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PTA5-35-135-3-4.0.
PTA5-35-135-3-8.0.

PTA5-35-135-4-10.0.
PTA5-35-135-4-12.0.
PTAS5-35-135-4-14.0.

PTA5-35-135-4-2.0.
PTA5-35-135-4-4.0.
PTA5-35-135-4-8.0.

PTA5-35-135-5-10.0.
PTA5-35-135-5-12.0.
PTA5-35-135-5-14.0.

PTA5-35-135-5-2.0.
PTAS5-35-135-5-4.0.
PTA5-35-135-5-6.0.
PTA5-35-135-5-8.0.

PTAS5-35-135-6-10.0.
PTA5-35-135-6-12.0.
PTA5-35-135-6-14.0.

PTA5-35-135-6-2.0.
PTA5-35-135-6-4.0.
PTAS5-35-135-6-6.0.
PTAS5-35-135-6-8.0.

PTA5-35-135-7-10.0.
PTA5-35-135-7-12.0.
PTA5-35-135-7-14.0.
. PTA5-35-135-7-2.0.

PTA5-35-135-7-4.0.

. PTA5-35-135-7-6.0.

PTA5-35-135-7-8.0.

PTA5-35-135-8-10.0.
PTA5-35-135-8-12.0.
PTA5-35-135-8-14.0.

PTA5-35-135-8-2.0.
PTAS5-35-135-8-4.0.
PTA5-35-135-8-6.0.
PTAS5-35-135-8-8.0.

PTA5-35-135-9-10.0.
PTA5-35-135-9-12.0.
PTA5-35-135-9-14.0.

PTAS5-35-135-9-3.0.
PTA5-35-135-9-4.0.
PTA5-35-135-9-6.0.
PTA5-35-135-9-8.0.

Rated Burst Pressure, atm
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Nominal Pressure, atm
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60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.

76.
77.
78.
79,
80.
8L
82.
83.
84.
85.
86.
87.
88.
89.
90.
91.

92.
93.
94.
95.
96.
97.
98.
99.
100. PTA5-35-80-7-14.0.

PTA5-35-80-10-10.0.
PTA5-35-80-10-12.0.
PTA5-35-80-10-14.0.

PTAS5-35-80-10-3.0.
PTAS5-35-80-10-4.0.
PTA5-35-80-10-6.0.
PTA5-35-80-10-8.0.

PTA5-35-80-12-10.0.
PTA5-35-80-12-12.0.
PTA5-35-80-12-14.0.

PTAS5-35-80-12-4.0.
PTA5-35-80-12-8.0,
PTAS5-35-80-3-10.0.
PTAS5-35-80-3-12.0.
PTA5-35-80-3-14.0.
PTA5-35-80-3-2.0.
PTAS5-35-80-3-4.0.
PTAS5-35-80-3-8.0.
PTA5-35-80-4-10.0.
PTA5-35-80-4-12.0.
PTA5-35-80-4-14.0.
PTAS5-35-80-4-2.0.
PTAS5-35-80-4-4.0.
PTAS5-35-80-4-8.0.
PTA5-35-80-5-10.0.
PTA5-35-80-5-12.0.
PTA5-35-80-5-14.0.
PTA5-35-80-5-2.0.
PTA5-35-80-5-4.0.
PTAS5-35-80-5-6.0.
PTAS5-35-80-5-8.0.
PTAS5-35-80-6-10.0.
PTA5-35-80-6-12.0.
PTA5-35-80-6-14.0.
PTAS5-35-80-6-2.0.
PTAS5-35-80-6-4.0.
PTA5-35-80-6-6.0.
PTAS5-35-80-6-8.0.
PTAS5-35-80-7-10.0.
PTA5-35-80-7-12.0.

101.PTA5-35-80-7-2.0.
102.PTA5-35-80-7-4.0.
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Rated Burst Pressure, atm
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Nominal Pressure, atm
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Order number Rated Burst Pressure, atm Nominal Pressure, atm
103. PTA5-35-80-7-6.0.

104. PTA5-35-80-7-8.0.
105.PTA5-35-80-8-10.0.
106. PTA5-35-80-8-12.0.
107. PTA5-35-80-8-14.0.
108. PTA5-35-80-8-2.0.
109.PTA5-35-80-8-4.0.
no. PTA5-35-80-8-6.0.
111.PTA5-35-80-8-8.0.
112. PTA5-35-80-9-10.0.
113.PTA5-35-80-9-12.0.
114 PTA5-35-80-9-14.0.
115.PTAS5-35-80-9-3.0.
116. PTA5-35-80-9-4.0.
117. PTA5-35-80-9-6.0.
118.PTA5-35-80-9-8.0.
119.PTA5-35-135-3-6.0
120.PTA5-35-135-3-17.0
121.PTA5-35-135-4-6.0
122.PTA5-35-135-4-17.0
123.PTA5-35-135-4-20.0
124 .PTA5-35-135-5-17.0
125.PTA5-35-135-5-20.0
126.PTA5-35-135-10-2.0
127.PTA5-35-135-12-2.0
128.PTA5-35-135-6-17.0
129.PTA5-35-135-6-20.0
130.PTA5-35-135-7-17.0
131.PTA5-35-135-7-20.0
132.PTA5-35-135-9-2.0
133.PTA5-35-80-10-2.0
134.PTA5-35-80-3-6.0
135.PTA5-35-80-4-6.0
136.PTA5-35-80-4-17.0
137.PTA5-35-80-5-17.0
138.PTA5-35-80-5-20.0
139.PTA5-35-80-6-17.0
140.PTA5-35-80-6-20.0
141.PTA5-35-80-7-17.0
142.PTA5-35-80-7-20.0
143.PTA5-35-80-9-2.0
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Advance 35LP PTA Balloon Dilatation Catheter Sizes

cAUNINW eter Balloon Length
. (fenrt
5/1.65 3 2.0
80,135 5/1.65 3 4.0
5/1.65 3 8.0
5/1.65 3 10.0
5/1.65 3 12.0
5/1.65 3 14.0
5/1.65 4 2.0
5/1.65 4 4.0
5/1.65 4 8.0
5/1.65 4 10.0
5/1.65 4 120
5/1.65 4 14.0
5/1.65 5 2.0
5/1.65 5 4.0
5/1.65 5 6.0
5/1.65 5 8.0
5/1.65 5 10.0
5/1.65 5 12.0
5/1.65 5 14.0
5/1.65 6 2.0
5/1.65 6 4.0
5/1.65 6 6.0
5/1.65 6 8.0
5/1.65 6 10.0
5/1.65 6 12.0
5/1.65 6 14.0
5/1.65 7 2.0
5/1.65 7 4.0
5/1.65 7 6.0
5/1.65 7 8.0
5/1.65 7 10.0
5/1.65 7 12.0
5/1.65 7 14.0
5/1.65 8 2.0
5/1.65 8 4.0
.......... -5/1565 .- -8B — e - - 6.0 -

