  Conversion
1Fech 1mm= IR/ 3
1Inch 254 mMm

Urethral Dilation Balloon Catheter in set tUDBS-t

Urethral Dilation Balloon Catheter in set (UDBS-070029-OW) with wire guide and 10 mi
Syringe
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Il. 4[ e

. . it

Urethral Dilation Balloon Catheter in set (UDBS-090029; UDBS-090029-FF) with 10
Syrnnge

Pr "™

The Urethral Dilator Balloon Catheters are comprised of a balloon catheter and a syringe.
Based Lﬁgw the actual product, (UDBS-070029-OW) the set may also include a fixed core
wire guice.

The balloon catheter hes a diameter of 7.0 Frencty 2.33 nmisize and aworking length of 29
centimeters. The distal lurren of the balloon catheter is characterized by a0.040 inch/ 102
nm (20,005 inchY 0,127 mm).dimeter endhole, acoude tip or a filifonn tip. Because of the
size of the coude tip and filiform tip the device is labeled as a 9.0 Frenchy 3 nm device.

1he Urethral Dilator Balloon Catheter designed for use over the wire, is menufactured with
four evenly spaced ports placed on the catheter shaft inside the balloon at 4 centimeter
increments.

The proximal end of the balloon catheter designed for an over the wire (UDBS-070029-OW)
hes a length of 18 centimeters and is designed with an inflatable dianeter of 8.7 millimeters.

The Urethral Dilator Balloon Catheter designed with a coude tip (UDBS-090029) or filiform
tip (UDBS-090029-FF) menufactured ina length of 18 centimeters and is designed with an
inflatable diameter of 8,7 millimeters.

Within the balloon segment of the catheter are 5 to 6 sideports placed 3 centimeters gpert,

then rotated at 180*“there is a second set of 5 to 6 sideports. The proximal end of the balloon

catheter designed with a coudb tip or a filiform tip are designed with connector cap and Luer

L%Icr adapter. A stopoock is attached to the proxinmel fitting assembly for inflation of the
oon.
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The filiform fitting extends beyond the balloon catheter 0.243 inches/ 6.17 nm (0,005 inch/
0,127 mm) and measures 0.105 inches/ 2.67 mm (20,005 inclV 0,127 mm) in diaeter.

The coude tip curves upnard The distal end of the coude tip forms a dorre.
The wire guide measures 80 centimeters and measures 0.038 inches/ 0.97 ram in diaeter.
The syringe is a 10 milliliter Luer lock syringe.

Svrinee Parameters:

Syringe volume - 10 ml (£ 5%9;

Graduation parameters— ml (mgjor graduations) 1/5 i (minor graduations);
Tip lenght - 0.3 -0.35 inch/ 7.62- 8.9 nm (x0.01inch/0.254mm);

Tip diameter - 0.071 inch/ 18 nm (£0.05inch/0.127mm);

Dead space volume - 0.10 m.

Order Number Catheter Balloon Tip Comments

French Lengt Lengt Inflated COnflgura

size h h™  Balloon  Uoms
']:{/ mm (cm) (cm)  Diamct
er (mm)

Tolerance 0% 0% +10% +10%
Urethral Dilation: 70233 290 180 87  Straight Includes a
Balloon Catheter in with wire guide
set with wire guide Endhole
and 10 1 syringe
UDBS-070029-OW
Urethral Dilation 9.0/3 29.0 180 87  Couce i
Balloon Catheter P \g,]\llﬁ%\ém *
inset with 10
Syringe
UDBS-090029
Urethral Dilation 9.0/3 290 180 87  Hliform  w/o wire
Balloon Catheter Tip guide
inset with 10m
Syringe
UDBS-090029-FF
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MATERIALS

Urethral Dilation Balloon Catheter in set (UDBS-)

Component Mateiial Patient Contacting

Catheter Catheter shaft: Direct Contact
Polyurethane #20053

Balloon Polyethylene Grunizig Tubing #30040 Direct Contact

Stopcock Body & Collar: Polycarbonate, Clear Direct Contact
Handle: High Density Polyethylene, Blue

Syringe Syringle barrel: Polycarbonate #300200 Indirect Contact

Stopper - Chlorobutyl BD STOPPER
Plunger - HYPAK PR3ML PSTYR

Wire guide (only for Stainless steel AISI 304 Direct Contact
UDBS-070029-OW) Solckr:

Silver All-State N2 430

WIre guide coating:

Teflon Dupont 850G-204

TECHNICAL CHARACTERISTICS

Balloon Dilation Catheters for the urincexeretory system in sets are stable under vibration
loads inthe range 10-55 Hz, anplitude displacerment of 0.15 nm

Balloon Dilation Catheters for the urinoexeretory system in sets in packaging are stable under
vibration loads in the range 1055 Hz, anplitude displacement of 0.35 mmand shock loads at
peak acceleration of 100 m/ s2 (1Qy), and duration of shock acceleration of 16 s.

Balloon Dilation Catheters for the urincexeretory system in sets are stable at termperatures in
the range of +32 to +42°C,

Balloon Dilation Catheters for the urinoexeretory system in sets in packaging are stable at a
transportation and storage termperatures inthe in the range of-50°C to +50°C.