5/1.65 8 8.0
5/1.65 8 10.0
5/1.65 8 12.0
5/1.65 8 14.0
5/1.65 9 3.0
5/1.65 9 4.0
5/1.65 9 6.0
5/1.65 9 8.0
5/1.65 9 10.0
5/1.65 9 120
5/1.65 9 14.0
5/1.65 10 3.0
5/1.65 10 4.0
5/1.65 10 6.0
5/1.65 10 8.0
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,C«tM«rLOigth

— (c0)
80,135

Advance 35LP
PTA Balloon
Dilatation
Catheter
(PTA5)

+ The flared TFE tube is placed over the distal portion of the balloon catheter in order to protect the balloon during handling

French Size
ffr/inlm)
5/1.65
5/1.65
5/1.65
5/1.65
5/1.65
5/1.65
5/1.65
5/1.65

Balloon Dinmeter
(htm)

SRERRRKRKBBB

Manifold Assembly

Catheter Shaft
(Green) (5.2 Fr)

Catheter Shaft
(Green)

Batwing
Manifold

Adhesive
Strain Relief
Strain Relief
Printing Ink

Soft Distal Tip
Catheter Tip

Catheter Tip with
Tip Material

Marker Band
Balloon
Balloon
Protector*

Polyether Polyamide (Nylon 12)
Copolymer (Compound 41711)
Green colorant;

Barium Sulfate

CI| Pigment Green 7

Polyether Polyamide (Nylon 12)
Copolymer (Compound 41721)
Green colorant;

Barium Sulfate

Cl Pigment Green 7

Nylon 12 (Clear port), Compound
41300

Nylon 12 (Green wing) -
Compound 40960

Green colorant;

Barium Sulfate

Cl Pigment Green 7
Cyanoacrylate (Loctite 4011)

Silicone C6-570
GERTV615/Ferro
Black Ink

Polyether Polyamide (Nylon)
Copolymer (MS # 158)

Swaged Markers

Nylon Radiopaque Tubing (MS #
158)

Platinum /lIridium

Nylon 12 (Compound 41280)
Natural extruded
polytetrafluoroethylene

and shipping. This componentl is removed prior to use.
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Balloon Length
(cm)
10.0
12.0
14.0
4.0
8.0
10.0
12.0
14.0

PAtient Coatacting

iy I,

Direct Contact

Direct Contact

Indirect Contact

Indirect Contact

Non Contact
1y s

Indirect Contact
Non Contact

Direct Contact

Direct Contact

Direct Contact
Direct Contact
Non Contact



INTENDED USE

The Advance 35LP Low Profile PTA Balloon Dilatation Catheter has been designed for
percutaneous transluminal angioplasty (PTA) of lesions in peripheral arteries including iliac,
renal, popliteal, infrapopliteal, femoral and iliofemoral as well as obstructive lesions of native or
synthetic arteriovenous dialysis fistulae.

CONTRAINDICATIONS
Absolute:

1) The general condition of the patient, due to other comorbidities.

2) Comorbidities which limit physical activity. Any vascular lesions without critical lower limb
ischemia.

3) Hemodynamically insignificant stenoses

4) Stenosis, located next to the post-stenotic aneurysm

Relative:

1) No or compromised outflow tract distal to the area of intravascular angioplasty, ie, cases
where the main artery of the lower leg are either absent or critically diffusely stenotic.
2) Localization of lesions in the large collateral branches.

Potential complications:

1) Expressed dissection of atherosclerotic plaque, leading to inadequate hemodynamic blood
flow.
2) Arterial rupture after balloon angioplasty.

WARNINGS

* Do not exceed rated burst pressure. Rupture of balloon may occur. Adhere to balloon inflation
pressure parameters in the Compliance Card insert. Over-inflation may cause rupture of the
balloon, with resultant damage to the vessel wall. Use of a pre.ssure gauge is recommended to
monitor inflation pressures.

* Do not use a power injector for balloon inflation or injection of contrast medium through
catheter lumen marked “DISTAL.” Rupture may occur.

The burst pressure data was analyzed usingfactorsfor a one-sided tolerance to determine with

95% confidence that 99.9% ofthese balloons would not hurst at or below the calculated rated

burst pressure.

PRECAUTIONS

* This product is intended for use by physicians trained and experienced in diagnostic and
interventional techniques. Standard techniques for placement of vascular access sheaths,
angiographic catheters and wire guides should be employed.

» The Advance 35LP Low Profile PTA Balloon Dilatation Catheter has been designed for
introduction into the vascular system utilizing percutaneous (Seldinger) technique.
Alternatively, an introducer sheath may be utilized. Refer to label information for the
appropriate introducer sheath size.

* The balloon is constructed of a heat-sensitive material. Do not heat or attempt to shape the
catheter tip.

* In heavily scarred access sites, use of an introducer sheath is recommended.

» Manipulate the catheter using fluoroscopic control.

»Use only the recommended balloon inflation niedium. Never use air or any gaseous medium to
inflate the balloon.
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» Use the catheter prior to the expiration date specified on the package.

* The catheter is not intended for the delivery of stents.

* All stents should be deployed in accordance with the manufacturer's indications and
instructions for use.

POTENTIAL ADVERSE EVENTS

* Air embolism

* Aneurysm

* Arrhythmias

* Arteriovenous fistula

* Death

* Drug reactions, allergic reaction to contrast medium
» Hemorrhage or hematoma

» Hypo/hypertension

» Infection and pain at insertion site

* Systemic embolization

* Vascular thrombosis

* Vessel dissection, perforation, rupture or injury
* Vessel spasm

INSTRUCTIONS FOR USE

Balloon Preparation

1 Choose a balloon appropriate to lesion length and vessel diameter.

2. Upon removal from package, inspect the catheter to ensure no damage has occurred
during shipping.

3. Remove protective balloon sleeve from balloon. Do not discard protective sleeve after
initial introduction of catheter into the vascular system; it may be helpful in wrapping
balloon prior to subsequent insertions.

4. Prepare balloon lumen with standard contrast-saline mixture as follows:

a Fill asyringe of appropriate size with 1:1 mixture of contrast medium and normal saline.
b. Attach the syringe to the hub of the catheter marked “BALLOON" and pull back to apply
negative pressure.

¢. Release pressure, allowing negative pressure to draw mixture into balloon lumen.

d. Detach syringe, leaving a meniscus of mixture on the hub of the balloon lumen.

e. Prepare inflation device in standard manner and purge to remove all air from syringe and
tubing.

f. Attach inflation device to the balloon lumen, ensuring no air bubbles remain at connection.
0. Pull negative pressure on the inflation device

Balloon Introduction and Inflation

1 Flush the catheter lumen labeled “DISTAL” using heparinized saline solution.

2. Apply negative pressure to lumen labeled “BALLOON?” prior to introduction. Advance the
balloon dilatation catheter counter-clockwise over a pre-positioned .035 inch (0.89 mm) wire
guide.