Bond tensile strenght (for diarmeters, mm): ->1,15 <1,85 - no less than 10N,
>1,85 - no less than 15N.

Balloon Dilation Catheters for the urinoexeretory system in sets are resistant to corrasion.

Balloon Dilation Catheters for the urinoexeretory system in sets are resistant to drastic
change inthe ambient tenrperature.

Products are supplied sterile, for one-time use and shoud not ke re-sterilized.

INTENDED USE/INDICATION FOR USE

Urethral Dilation Balloon Catheters in set (UDBS-070029-QW: UDBS-090029: UDBS-
090029-FF) -used to dilate the male or female urethra to treat stricture disease

CONTRAINDICATIONS
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Acute urethritis

Acute prostatitis

Acute cystitis

Urethral abnorelities (diverticula, doubling, etc) because of the risk of
perforation

Uncorrected coagulopathy

Untreated urirer> infection

oOU AWNR

POTENTIAL ADVERSE EVENTS/COMPLICATIONS:

Urinary tract infections

Pyelonephritis

Henmorrhage

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

Dysuria

Fever

Postoperative pains

O N I WN -

INSTRUCTIONS FOR USE

Urethral Dilation Balloon Catheters in sets (UDBS)

1 Remove protective sleeve from balloon and discard.

NOTE: when using filiform configuration, attach filiform using clockwise rotations prior to
Insertion.

2. Insert balloon catheter tip into the urethra and gently advance balloon segnent into the

NOTE: lubrication of the balloon is optional. Use of lubricant may ease placenent. Use of
K-Y® Jelly or another water soluble lubricant is recommended.

NOTE: to ensure proper regulation of balloon pressure, use of a balloon inflation device and
pressure gauge is recommended.*

3. Using an inflation gauge, inflate the balloon to a pressure of 90 psi, or less.

4. Inflate for 20 to 40 seconds, or until desired dilation is achieved.

5. Deflate balloon by syringe aspiration; remove and discard.

NOTE: aspirate the balloon completely before gently removing the device. Using excessive
force to withdraw the balloon can inflict trauma to tissue.

INSTRUCTIONS FOR PLACING URETHRAL DILATION BALLOON CATHETER
OVER-THE-WIRE

1 Remove protective sleeve from balloon and discard.

2. Insert wire guide into bladdkr.

3. Load catheter onto wire guide. Gently advance catheter over wire into the urethra.
NOTE: lubrication of the balloon is optional. Use of lubricant may ease placerment. Use of
K-Y® Jelly or another water soluble lubricant is recommended.

4. Remove Wire guide.

5. Using an inflation gauge, inflate the balloon to a pressure of 90 psi, or less.

6. Inflate for 20 to 40 seconds, or until desired dilation is achieved.

7. Deflate balloon by syringe aspiration; remove and discard
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COMPLIANCE WITH RELEVANT REGULATIONS AND TECHNICAL,
STANDARDS

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

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

Manufacturer Cook Incorporated, Cook Incorporated, 750 Daniels Way, Bloomington, IN
47404, USA, phore: +812 339 2235, fax: +800 554 8335.

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

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

Manufacturer’s warranty extends to the quality of products.
SHELF LTH=

The “use by’ date as denoted by symbols on the laleling. The shelf life is shown by
indication the tie of manufacture (factor)' symbol) to the stated expiration date (hourglass
symbol). The difference between both dates Is the shelf life.

The shelf-life of the products falling under the scope of this technical data sunmary - is 3
(three) years. 2

STERILZATION DETAfl S

These devices are supplied sterile in peel open packages utilizing an BO (Ethylene Oxide)
validated method to a sterility assurance level (SAL) of IO 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 ke stored inadark; dry, cool place; avoid extended exposure to light.

RULES FOR USE

Balloon Dilation Catheters for the urinoexcretoly’ system in sets are intended for use in
hospitals and health care facilities.
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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 of the frequency and harshness of any
handling.

PACKAGING

Balloon Dilation Catheters for the urinoexcretory system in sets are packaged in individual
sterile peel-away pouch with instructions for use enclosed.

PACKAGING PARAMETERS

RPNs Height, cm Width, cm Weight, gr Tolerance
UDBS-070029-OW 583 152 62.2 +10%
UDBS-090029 529 152 512 +10%
UDBS-090029-FF 533 152 51.8 +10%
LABELING

Balloon Dilation Catheters for the urinoexcretory system in sets are supplied in the individual
packaging, which should show no signs ofdarmge or opening. Upon detecting the bendk,
breaks and other defects the device cannot be used

The label of the device shows the following device pararreters:

- company-menufacturer and menufacturing address;
- device nare (trace mark);

- serial nunter;

- marking about CE certification;

- marking about sterilization;

- address of the EU representative;

- track mark of the manufecturer;

- manufacturing cate;

- Sizes;

- schemtic picture;

- lot nuer;

- marking for “Single use only”

- marking for “Attention. See Instructions for Use”
- marking for consult Instnictions for Use

- shelf life

- marking for phthalate
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Product Sample Label

Urethral

Dilation

Balloon i Urethral DlielioneaHoon Catheter
Catheters  in JPOp

sets  (1JDBS-

070029-OW) N

(X
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Urethral
Dilation
Balloon ) Urethral Dilation Datloon Catheter
Catheter with with CeMeTip
10 ml Syringe
(UDBS'y i leqbwm> RIVF
(090029) =
L
‘(frek
JK
snr?>—y
DISPOSAT. Rnr.FS

completion of procedure, the devices are to be disposed of as per institutional
éﬁ?jnelingp for bichazardous medical weste. P

For BU countries -in accordance with the World Health Organization guidance document
Safe managerment of waste from Health Care Activities”

~ 1 f f i if
ardl—leaImAdmnistration(Ogl—lA)e US Departrrent of Labor of Occupational Safety

For Russian Federation - in accordance with national requirenrents. Risk class of the medical
weste; class B.

Regulatoiy Affairs Manager
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MepeBof, C aHINNIACKOro A3blka Ha PYCCKUI A3bIK

CEKPETAPbL WUTAT
WTAT NHANAHA

KOHHW J10yCOH
CekpeTapb WTaTa

AMOCTWUNb
(Taarckas KoHBeHuus ot 5 oktsa6psa 1961 roga)

1 CtpaHa: COEANHEHHbBIE WUTATblI AMEPVKW

[aHHbIA Ny6ANYHbIA OOKYMEHT
2 6bIn1 nognucaH; Dxummun J1. PugHep

3 BbICTynawwum B kavyecTse: Ny6/IMYHOro HoTapuyca oT MMEHM U MO MOPYYEHUIO OKpyra
MoHpo
4 HOCUT neyatb; Ny6/MYHOro HoTapuyca OT UMEHU M MO NOPYYEHMUIO LWTaTta

3aBepeHo
5 B I. IHgnaHanonuc, MingnaHa

6 cemHaguartoe asrycta 2017 T.

7 CekpeTtapem LUtata NHanaHa

8 3a HomepoMm; Ne A2017-0817102538

9 Tlleuartsb; Nevats WTata MHaMaHa

10 Mopgnuck: (KoHHWM JTIoyCcoH, cekpeTapb wWTaTa MHamMaHa)
JencteutenbHble ¢ 1 mas 2003 roga, Bce anoctunm Cekpetaps wrarta NHanaHa A0/mHKHbI

NMETb 3/IEKTPOHHYIO Mneyartb.
[JOKyMeHT 6bI/1 NpocMOTpeH 17 mapTa 2012 T.

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



COOK INCORPORATED

750 OaHunenc Bai

. BaymuHrToH, MHanaHa 47404 CLUA

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

CEPTVI®OUKALIMIOHHOE 3AAB/TEHVE

Kak oTBeTCTBEHHbIi npeacTaBuTens Cook Incorporated, HacTosWMM S NOATBEPXKAA, UTO
npunaraemblii  JOKYMEHT SIBNSIETCH WHCTPYKUMER No npuMeHeHunio ans  «KatetepoB
[NNATaLMOHHBIX A1 MOYEBBLIBOASLLEN CUCTEMbI B Habopax».

/Mognuck/
Kpuc Besepc

Cneunanuct otaena HopMaTuBHO-NPaBOBOro
perynmpoBaHus
Cook Incorporated

WTat MHonaHa
Okpyr MoHpo

MoanucaHo nog, npucsAroin B Moem npucytcTeumn 15 asrycta 2017 roga.
Cpok geiictBusa moen nuueHsnm nctekaet 06 aBrycta 2021 roga, /nognvcaHo/

Dxnmmu J1. PugHep

Ihxvivin J1. PnaoHep

My6nnyHbIA HoTapuyc. LLirat MHamaHa
Okpyr MoHpo

JiniueH3nAa # 646433

CpOoK AeincTBmsa Moei IMUEH3UN UCTEKAET
06 aBrycrta 2021 roga
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MHCTPYKUMA MO MPUMEHEHWNIO
KaTeTepbl AMnaTauMoHHble 71 MOYEBbIBOASILLEN CMCTEMbI B Habopax
HA3SHAYEHWE

MpUMEHSIOTC  ANs  paclUMPeHVst MPOCBETa Pa3/fnMYHbIX OTAENIOB  MOYEBbIBOASALLEA CUCTEMbI
(06paTMTECh K LIENIeBOMY Ha3HAUeHUH0 B UHCTPYKLUW ANS YTOUHEHMS).

MNPELYTPEXXAEHUME: depepanbHoe 3akoHogaTenbsctBo CLUA paspeluaeT npogaxy 3ToW
NPOAYKUUM TOMbKO MEAVUUHCKMM paboTHMKaM WM Mo UuX 3akasy (UM o 3akasy
NPaKTUKYHOLMX BpaYer ¢ COOTBETCTBYIOLLEN SINLIEH3UNEN).

ONMMCAHWE N3OENA

EanHuLp Mpeobpa3oBaHve
IFr/3 1mm
1 atoinm 25,4 MM

KaTteTep 6annoHHbI B Habope Urethral Dilation Balloon Catheter (UDBS)

KaTteTep 6an/10HHbIN B HA6ope ¢ NPOBOAHUKOM U wnpuuem, o6bemom 10 mn Urethral Dilation
Balloon Catheter UDBS-070029-OW
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KaTteTep 6a/1110HHbI B Habope co wnpuuem, o6bemom 10 mn Urethral Dilation Balloon Catheter
UDBS-090029; UDBS-090029-FF

Katetep 6GaioHHbIA  Urethral Dilation Balloon Catheter npuMeHsieTcs fns  paclumpeHns
XPOHUYECKMX CTPUKTYP YPETPbI, BO3HUKLLMX B pe3y/ibTaTe 3a060/1eBaHNS WX TPaBMbl Y MY>XXUUH WA
YKEHLLMH.