3. Under fluoroscopy, advance the balloon to the lesion site. Carefully position the balloon
across the lesion using both the distal and proximal radiopaque balloon markers.

NOTE: Ifresistance is met while advancing the balloon dilatation catheter, determine the cause
and proceed with caution.
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4. Inflate balloon to desired pressure. Adhere to recommended balloon inflation pressures.
(See Compliance Card insert.)

5. If balloon pressure is lost and/or balloon rupture occurs, deflate balloon and remove balloon
and sheath as a unit.

Balloon Deflation and Withdrawal

1 Completely deflate the balloon using an inflation device or syringe. Allow adequate time for
the balloon to deflate.

NOTE: Balloons with large diameters and/or longer lengths may require longer deflation times.

2. Deflate the balloon by pulling vacuum on the inflation syringe or inflation device. Maintain
vacuum on the balloon and withdraw the catheter. Upon catheter withdrawal, a gentle
counterclockwise rotation of the catheter will assist balloon rewrap, minimizing trauma to the
percutaneous entry site.

3. If resistance is met during withdrawal, apply negative pressure with a larger syringe before
proceeding. If resistance continues, remove balloon and sheath as a unit.

SHELF LIFE

The “use by” date as denoted by EN 1SO 15223-1 symbols on the labelling. 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.

Advance 35LP Low Profile PTA Balloon Dilatation Catheter have athree (3) year shelf life.

HOW SUPPLIED
Supplied sterilized by ethylene oxide gas in peel-open packages.

STERILZATION DETAILS

The sterile devices included in this technical data summary are supplied sterile using a validated
ethylene oxide (EtO) method to a SAL (sterility assurance level) of IO” Do not use the sterile
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
required during transportation.

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

Tel. (495) 956-13-09;

Fax (495) 956-1310,

e-mail: info@.schag.ru

Manufacturer’'s warranty extends to the quality of products.
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Endovascular balloon catheters are single-use devices. DO NOT ATTEMPT TO RE-PROCESS
OR REPAIR-

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 Council Directive 93/42/EEC. For Russian Federation -
in accordance with national requirements, outlined in sanitary rules and norms N2.1.7.2790-10
of 12 December 2010 "Sanitary and epidemiological requirements for the management of
medical waste". Risk class of the medical waste; class B.

PACKAGING AND LABELLING
Supplied in the individual packaging, which should show no signs of damage or opening. Upon
detecting the bends, breaks and other defects the device cannot be used.
The label of the device shows the following device parameters:

- company-manufacturer name;

- manufacturing address;

- address ofthe EU representative;

- trade mark of the manufacturer;

- medical device name;

- components;

- sizes of the device;

- sterilization method,;

- serial number (LOT);

- marking about CE certification;

- marking on reusability;

- marking for “ Attention. Consult accompanied documentation”

-marking “Keep dry”

- marking “ Avoid direct sunlight”

- shelf life
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COOK MEDICAL

Advance®35LP

Low Profile PTA Balloon Dilatation Catheter

(B PTA5-35-135-10-10.0

(UDes2296 iififfliIL i

TFr 8 Atm/Bar

10mm X10cm
f
5Fr/ 135cm
(0.89mm)
10mm 10cm

|BTeTM5H 2 aooT A n
]Te»112345 C3 201411

~ COOK’ PTA5-35-135-10-100

COOK HJiH IH i

MIDICAL
<BtXJOK'  PTAS-36-i3S.t0-i0,0
Cei UearMratfc
LLM %W\I4UOLM$*
oV
OV AN COCXK’  PTAS-3-135-10-10,0
ISDG52296
r<H=X
274£<) IO :C /U ss

Regulatory Affairs Manager
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MepeBoA C aHI/IMACKOrO AA3blKa Ha PYCCKUIA A3bIK

CEKPETAPbL WITAT
WTAT NHONAHA

KoHHW J1oycoH
CekpeTapb wrara

AMOCTUNb
(Faarckaa KoHBeHUusi OoT 5 okTsa6psa 1961 roga)

1 CrtpaHa: COEOANHEHHbBIE WUTATblI AMEPUKW

[aHHbIN  NYy6NYHBLIA AOKYMEHT
2 6b11 nognucaH: Oxummn J1. PungHep

3 BbICTyNawoLWMM B KayecTBe: ny6/IMYHOro HoTtapuyca OT MMEHU U MO MOPYUYEHUIO OKpyra
MoHpo
4 HOCUT neyatb: Ny6/IMYHOro HoTapuyca OT MMEHU U1 MO Nopy4veHuto wrarta VHgmnaHa

3aBepeHo
5 B T. MHgmnaHanonuc, IHgnaHa

6 ABaguaTtb nepsoe aBrycta 2017 T.

7 CekpeTtapem LUTata MlHaonaHa

8 3a Homepom: Ne A2017-0821104826

9 [lleyartb: MNeyartb WTata MHanaHa

10 MNoanuck: (KOHHKM JloycoH, cekpeTapb wTaTta VMiHanaHa)

JerictButenbHble ¢ 1 maa 2003 roga, Bce anoctunm CekpeTtapsa wrara MHgmnaHa
LOJDKHbI UMETb 3/IEKTPOHHYIO Meyatb.
JokymeHT 6611 npocmoTpeH 17 mapTta 2012 .
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COOK INCORPORATED

750 OaHurenc Bai

I". BaymuHrToH, NHgmaHa 47404 CLUA

Ten. 812.339.2235, Ten. ropayei nmHum: 800.457.4500
www.cookmedical.com

CEPTUD®PUNKALWNOHHOE 3AABNEHUE

Kak oTBeTCTBeHHbIN NpeacTtaButesib Cook Incorporated, HacToAWMM A NOATBEPX4AMO,
YTO NpuaraemMblii LOKYMEHT ABSETCA UHCTPYKUME Mo NPUMEHEHNIO ANS N3aennii
«KateTepbl 6a/1/IOHHbIE 3HAOBACKYNAPHbIEY.

/Moanucek/

Kpuc Besepc
MeHep)xep Mo BOMNpocamMm peryimpoBaHus
Cook Incorporated

Wrtat MlHgnaHa
Okpyr MoHpo

MognucaHo nog NpucAaro B Moem npucytcteumn 18 asrycta 2017 roga.
Cpok aeiictBmsa moeit nuueH3snnm uctekaeTt 06 aerycta 2021 roga, /nognwucaHo/

Doxnmmn J1. PnagHep

Axummn 1. PugHep

Ny6nunuHblli HoTapuyc, WTat UHaMaHa
Okpyr OyaH

NnuyeH3na N9646433

CpoK geiicTBMUS Moel NUUEH3UN NCTeKaeT

06 asrycta 2021 roga.
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MHCTPYKUWA no NMPUMEHEHWNIO
KarteTep 6a/110HHbIA HU3KONPOMUALHBIN 41 YPECKOXKHOW TPaHC/IIOMUHa/IbHOM
aHrnonnactuku (UTA) Advance 35LP

MNPELAYTPEXXOEHWE: ®eanepanbHblii 3akoH CLLIA orpaHMymMBaeT Npofaxy AaHHOro
n3genns TakuMm 06pasoM, YTO TObKO AOKTOP (/IMLEH3MPOBaHHbBIV MPaKTUKYOWMIA Bpay) MOXET
npojaeath UM 3aKa3blBaTb JaHHOe 13fenue.

OMUNCAHVE YCTPOWCTBA

Katetep  Oa/I/IOHHbIA  HU3KONPOMWUABLHBIA A1 YPECKOXHOM  TpaHCIOMUHaNbH(
aHrnonnactukm (UTA) Advance 35LP, KOTopblii pa3meLLaeTcs no MpPoOBOAHUKY - 3TO KaTeTep
[BYMS MPOCBeTamMu, HENTOHOBOW CTEPXKHEM M 6a/iIOHOM BO3/e AMCTa/IbHOr0 HakKoHeYHuKa. bani(
M3roTaB/IMBAeTC M3 BbICOKOMPOYHOrO, OTHOCWUTENIbHO HEe3nacTUYHOro nonvammga HennoHa

CBEPXTOHKMMM CTeHKaMu. KaTteTep MMeeT ABa He3aBUCUMbIX MPOCBETA: ANCTa/bHbIA U 6aNOHHBI
[ncTanbHbId NPOCBET MCMONL3YEeTCA NS BBEAEHUS WHCTPYMEHTA MO MPOBOAHWKY. BannoHH!
NPOCBET UCNOMb3YeTCa A4S TOro, Ytobbl pasgyTb 6a//1oH. Ha NpoKCMManbHOM KOHLE KaXK4oro

MPOCBETOB PACMO/IOXKEH JIFO3POBCKUIA HAKOHEYHMK. Ha MpoKcUManbHOW YacTy pacrpeenvTebH
TPYOKM yKasaH guametp (MM) 1 AnavHa (cm) 6annioHa.

KarteTepHasa uyacTb Ga/OHHOrO KarteTepa 6a/l/IOHHON0 HM3KONPOMUIBHOIO NS YPECKOXKH
TpaHcNtoMUHaNbHOM aHrmonnactukm (UTA) Advance 35LP goctynHa 5.0 Fr u B ABYX [/InH;
80 cm 1 135 cm. KateTepbl AOCTYMHbI C TaKUMKU AnameTpamun 6annoHos: 3, 4, 5, 6, 7, 8, 9, 10, n
MM (B pa3fyToM MONOXEHUN), N TaKUMU ANnMHaMK 6a1ioHOB: 2, 3, 4, 6, 8, 10, 12, 1 14 cwm.

Katetep  Oa/I/IOHHbIA ~ HU3KOMNPOMUBbHBIA A1 UYPECKOXXHOW  TpaHC/IIOMUHANbLB
aHrvonnactmku (UTA) Advance 35LP oTBevaloT TakMM TeXHMYECKUM Kputepuam: [peaesnb
Harpyska MPOKCUMa/bHOro coeavHeHust 6annoHa > 20 H. [MpedenbHast Harpyska MPOKCUMasbH
coeuHeHns cTepxHs > 20 H. MpeaenbHas Harpyska AUCTa/lbHOrO COefMHeHusi 6annoHa > 133
[MpefenbHas Harpyska AUCTa/lbHOro KoHUA ctepxkHa> 133 H. IMpeaensHaa Harpyska coegnHeHus Mes
HaKOHeYHMKOM W cTepxkHeM > 13,3 H. lNMpeaenbHaa Harpyska coeAvHeHUa MArKoro KOH4uKa > 4,5
[MpeaenbHas Harpyska Matepriana MArkoro KoHumka > 4,5 H.

IMapameTpbl fjaBneHus

Homep npoaykTa PacueTHoe aaBneHue paspbiBa, atm HomuHansHoe *
1 PTA5-35-135-10-10.0.

2. PTA5-35-135-10-12.0.
3. PTA5-35-135-10-14.0.
4. PTA5-35-135-10-3.0.
5.PTA5-35-135-10-4.0.
6. PTA5-35-135-10-6.0.
7.PTA5-35-135-10-8.0.
8. PTA5-35-135-12-10.0.
9. PTA5-35-135-12-12.0.
10. PTA5-35-135-12-14.0.
11. PTA5-35-135-12-4.0.
12. PTA5-35-135-12-8.0.
13. PTA5-35-135-3-10.0.
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[TA5-35-135-3-12.0.
/PTAS5-35-135-3-14.0.
16. PTA5-35-135-3-2.0.
17.PTA5-35-135-3-4.0.
18.PTA5-35-135-3-8.0.
19. PTA5-35-135-4-10.0.
20. PTA5-35-135-4-12.0.
21.PTA5-35-135-4-14.0.
22. PTA5-35-135-4-2.0.
23. PTA5-35-135-4-4.0.
24. PTA5-35-135-4-8.0.
25.PTA5-35-135-5-10.0.
26.PTA5-35-135-5-12.0.
27. PTA5-35-135-5-14.0.
28. PTA5-35-135-5-2.0.
29. PTA5-35-135-5-4.0.
30. PTA5-35-135-5-6.0.
31.PTA5-35-135-5-8.0.
32. PTA5-35-135-6-10.0.
33.PTA5-35-135-6-12.0.
34. PTA5-35-135-6-14.0.
35. PTA5-35-135-6-2.0.
36. PTA5-35-135-6-4.0.
37. PTA5-35-135-6-6.0.
38.PTA5-35-135-6-8.0.
39. PTA5-35-135-7-10.0.
40. PTA5-35-135-7-12.0.
41. PTA5-35-135-7-14.0.
42. PTA5-35-135-7-2.0.
43.PTA5-35-135-7-4.0.
44. PTA5-35-135-7-6.0.
45. PTA5-35-135-7-8.0.
46. PTA5-35-135-8-10.0.
47. PTA5-35-135-8-12.0.
48. PTA5-35-135-8-14.0.
49. PTA5-35-135-8-2.0.
50. PTA5-35-135-8-4.0.
51.PTA5-35-135-8-6.0.
. PTA5-35-135-8-8.0.
. PTA5-35-135-9-10.0.
. PTA5-35-135-9-12.0.
. PTA5-35-135-9-14.0.
. PTA5-35-135-9-3.0.
. PTA5-35-135-9-4.0.
. PTA5-35-135-9-6.0.
59. PTA5-35-135-9-8.0.
60. PTA5-35-80-10-10.0.