B KOMNMeKT ¢ KaTeTepom 6a/yIOHHbIM BXOAUT OAHOXOA0BOM KpaHUK M LWnpuu. B 3aBUCMMOCTM OT
Tvnos mn3genva (UDBS-070029-OW) B KOMIMJIEKT MOXET Takke BXOAUTb MPOBOLHUK C YKECTKUM
CepAeYHUKOM.

KaTeTep 6a/i/IOHHbIA BbINOIHEH AvameTpoM 7 Fr / 2,33 Mm v gavHon 29 cMm. Ha auctanbHOM
NPOCBETE KaTeTepa UMeeTca oTBepcTMe avameTpom 0,040 aroima/ 1,02 mm (0,005 aroniva/ 0,127
MM).

KoHeL, 6a/110HHOr0 KaTeTepa Takke MOXET OblMb M30rHYTbIM U HUTEBUAHbIM. KaTeTepbl C
N30rHYTbIM WA HUTEBUAHBIM KOHLIOM BbIMNO/HEHbI AvameTpoM 9 Fr/ 3 Mw.

KateTepbl 6anilOHHble /11  PaclLUMPEHUsT  YPeTpbl W3roTaB/MBaOTCA C  YeTbIpbMsSi  ropTamu,
PaBHOMEPHO pacrpefe/ieHHbIMM Ha CTepyKHe KaTeTepa BHYTpY 6asiioHa ¢ waroMm B 4 cm. Katetep
Ga/IIOHHbIN NS pPacLUMPeHNst YPeTPbl C OTKPbITbIM KoHUoM (UDBS-070029-OW) BbINOSHEH C
6a/1/1l0HOM A/IMHOM 18 cM, a ero avamMeTp B pasayToM COCTOSIHAM cocTaB/iseT 8,7 MM. KateTtep
Ga/IOHHBIN AN pacLLUMPEHUS YPETPbl € M30rHYTbIM KOHLOM (UDBS-090029) unv HUTEBUAHBLIM
(UDBS-090029-FF) BbINonHeHbI ¢ 6an110HOM A/IMHOM 18 CM 1 AvaMeTPOM B pa3ayToM COCTOSIHUM
8,7 Mwm.

Ha BHyTpeHHeil CTOpOHe KaTteTepa 6a//IOHHOro HaxogdTcd OT 5 A0 6 GOKOBbIX OTBEPCTUNA,
pacnonoXeHHbIX Ha paccTosaHUM 3 cM Apyr OT Apyra; nof yrsiom 180° Haxogutca elle OaviH
WOEHTUYHbIA psif, 60KOBbIX OTBEPCTUA. MPOKCUMa/IbHBIA KOHEL, 6an/IoOHHOr0 KaTeTepa OCHALLEH
OAHOXOZ0BbIM KPaHKOM.

HuTeBMAHLIN KOHeL, BbIXOAUT 3a npegenbl 6asinoHa Ha 0,243atoriva / 6,17 mm (20,005 arorma/
0,127 mm) n nmeet 0,105 grorimal 2,67 Mv B AnameTpe (0,005 atoima/ 0,127 Mm).

M30rHyThI KOHeL, KaTeTepa 3arnbaeTcsi HaBepx.

MpoBOAHMK, BXOAAWMA B cocTaB MMeeT gavHy 80 cm mn 0,038at0ima/0,97 mMv B gvametpe. B
HaCTOSILLMIA KOMI/IEKT Takoke BXOAUT LUNpuL, 06beMomM 10 mn.
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MapamMeTpbl WNPUT:

O6bem wnpuua- 10 mn (+ 5%);

MapameTpbl rpagyvpoBku - 1 m (6onblime MeTkn) 1/5 Mn (ManeHbKne METKN);
[nnHa HakoHeuHrKa - 0.3 - 0.35 groiima/ 7.62 - 8.9 mm (+0.01at0ima/0.254mm);
[nameTp HakoHeuyHuka - 0.071 groima/ 1.8 mm (+£0.05at01ima/0.127Mm);

O6bem mepTBOro npoctpaHctea - 0.10 mn.
MakcumanbHoe aaeneHve 6annoHa coctaBnsiet 20 aTMm.
KaTtanoxHblii Homep

KateTep bannoH

Ovavetp [OnuHa  [nnHa
Frimm cm cm

JdnawveTp
HaflyBae
MOro, Mm
+10% +10% +10% +10%
7,0/ 2,33 29 18 8,7

MorpeLuHoCTb

KateTep 6an10HHbIN B
Habope C NPOBOAHVKOM
M Wwnpuuem, 06beMom
10 mn Urethral Dilation
Balloon Catheter
UDBS-070029-OW
KateTep 6a/110HHbIN

B Habope co
Lnpuuem,06Lemom

10 mn Urethral

Dilation Balloon
Catheter
UDBS-090029
KateTep 6a/M0HHbIV B
Habope Co LUnpuLEeM,
o6bemom 10 mn UDBS-
090029-FF