BLFHEIEIBR
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61.PTAS5-35-80-10-12.0.
62. PTA5-35-80-10-14.0.

63.PTA5-35-80-10-3.0.
64. PTA5-35-80-10-4.0.
65. PTA5-35-80-10-6.0.
66. PTA5-35-80-10-8.0.

67. PTA5-35-80-12-10.0.
68.PTA5-35-80-12-12.0.
69. PTA5-35-80-12-14.0.

70. PTA5-35-80-12-4.0.
71.PTA5-35-80-12-8.0.
72. PTA5-35-80-3-10.0.
73.PTA5-35-80-3-12.0.
74.PTA5-35-80-3-14.0.
75. PTA5-35-80-3-2.0.
76. PTA5-35-80-3-4.0.
77. PTA5-35-80-3-8.0.
78.PTA5-35-80-4-10.0.
79. PTA5-35-80-4-12.0.
80. PTA5-35-80-4-14.0.
81.PTA5-35-80-4-2.0.
82. PTA5-35-80-4-4.0.
83.PTA5-35-80-4-8.0.
84. PTA5-35-80-5-10.0.
85. PTA5-35-80-5-12.0.
86. PTA5-35-80-5-14.0.
87. PTA5-35-80-5-2.0.
88. PTA5-35-80-5-4.0.
89. PTA5-35-80-5-6.0.
90. PTA5-35-80-5-8.0.
91.PTA5-35-80-6-10.0.
92. PTA5-35-80-6-12.0.
93.PTA5-35-80-6-14.0.
94. PTA5-35-80-6-2.0.
95.PTA5-35-80-6-4.0.
96. PTA5-35-80-6-6.0.
97. PTA5-35-80-6-8.0.
98. PTA5-35-80-7-10.0.
99. PTA5-35-80-7-12.0.

100. PTA5-35-80-7-14.0.

101. PTA5-35-80-7-2.0.
102. PTA5-35-80-7-4.0.
103.PTA5-35-80-7-6.0.
104. PTA5-35-80-7-8.0.

105. PTA5-35-80-8-10.0.
106. PTA5-35-80-8-12.0.
107.PTA5-35-80-8-14.0.
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108.PTA5-35-80-8-2.0.
, 109.PTA5-35-80-8-4.0.
IMO. PTA5-35-80-8-6.0.
111.PTA5-35-80-8-8.0.
112.PTA5-35-80-9-10.0.
113. PTA5-35-80-9-12.0.
114. PTA5-35-80-9-14.0.
115.PTAS5-35-80-9-3.0.
116. PTA5-35-80-9-4.0.
117. PTA5-35-80-9-6.0.
118.PTA5-35-80-9-8.0.
119.PTA5-35-135-3-6.0
120.PTA5-35-135-3-17.0
121 PTA5-35-135-4-6.0
122 PTA5-35-135-4-17.0
123.PTA5-35-135-4-20.0
124 PTA5-35-135-5-17.0
125.PTA5-35-135-5-20.0
126.PTA5-35-135-10-2.0
127.PTA5-35-135-12-2.0
128.PTA5-35-135-6-17.0
129.PTA5-35-135-6-20.0
130.PTA5-35-135-7-17.0
131.PTA5-35-135-7-20.0
132.PTA5-35-135-9-2.0
133.PTA5-35-80-10-2.0
134.PTA5-35-80-3-6.0
135.PTA5-35-80-4-6.0
136.PTA5-35-80-4-17.0
137.PTA5-35-80-5-17.0
138.PTA5-35-80-5-20.0
139.PTA5-35-80-6-17.0
140.PTA5-35-80-6-20.0
141.PTA5-35-80-7-17.0
142.PTA5-35-80-7-20.0
143 PTA5-35-80-9-2.0

ERRREERERBEERERRRRBEE R RRERERERERERREERE

Tabnuua 4: KateTepbl 6a/1/10HHbIE HU3KOMPOMU/IbHbIE /151 UPECKOXHON TPaHC/THOMUHABH(

[nvHa kateTtepa Pa3mep KateTepa [namveTp 6annoHa [nnHa 6annoHa
SM Fr/imm (Mm) (cw)
- 5/1,65 3 2,0
80, 135 5/1,65 3 4,0
5/1,65 3 80
5/1,65 3 10,0
5/1,65 3 12,0
5/1,65 3 14,0
5/1,65 4 20
5/1,65 4 4,0
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[nvHa Katetepa Pa3mep kateTepa [OnameTtp 6annoHa [nvHa 6annoHa

(cm) Fr/mm (Mm) (cm)
5/1,65 4 80
5/1,65 4 100
5/1,65 4 120
5/1,65 4 14,0
5/1,65 5 2,0
5/1,65 5 4,0
5/1,65 5 6,0
5/1,65 5 8,0
5/1,65 5 100
5/1,65 5 120
5/1,65 5 14,0
5/1,65 6 2,0
5/1,65 6 40
5/1,65 6 6,0
5/1,65 6 80
5/1,65 6 100
5/1,65 6 120
5/1,65 6 14,0
5/1,65 7 2,0

[nviHa kateTepa Pa3mep kateTepa [naveTp 6annoHa [nvHa 6annoHa
Fr/ivm (Mm) (cwm)
5/1,65 7 4,0

80, 135 5/1,65 7 6,0
5/1,65 7 8,0
5/1,65 7 10,0
5/1,65 7 12,0
5/1,65 7 14,0
5/1,65 8 20
5/1,65 8 40
5/1,65 8 6,0
5/1,65 8 80
5/1,65 8 100
5/1,65 8 120
5/1,65 8 14,0
5/1,65 9 30
5/1,65 9 4,0
5/1,65 9 6,0
5/1,65 9 80
5/1,65 9 100
5/1,65 9 120
5/1,65 9 14,0
5/1,65 10 30
5/1,65 10 4,0
5/1,65 10 6,0
5/1,65 10 8,0
5/1,65 10 10,0
5/1,65 10 120
5/1,65 10 14,0
5/1,65 12 4,0
5/1,65 12 80
5/1,65 12 100
5/1,65 12 120
5/1,65 12 14,0
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KaTeTepbl 6a/110HHbIE HU3KOMPOMUIIbHBIE A1 UPECKOXKHOM TPAHCIIOMUHAILHO
aHrvonnactnkum (UTA) Advance 35LP (PTAS)

WHCTpymMeHT KoMMoHeHT Matepuvian KoHTaKT
NHCTPYMEHTa C MaLyeHToM

KateTep B cbopke
CrepxeHb kareTepa Cononumep nonmagmpan  MpAMOI KOHTaKT
(3eneHbiif) nonvammaa: Heiinou 12 -
PTA5-35-80-3-10.0;PTA5-35-  Coanunerme 41711

Advance 35LP 80-3-12.0;PTA5-35-80-3-14.0 _

(PTAS) PTA5-35-80-3-17.0;PTA5-35-  \PACUTE/Ib 3€/IEHOTO:
80-3-2.0;PTA5-35-80-3-20.0;  Cy/bdhar bapus Cl
PTA5-35-80-3-4.0;PTA5-35- Pigment Green 7

80-3-6.0;PTA5-35-80-3-8.0;
PTA5-35-80-4-1.5;PTA5-35-
80-4-10.0;PTA5-35-80-4-12.0;
PTAS5-35-80-4-14.0;PTAS-35-
80-4-17.0;PTA5-35-80-4-2.0;
PTAS5-35-80-4-2.5;PTA5-35-
80-4-20.0;PTA5-35-80-4-4.0;
PTA5-35-80-4-6.0;PTA5-35-
80-4-8.0;PTA5-35-80-5-1.5;
PTA5-35-80-5-10.0;PTAS5-35-
80-5-12.0;PTA5-35-80-5-14.0;
PTA5-35-80-5-17.0;PTA5-35-
80-5-2.0;PTA5-35-80-5-2.5;
PTA5-35-80-5-20.0;PTA5-35-
80-5-4.0;PTA5-35-80-5-6.0;
PTA5-35-80-5-8.0;PTA5-35-
80-6-1.5;PTA5-35-80-6-10.0;
PTA5-35-80-6-12.0;PTA5-35-
80-6-14.0;PTA5-35-80-6-17.0;
PTA5-35-80-6-2.0;PTA5-35-
80-6-2.5;PTA5-35-80-6-20.0;
PTA5-35-80-6-4.0;PTA5-35-
80-6-6.0;PTA5-35-80-6-8.0;
PTAS5-35-80-7-1.5;PTA5-35-
80-7-10.0;PTA5-35-80-7-12.0;
PTAS5-35-80-7-14.0;PTAS-35-
80-7-17.0;PTA5-35-80-7-2.0;
PTAS5-35-80-7-2.5;PTA5-35-
80-7-20.0;PTA5-35-80-7-4.0;
PTA5-35-80-7-6.0;PTA5-35-
80-7-8.0;PTA5-35-80-8-1.5;
PTA5-35-80-8-10.0;PTAS5-35-
80-8-12.0;PTA5-35-80-8-14.0;
PTAS5-35-80-8-17.0;PTAS-35-
80-8-2.0;PTA5-35-80-8-
2.5;PTA5-35-80-8-20.0;PTAS-
35-80-8-4.0;PTA5-35-80-8-6.0;
PTA5-35-80-8-8.0;PTA5-35-
80-9-10.0;PTA5-35-80-9-12.0;
PTA5-35-80-9-14.0;PTA5-35-
80-9-2.0;PTA5-35-80-9-3.0;
PTA5-35-80-9-4.0;PTA5-35-
80-9-6.0;PTA5-35-80-9-8.0

CrepkeHb KaTeTepa Cononumep nonmagpmpan  MpAMOIA KOHTaKT
(3en1eHbIi) nonvammaa: HelinoH 12 -
PTA5-35-135-10-10.0;PTA5- CoeauHeHve 41721,

35-135-10-12.0;PTA5-35-135- .
10-14.0;PTA5-35-135-10-2.0; KpacuTent 3efieHoro:

PTA5-35-135-10-3.0;PTA5-35-  CY/bhaT 6apus Cl
135-10-4.0;PTA5-35-135-10- Pigment Green 7
6.0;PTA5-35-135-10-8.0;PTAS-
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35-135-12-10.0;PTA5-35-135-
12-12.0;PTA5-35-135-12-14.0;
PTA5-35-135-12-2.0;PTA5-35-
135-12-4.0;PTA5-35-135-12-

8.0.
PasBeTBneHue Pa3BeTBneHue: Henpsamoi KOHTaKT
I'IopT- HelinoH 12, Henpsamoi KOHTaKT
CoeanHeHne 41300
Npo3payHbIi
KpbInbIlwKM - HelinoH 12,
CoepgnHeHwue 40960
Kpacutenb 3eneHoro:
Cynbhat 6apus C1
Pigment Green 7
Aaresns LinaHoaKpunaTHbIA KNeidi-  HeT koHTakTa
NokTaiit 4011.
3auita ot nepervba
3awWuTa oT neperuba CunukoH C6-570 HenpsiMoli KOHTaKT
Kpacka ansa nedatu UepHble vepHuna GE HeT koHTakTa
RTV 615/Ferro
MSrkuii gucTasnibHbIN
KOHeL|
KoHey kaTeTepa Cononumvep nonvatmpa i MNpsmoit KOHTaKT
nonvamuga: HeitnoH MS
# 158

HakoHeuHMNK KaTteTepa ¢ MapKepamu

MaTepuan HakoHe4YHuKa HeinoHoBas pr6Ka (o MpAMON KOHTaKT
PEHTIEHOKOHTPACTHbLIMU
mapkepamy (MS #158)

Mapkepbl MnatuHa-Npnanii MpAMON KOHTaKT

BannoH HeiinoH 12 CoeanHeHve MpAMoii KOHTaKT
41280

MpepoxpaHnuTenb GannoHa* UncTblii HeT KOHTaKTa
3KCTPYAMPOBaHHbIIA
nonnTeTpadTopaTUNEH

*Ha gucTanbHOM yyacTke 6a/I/IOHHOMO KaTeTepa C Liefbio 3aliuThl 6a/110Ha BO BPEMSI TPAHCTIOPTUPOBKU PacrnosiodkeHa
T® 3 Tpy6Ka c- NpeaoxpaHuTenb. Mepef NCNOMb30BAHUEM € HEOOXOAUMO CHSITh.

NMPUMEHEHWME MO HA3HAUEHWIO

KaTeTep 6a/1/10HHbIA HU3KOMPOMUIbHbIN ANS YUPECKOXHOW TPaHCHOMUHaIbHOM
aHrnonnactmkm (UTA) Advance 35LP npefgHasHayeH ans YpeckoXXHON TPaHCIHOMUHAbHOM
aHrnonnactuku (UTA) nopakeHuiA neprtepruyecknx apTepuil, BKIKOYas NoaB3aoLLIHYHO,
MOYEYHYH, NOAKONEHHYH, 60NbLLEGEPLIOBYHO, 6eiPEHHYIO 1 NOAB3A0LLIHO-0eAPEHHYHO apTepun,
a TaKXKe 06CTPYKTMBHbIX NOPaXXEHWUIA €CTECTBEHHbIX Y UCKYCCTBEHHbIX apTEPMOBEHO3HbIX
(MCTYyN Ans remoananunsa.