9,0/ 3,0 29 18 8,7

9,0/30 29 18 8,7

MATEPVAJIbI
KateTep 6annoHHbI B Habope Urethral Dilation Balloon Catheter
(UDBS-070029-OW; UDBS-090029;UDBS-090029-FF)

KOMMOHEHTHI HasaHuve maTepnana
yCcTponcTBa
KateTtep TpybKa KateTepa:
MonunypeTtaH Ne 20053
3awmTHbIN KoxyX: MonnnponuneH Ne30070
BannoH MonuatuneHosas Tpyoka Gruntzig Ne 30040
OpaHoxof0BoA MonvkapboHat Ne 80020
KpaHWK Kpacutens cuHero: PR-149
LLinpwy, LinnnHap wnpuua: nonmkap6oHaTtNe800200

YnnoTHuTeNb Wwnpuua - XnopbyTtuiosas
HaTypanbHasa pesuHa BD STOPPER
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KoHurypa
LnA KOHUA
KareTepa

Mpsmoii ¢
OTKPbITbIM
KOHL,OM

N30rHyThIN

HuteBnaHbI
7

MprmeyaHus

B cocTaB
BXOAUT
NPOBOAHUK

Be3
NPOBOJHMKA

Be3
NPoBOAHMKa

KOHTaKT ¢ nayneHToM

KpaTKoBpemeHHbIM
KOHTaKT C BHYTPEHHEN cpeoi

opraHM3mMa

KpaTKoBpeMeHHbII
KOHTaKT C BHYTPeHHel cpesoin

opraHu3ma

OnocpeaoBaHHbIi
KOHTaKT C BHYTPEHHEN cpeoii

opraHu3mMa

OnocpesoBaHHbIi
KOHTAaKT C BHYTPEHHe cpefol

opraHmama



LLTok wnpuua - nonuctmped HYPAK PR3ML

PSTYR
lMpoBoAHWK TONbKO Hepxkasetowas ctaib AlSI 304 KpaTKoBpemeHHbIi1
ana UDBS- KOHTAaKT C BHYTPEHHeln cpeaoi
070029-OW Cnaiika NpoBoAHMKa: OpraHmsmMa

Cepebpo All-State Ne 430

MoKpbITVE NPOBOAHUKA:
TednoH Dupont 850G-204

LENEBOE HASHAYEHWE/MOKA3AHNA K NMPUMEHEHWNIO

Katetep 6annoHHbIi B Habope Urethral Dilation Balloon Catheter (UDBS) - ucnonb3yetca ans
pacLUMPEHNs XPOHUYECKNX CTPUKTYP YPETPbI, BOSHUKLUMX B pe3y/bTaTe 3a601eBaHMA UW TpaBMbl Y
MY>KUUH W/ YKEHLLMH,

MPOTWBOIMNMOKASAHUA

1 OcTpblii ypeTpuT

OcCTpbIil npocTaTuT

OcCTpbI UUCTUT

YpeTpa/ibHble Natonoruv (AMBepTUKY/, Aynankaumsa, v 1. f4.) u3-3a onacHoOCTU nepgopayum
HeckoppeKTnpoBaHHas Koarynonarus

HeBblnieueHHas MHDEKLMA MOYEBbIX MyTei

Sk wd

OCNOXHEHWNA/ MOTEHUWAJIbHBIE NMOBOYHbIE 3P PEKTDI

VH(eKummM MOYeBLIBOAALLMX NyTeN

MuenoHepuT

Kposon3nmaHmns

MoBpexaeHne npueraroLmx TkaHel (B CBA3MN C Ype3MepHbIM HaZlyBaHUeEM 6aoHa)
KpoBoTeueHu

Ansypusa

Jlnxopagka

MocneonepaumoHHbIe 60

ONOUA WN

MHCTPYKUWNA MO NCIMNOJIbSOBAHNIO
1 CHUMUTE 3aLIMTHYIO 060/I0UKY C 6as/IOHHOTO KaTeTepa U YTUNU3UpYiiTe ero.

MPUMEYAHWME: npu WCNonb30BaHUM HUTEBUAHBIX KOH(Urypauuin npukpennsmnte ux c
MOMOLLLbHO BPALLEHMS MO YaCOBOW CTPESIKE A0 BBEAEHUS.

2. BeeguTte KOHel, Ga//IOHHOro KateTepa B MOYETOYHMK M OCTOPOXHO MPOABWHbTE OGa/IOH B
MOYeunCrnycKaTeNbHbIA KaHar.
MPUMEYAHWE: cvmaska 6annoHa HeobsizaTesibHa. Icnonb3oBaHe CMasku MOXKeT 061eruntb
pasmeLLeHne (MocTaBnseTcs OTAeNbHO). PekomeHayeTca ucnonb3osatb K-Y® Jelly nnn gpyryto
BOA0PaCTBOPUMYHO CMa3KYy.
MNMPUMEYAHWE: ans obecrneyeHUs HaAMeXallero peryfiMpoBaHns [aBfeHust B GasisioHe
PEKOMEHAYETCA MCMO/b30BaHMe YCTPOMCTBa [A/19 HadyBaHUs M MaHoMeTpa (MocTaB/iseTcs
OT/A€e/1bHO).