MPOTVMBOIMNMOKASAHUA
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AOBCONOTHbIE:

1) OG6Liiee TsHKeNnoe COCTOsHUE MaLyeHTa, 06yCnoBIEHHOE CONYTCTBYHOLLMMI 3a60EBaHMSIMY
2) ConyTcTBylOLLME 3a60/1€BAHNS, OrPaHNUMBAIOLLME (PU3NYECKYIO aKTUBHOCTbL MPU SIHOGOM
COCYAMCTOM MOPaXKEHWUN 683 KPUTUUECKOW ULLEMUN HUXKHUX KOHEUHOCTEN

3) M'eMOAMHAMMNYECKN HEe3HAUYVMbIE CTEHO3bI

4) CTeHO3bl, pacno/oXXeHHble PAOM C NOCTCTEHOTUYECKOI aHeBPK3MO

OTHOCUTE/bHBIE;

1) OTcyTCTBME (MMM BbIpXKEHHAs KOMMPOMETALWS) NyTeli 0TTOKA AUCTaNlbHEe 30Hb!
BHYTPWCOCYAMCTON aHIMOMNNACTUKK, T.€. ClyYaun, KOra MarucTpasibHble apTepun roieHn un
OTCYTCTBYHOT, WM KPUTUYECKM ANGPY3HO CTEHO3MPOBAHBI.

2) NoKanu3sauus NopaXkeHWs B KPYMHbIX KonnaTepaibHbIX BETBSX.

B03MOXXHble OC/IOXXHEHUS:

1) BblpaxkeHHas AMCCEKLSt aTEPOCKIEPOTUYECKON BMIALLIKM, NPUBOASLLIAS K reMOANHAMYECKON
HeaJeKBaTHOCTI KPOBOTOKa.

2) Pa3pbIB apTepuu nocne 6annoHHON aHrMOMNaCTUKMN.

MPEAOCTEPEXEHUVE

* He npeBbliwariTe HOMUHa/ILHOE [jaB/ieHMe Ha pa3pbiB. MOXKeT NPOU30INTK paspbiB 6asioHa.
MpuaepxmBarTecb NapaMeTPOB AaBeHNs 6aNoHa, YKazaHHbIX Ha BIOXKEHHOM JlnucTte
CooTtBeTcTBMSA. MNepekayka MOXET MPMBECTU K pa3pbIBy GannoHa, YTO NpuBeAET K
MOBPEX/AEHNIO CTEHKN cocyfa. PeKomeHAyeTcs UCMob30BaTb MAHOMETP A1 KOHTPOS
[AaBNEHUNSA NMPU HaKauke.

* He ncnonb3yiite aBTOMaTUYECKUIA LUMPUL, 418 HaKavykn G6annoHa; He BBOAWTE KOHTpacTHOe
BELLLECTBO Yepe3 MPocBeT KateTepa, 0603HaYeHHbIN Kak «DISTAL». MoxXeT npon3ontu
paspbIB 6annoHa.

[JaHHble N0 faBneHUI0 Hapas3pblB 661N NpoOaHaNN3NpPOBaHbl Cy4eTOM (paKTOopoB

O4HOCTOPOHHEro AONYCTUMOI0 OTKNOHEHNA 4T O06bl onpefenvTb ¢ 95% [0OCTOBEpPHOCTbIO,

4yTO0 99.9%) 6aNN0HOB He pa3opBeTCHA NPU PaAcCYNTAaHHOM HOMUHANBLHOM YPOBHE AaB/eHUS Ha

pas3pblB NN HNUXKE €ro.

MEPbI MPEAOCTOPOXXHOCTU
MpofyKT NpeaHasHayeH Ana UCMONb30BaHNA Bpavyamu, UMEKOLWMMI COOTBETCTBYIOLLYIO
KBa/IM(hMKALMIO M OMbIT B MPOBEAEHMM ANAarHOCTUYECKUX U MHBA3MBHLIX npoueayp. Cnegyet
NCMOoMb30BaTh CTaHAAPTHbLIE MeTOAb! NO YCTaHOBKe COCYAUCTbIX MPOBOAHMKOB,
aHrmorpagMyecknx Katetepos 1 NpoBOLHUKOB.

o Karetep 6annoHHbIn Advance 35LP npeaHasHayeH 41 BBEAEHUS B 3HAOBACKYNAPHYHO
CUCTEMY UCMOSb3YA TEXHUKY YPeCKOXXHOro goctyna (no CenbauHrepy). Kpome Toro, Moxet
ObITb MCNOMb30BaH NMHTPOAbIOCEP. ObpaLlaiTeCch K 3TUKETKE 3a MH(opMaLmeid o
NMOAXOAALLMX pasmepax UHTPOAbOCEPa.

BanIoH U3roToBNEH 13 TEPMOYYBCTBUTENILHOIO MaTepuana. He HarpeBaiiTe 1 He MbiTalTeCh
nogorHath (hopMy KOHYMKa KaTeTepa.

Ecnu npegnonaraeMoe MecTO BBEEHWSA CU/IbHO MOKPbITO pybuamn, peKkoMeHayeTcs
NCMONb30BaTb UHTPOALIOCEP.

W3penve cnesyet NpUMeHATL NPU PEHTTEHOCKOMMYECKOM KOHTPOJE.

Kcnonb3yiiTe TONbKO peKOMEH/0BaHHbIe CpefCcTBa Hakauky b6annoHa. Hukorpa He
MCNONb3YWTe BO3AYX MM NtOObIE rasbl 41 HaKaukmn 6anioHa.

Vcnonb3yiiTe KateTep [0 AaTbl UICTEYEHUS CPOKa rO4HOCTU, YKa3aHHOW Ha YraKoBKe.
KateTep He npeaHa3HayeH AN AOCTaBKW CTEHTOB.
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Bce CTeHTbI 0/MKHbI pa3MeLLaTbCs B COOTBETCTBUM C YKa3aHWUSIMIU U3rOTOBUTENS U
WHCTPYKLMM MO NPUMEHEHNIO.

MNOTEHUWMAJIbHBLIE NMOBOYHbIE 3P PEKTDI

* Bo3gyLwHasa ambonms

» AHeBpu3mMa

* AputmMuA

» ApTepnoBeHo3Has ucTyna

* CmepTb

* Peakuusa Ha N1eKkapcTBo, a/lnepruyeckas peakuns Ha KOHTPaCTHYHO cpesy
» KpoBousnusHue nnv remaroma

* 'Mno/rnnepTeH3uns

* 3apaXeHune 1 60/b B MecTe BBEIEHUS

* CrcTemaTmyeckas amoonmsaums

» Tpom603 cocyaos

* cceyeHue cocypa, nepopauus, paspbiB UM TpaBMa
» Cnasm cocyzoB

MHCTPYKUMWN no NCIOJ1Ib3OBAHUIO
MoarotoBKa 6annoHa

9. BblbepuTe 6an/i0H, COOTBETCTBYIOLLMIA A/IMHE MOPXKEHHOMO y4yacTKa U JuaMeTpy cocypa.

10. Mocne n3BneYeHUa U3 YNakoBKM OCMOTPUTE KaTeTep Ha NpeaMeT OTCYTCTBUA
MOBPEXAEHNIA, HAHECEHHBIX BO BPEMS TPAHCMOPTUPOBKM.