3. C nomoLybto MaHOMETpa HagywiTe 6asifioH A0 LOCTUXKEHWUSA 6 aTM. UM MeHbLLE.

4. HapysaliTe B TeueHue 20 - 40 cek. UK 40 AOCTUXKEHUS HEOOXOAMMOIO PacLLUMPEHUS.
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5. OnopoykH1Te 6a/10H MyTeM acrnmpauumn LWNPULOM; yaanuTe ero n yTunamsunpynre.
NMPUMEYAHWME: nonHocTbio acnvpupyinTe 6annoH nepen akKypaTHbIM YaaneHUneM M3aenus.
icnonb3oBaHWe Ype3mMepHOI CUMbl MPU U3bATUN MOXKET HAHECTU TPaBMbl TKAHSAM.
MHCTPYKLWMW ANA PASMELLEHNA BA/NTOHHOEO KATETEPA ANA YPETPA/IbBHON
OVNATALNW YEPE3 NPOBOAHUK

6. CHMMMTE 3alll;UTHYt0 060/104KY C BaNIOHHOrO KaTeTepa U YTUAU3NPYIATE ero.

Beegute NpoBoAHMK (NMOCTABNAETCA OTAENbHO) B MOYEBOM My3bIpb.

8. YcTaHOBMTE MNPOBOAHMK B KaTeTep. AKKYypaTHO NPOABWHLTE KaTeTep 4epe3 MPOBOAHWK B
ypeTpy.

NMPUMEYAHWE: cmaska 6anioHa Heobs3aTenbHa. Icnonb3oBaHne cmMaskm MOXKeT 06/1erynTb
pasmMerueHre (nocTaenseTca oTaeNbHO). PekoMeHayeTca ucnonb3osatb K-Y® Jelly nnn gpyryto
BOJ0PacTBOPUMYHO CMa3KYy.

9. Ypanute NpoBOAHUK.

10. C nomorubto MmaHoMeTpa (NocTaB/IsSeTcs OTAENbHO) HafyTe 6aifioH A0 AOCTMXKEHUA 6 aTM. Un
MEHbLLIE.

11. HapysaiiTe B TedeHue 20 - 40 cek unm 40 JOCTUXEHMS HE06XOAMMOr0 pacLUnpeHus.

12. ONopoXXHWTE GaNIOH NyTeM acrnmpaLmmn WNPULOM; YAanuTe ero u yTuansnpynTe.

~

SKCIITYATAHNOHHBIE XAPAKTEPUCTUKUN

N3genusa  ycTonumBbl Mpu BUOPALMOHHLIX Harpyskax B fAuanasoHe 10-55 Eu, amnautyge
nepemetteHns 0,15 mm.

N3genms B TpaHCNOPTHOWM YNakoBKe YCTOMUMBBI NPY BUOPALMOHHbBIX Harpyskax B guanasoHe 10-55
'y, amnautyge nepemelleHns 0,35 MM U yAapHbIX Harpyskax npv nukosoMm yckopeHun 100 m/ch
(10g) n pnnTENLHOCTN YAAPHOI0 YCKOPeHMs 16 Mc.

W3pennsa ycToinumebl npu TemnepaType oT +32 ao +42°C.

3penns B TPaHCMOPTHOM YNaKoBKe YCTOMYMBBI MPY TeMMNepaType TPaHCNOPTUPOBaHUA U XPaHEHMS
ot -50 go +50°C.

MpoyHOCTb COEAMHEHII YyacTell kaTeTepa (ans anameTpos, mm): >1,15 <1,85 - He meHee 10 H;
>1,85 - He meHee 15 H.
130enus yCToRuMBBI K KOPPO3UN.

WN3pennsi He NoaBEPratoTCs Pe3KOMY M3MEHEHUIO TEMMNEePaTypPbl BHELLIHEV cpefpbl.

3pnenms nocTaBnstoTCA CTEPUNbHBIMU 11 He NOANEXAT NOBTOPHON AE3UHMEKLIMN,
NpeACcTEPUNN3ALMOHHON OUNCTKE U CTEPUNM3ALN.

COBJ/MIOJEHVE COOTBETCTBYHOWMNX HOPMATUBOB NN TEXHUYECKIKX
CTAHOAPTOB

KomnaHua Cook Incorporated npou3BoAuT BCe MeAWUMHCKUE W3L4enns B COOTBETCTBUM C
[OnpekTneoin nNo meauumHcknum msgenuam 93/42/EEC. KomnaHust Cook Incorporated npowmssoaut
BCE MeMUMHCKME W3[enMs B COOTBETCTBUM C PernaMeHToM CUCTEMbl KOHTPO/A KauvecTsa
Ynpaenenus CLLUA no Hagsopy B cgepe NULLEBbLIX MPOAYKTOB U NeKapCcTBeHHbIX cpeacts (FDA),
CBof, (hefepasibHbIX MOCTaHOBNEHUI 21, YacTb 820, CucTema KoHTpona KauecT Ba. Bce
NPON3MACTBEHHbIE 06BEKTbI KOMMNaHUM TakKXe CepTuimumMpoBaHbl cornacHo EN 1SO 13485 (2012),
CMCTemaynpaBneva KayecTBOM.

FAPAHTUNHBIE OBA3ATE/IbCTBA
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Mpown3soauTenem m3genunin sensetcs komnaHms «Kyk VHkopnopaiiteg» / Cook Incorporated, 750
Daniels Way, Bloomington, IN 47404, USA , phone: +812 339 2235, fax: +800 554 8335.
YN0NHOMOYEHHbIM NpeAcTaBUTeNeM NPOM3BOAUTENS HA TePPUTOPUMN Poccuiickon deaepaunm
ABNAeTCA 3aKpbITOe akUMoHepHoe 06LecTBO «LLUAM (BA0 «LLAIM)

Poccus, 119002, r. MockBa, KapmaHuukuia nep. 4.9.o¢uc 501a.

Ten. (495) 956-13-09;

(hakc (495) 956-1310,

e-mail: info@schag.ru

"apaHTUM NPOU3BOANTENS B 00513aTENIbHOM MOPSIAKE PACPOCTPAHSIOTCS Ha KAaUecTBO M3MeNNIA.

CPOKTOAHOCTWN

[ata OKOH4YaHMs CpoKa rofHOCTM yKaszaHa 3HauykaMu Ha 3TuMKeTKe. CpoK rofHocTu 0603HayeH
NHAVKauMeld BpeMeHU M3roToBfieHns ((habpuyHbIi CUMBOM) WM AATOM UCTEYeHWsi Cpoka roAHOCTU
(3Ha4OK MecoyHbIX 4YacoB). PasHuLA Mexay obeMMn gatamm 1 ABNSETCA CPOKOM rogHoctn. Cpok
rOAHOCTM KaTeTepoB AMNaTauMOHHbLIX A1 MOYEBLIBOAALLEA CUCTEMbI B HabopaX, YKasaHHbIX B
[laHHOM pe3tome, cocTas/isfeT 3 (TpW) roga.

CTEPUTN3ALUNA

KaTeTepb! AnnatauyoHHble 15 MOYEBbIBOAALLEN CUCTEMbI B HAbOpax MOCTaBNATCA CTePUIbHBIMM
B YMakOBKE C OTCNavBaeMol MOBEPXHOCTbIO, WCMOMb3ys YTBEPXKAEHHbIN MeTod 06paboTKu
3TUNIEHOM OKCMAa ANA AOCTUMXKEHUA rapaHTUPOBaHHOIO YPOBHA CTepuibHOCTU 10 [laHHble n3genus
npefHasHayeHbl AN  OLHOPa30BOro MNpUMeHeHWs. OCTaloTCA  CTEPUIbHbIMA B 3aKPbITOW U
HEMoOBPEeXJEHHON ynakoBke. He wucnonb3yinte w3genve nNpyv HaIMyYMU  NOJO3PEHUIA  Ha
HecTepuIbHOCTb.

MNMPABUJTA XPAHEHNA

KaTteTepbl AMnaTalyoHHbIE 4151 MOYEBbLIBOASLLEN CUCTEMbI B HA60PaX A0MKHbI XPaHUTLCA B TEMHOM
CYXOM MecTe; n3beraiTe AUTeNbHOro BO3AENCTBUS CBETA.

MPABUJTA TPAHCITOPTUPOBKU

Mpn nepeBo3ke CrefyeT Y4WTbIBaTb TWUM WCMO/b3YEMOr0 TPaHCMOPTa, MYHKT Ha3HauyeHus,
NocTaBLLMKa, UCMOMb3YeMOr0 A1 MepeBO3KM, a TakXKe YaeToTy W YCNOBUS KaKMX-IMBO Mneperpysok,
HEeoOX0AMMbIX BO BPeMs TPaHCMOPTUPOBKM.

YCNOBUA SKCIITYATALINIA

KaTeTepbl AvnaTalMOHHbIe [4/11 MOYEBbIBOASLLEN encTeMbl B Habopax WMCMOMb3YHTCS B Ne4ebHbIX
MEAVLMHCKUX YUPEXKAEHMAX.

OJOCTABKA

KateTepbl AunaTalyoHHbIE /11 MOYEBbIBOASLLEV CUCTEMbI B HAGOPaxX AOCTaBMAOTCA B OTAE/bHbIX
VHAVBUAYabHBIX YNAKOBKaX C MHCTPYKLIMEN N0 1CMOMb30BaHM0. MOMELLaoTCS B ro(hpoKapTOHHbIE
KOPOO6KW, Ha KOTOPbIE M0 GOKaM WK Mo NEePUMETPY HAHOCKUTCSt KOHTPO/IbHAS NIEHTA.

KOMIIEKT NMOCTABKW

KaTteTepbl gunaTalMoHHbIe ana MO‘-IGBbIBO,EI,FIUJ,GVI CUCTEMbI B Ha60an NnocTaBAAKOTCA MOLWTYYHO B
CTGpI/I,I'IbHOVI YNakKOBKe, KOTOPad repMeTM4HO 3arasdHa B KOMIMNEKTE C I/IHCprKLI'VIEI7I Nno NPpUMEHEHO.
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MAPAMETPbI YIMAKOBKW

KaTtanoXHblii HOMep  BbICOTa, CM LWnpwnHa, cm Macca, r MorpewHoOCTb

UDBS-070029-OW 58.3 15.2 62.2 +10%

UDBS-090029 52.9 15.2 51.2 +10%

UDBS-090029-FF 53.3 15.2 51.8 +10%
MAPKVPOBKA

KaTeTepbl AwnatauuoHHble 15 MOYEBbIBOAALLEA CWUCTEMbI B Habopax MOCTaBNAlOTCA B
VHOMBWUAYANIbHOW YNaKoBKe, Ha KOTOPOW [O/MKHbI OTCYTCTBOBATb MPU3HAKW MOBPEXAEHUA WK
OTKpbITMA. [pn  06Hapy>KeHUn Mepernbos, paspbiBOB W ApYrnx [OedeKTOB W3LeiMe Heb3s
1CNO/b30BAaTh.

Ha aTukeTKe 13aenma ykaszaHbl CefytoLye napameTpbi:

- KOMMaHUS-M3roTOBUTES b 1 NMPOU3BOACTBEHHbIN afpec;

- Ha3BaHVie n3aenns (Toprosas MapKa);

- CEPUNHbIA HOMEP;

- 3Ha4oK CE-cepTudmkaumm;

- 3HAYOK CTepunzaLmu;

- agpec npeacrasutensd B EC,;

- TOpProeasi MapKa NpPov3BOAUTENS;

- [laTa nU3roToB/eHNs;

- pasvepbl;

- 00Las cxeMa V3aenus;

- HOMep NapTuu;

- 3HAYOK OIHOPA30BOro 1CMO/L30BaHIS;

- oMeTKa «BHumaHre. O6paTUTeCh K UHCTPYKLMM M0 MUCMO/b30BaHMIOY;
- MOMETKA /19 00paLLEeHNA K MHCTPYKLMK MO MCMO/b30BaHIO;
- CPOK FOAHOCTY;

- 3HAYOK (hTas1aTos.
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KaTeTep 6anloHublii B HaGope c© annppusm,
oe-beMom 101Ul UmhrafDilifiM Balloon Catlimr KaTeTep 6e TOHHbI A » Ha6ope C NPOBOAHNKOM

ndxun,. e6w»w 10wl
OBOUMHMOilt Urethral OliaeiMt Saloon Caiheier

tMut Op«n Tte
lew*
LA MRy

W@SHW

18mm #|A|LLI". _
laiB
' O»*€| Tch>

-OBl«..» N «---- . JI |

MPABUNA YTUITNSALMNI OTXOA0B

Mocne  3aBeplUeHUs  MpoUedypbl  YCTPOWACTBA  AO/DKHbI  YTWIMBMPOBATLCA  COrJlacHO
VHCTUTYLWIOHa/IbHBbIM PYKOBOACTBaM f/151 GM0/10rMHYECKUX MEAVLIMHCKIX OTXO/0B.

Ona ctpaH EC - B COOTBETCTBMM C PYKOBOAALUMMM A0KYMeHTamu BcemmpHoii OpraHusaumm
34paBooxpaHeHns.

Ana US ctpaH —B cooTBeTcTBUM ¢ MuHucTepcTBoM Tpyaa CLUA o BesonacHocTu v M'vrveHe Tpyaa
(OSHA)

Ona  Poccuiickoin degepauym - B COOTBETCTBUM € HaUVIOHa/IbHbIMK - TpeboBaHuAMMK.  Kracc
OMacHOCTUN MeAULMHCKUX 0TX0A0B: Kracca b.

/nopnucaHo/ [Hata: 15 aBrycta 2017 r
Kpwuc Besepc,

cneynayineT oTaena HopmMaTuBHO-MPaBOBOIo PeryimpoBaHnUA
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[MepeBof faHHOro TekcTa cpenaH MHOIA, nepesoguymkom KnenHesbiMm BukTopom UNropesnyem.

MO Ch

Poccuiickana ®Pepepaums

"opog Mockea

[BaauaTb NepBoro aBrycTa Ape ThiCAYM CEMHAALATOrO roa.

[ Axknmos IMneb Bopucosmd, HoTapuyc ropoga MockBbl, CBUAETENbCTBYO MNOA/IMHHOCTb NOAT
nepesogunka KnenHesa BukTopa Kropesuya.

Mognnch caenaHa B MOEM MpUCY TCTBUN.
JInYyHOCTb NOANMCABLLErO0 AOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo BpeecTpe: No
B3bickaHo rocygapcTBeHHOR nomrnnHbI(No Tapudy): 100pyo6.
YnnayeHo 3a OKazaHuve yCyr NpaBoBOr0 M TEXHUYECKOro XxapakTepa:-—- py6.

noAmnuCh

Bcero npoLuHypoBaHo, NpcTMMEPOBaHO
1 cKpenneHo neyaTolo /1 ancT(a){o.)

HoTapwnyc

noAmnuCh

(4>ceuiickan depepaLma

21 6T1,,

collmy, HoTapuyc ropoaa MoCKBbI,

Mc (PEACTEBNBHHOTO MHE [OKYMEHTa
L]

CSa"pr}\vm P~ HP,p)PB«"pB; Sccro rm-“’“Q MEoMEICERHD,

- _ prtoepuy. 2 pr CKOENNEHO NeHaThio 3 1 /nCTa(oB)
: XYVqe o

B Cay o, B -
S Kowd ZrX:2
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