11. CHMMUTe 3alUMTHbIN Yexon ¢ 6annoHa.

12. IMoAroToBbTe CTAHAAPTHYH CMECb KOHTPACTHOMO BeLLEeCTBa U (PU3M0N0rMyYecKoro
pacTBopa A/19 6a1I0OHHOTO /IFOMEHa, Kak YKa3aHO HIDKe:

0. HanonHuTe WnpwuL, COOTBETCTBYIOLLErO pa3Mepa CMeCbH0 KOHTPAaCTHOMO BeLLecTsa U
(bM3M0NI0TMYECKOro pacTBopa B COOTHOLLEHMM 1:1.

p. [MpucoeanHnTe WNpUL, K pacTpyby KateTepa, MapkuposaHHoMY kak “BALLOON” n
NOTAHUTE MNOPLLUEHb Ha3ag, YTOObI CO34aTb OTPULATE/IbHOE AaB/eHNeE.

g. Co6pocbTe gaBneHue, YTo6bI faTb HEraTMBHOMY AaBNeHUIO BTAHYTb PacTBop B
OaNOHHbIN NIFOMEH.

r. OTcoenHMTe LUNPULL, OCTaBMB HEMHOMO PacTBoOpa Ha pacTpybe 6asOHHOrO SIFOMeHa.

s. B cTaHgapTHOM nopsgke NoAroToBbTe UHAEMNATOP U CAYWTe BeCb BO3AYX U3 LUNPULA U
LL/IaHra.

t. TpucoegnHuTe NHAEMNATOP K 6aSINIOHHOMY NIFOMEHY, YAOCTOBEPUBLLUCH, YTO NPY
COeAMHEHMMN BHYTPU He OCTasI0Ch My3bIpbKOB BO34yXa

u. [MoTAHUTE 3a pyyKy NAyHXepa A0 CO34aHMsA OTPULLATENIbHOrO AaBIEHNS.

BBefeHve 1 HakauKa 6an1oHa

12. TpomMoiiTe AUCTa/IbHbIN /TIOMEH KaTeTepa renapuH13MpoBaHHbIM (PU3M0N0rNYECKUM
pacTBOPOM.

13. Co3pgaiiTe oTpuuaTenbHOe faB/eHne B toMeHe, MapkupoBaHHoM “BALLOON” nepepg
BBeAeHMeM. MpoABMHbTE GaNNOHHBIV AUiaTaUMOHHbIA KaTeTep NPOTUB YacOBOW CTPEKU
Mo 3apaHee YCTaHOB/IEHHOMY NPOBOAHMKY anameTpom 0,035 atorima (0.89 mm).

14. Tlop, peHTreHorpanMyecKM KOHTPO/IEM NPOABUHBLTE Ba/IIOH K MOPaXKEHHOMY Y4acTKYy.
AKKYypaTHO YCTaHOBWTe 6a/I/IOH HANPOTUB MOPAXKEHHOI0 YYacTKa, MCNOb3ys Kak
MPOKCUMa/IbHBIN, TaK 1 AUCTaNIbHbIA PEHTIEHOKOHTPACTHbIe MapKepbl Ha 6asioHe.

MPNMEYAHWE: Ecnv npu NpoABvXXeHUN GanoHHOI0 AniaTauoHHOr0 KaTteTepa

4yBCTBYETCS CONPOTUB/IEHME, ONpeaenMTe NPUUKHY 1 NPOLO/MKAWTEe C OCTOPOXHOCTHHO.

15. Hakauaiite 6a110H [0 HY>XXHOrO AaBneHus. MNpuaep>xmBanTecb peKOMeHA0BaHHOIO
[aBneHnsa Npu Haka4vke 6aoHa (CM. BIOXKEHHbIN JIncT COOTBETCTBUSA).
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16. Ecnu pgaBneHve B 6anoHe nagaet u/vnv npovsoLlen paspbiB 6anioHa, cayTe 6a1oH 1
13BNEKNTE GaNNOH BMECTE C MPOBOAHMKOM.

CpayBaHue 1 n3BneyeHne basinoHa
7. TlonHOCTLIO chyinTe GannoH, CNosb3ys MHAEMASTOP UK WNpuL. MNpegocTasbTe
[OCTaTO4YHO BPeMeHM, YTOObI 6asifIoH MOT CAYThCS.
NMPUMEYAHWE: [ns 6annoHoB 60MbLIOro AnameTpa n/mnm 6onbLuelt A5IMHbI MOXET
noTpeboBaThbCA A0/bLUE BPEMEHU, YTOObI CLYTHCS.

8. CayiiTe 6an/oH, co3fas BakyyM LUMNPULIOM UK HAednsTopoM. MoaaepxvBaliTe BakyyMm
B GaNoHe 1 M3BNeKMTE KaTeTep. Mocne M3BNeUeHUs KaTeTepa akKypaTHOe BpallgHe
KaTeTepa NpOTWB YaCOBOI CTPENKM MOMOXET CBEPHYThL 060/10UKY Gan/oHa,
MUHUMW3NPYS BO3MOXHOCTb TPABMUPOBAHMS NPY YPECKOXHOM [0CTYrE.

9. Ecnv npy n3BneyeHnn YyBCTBYETCS CONPOTMB/EHME, CO3AaliTe OTPULIATENBHOE [aB/EeHe
LUNPULIOM 6OnbLLIErO 06BEMA, NPEXAE YeM NPOAOMKATL. ECM conpoTuBneHue
MPOIOMKAETCS, M3BMEKUTE Ba//IOH BMECTE C MPOBOAHVKOM.

CPOK XPAHEHWA

CpOK rofiHoCTV yKa3aH Ha yrnakoBke (CMMBO/IbI OTBeYaroT TpeboBaHuAM cTaHaapTa EN ISO 15223-
CpoK rogHocTM 0603HavaeTCsl YyKasaHMEM BpEMEHM MNPOM3BOACTBA (CMMBON «(habpuka»)
yKa3aHHOW AaTbl ero UcTevyeHnst "Mcnonb3osath A0..." (CMMBOJ «MECOUHbIE Yacbl»). PasHMLa MeX

ABYMS laTaMU U eCTb CPOK FOIHOCTM.

CPOK TOAQHOCTWU
CPOK rogHoctn KateTtepa 6annoHHOro HuskonpoguasHoro ans YTA Advance 35LP - Tpu
roga.

KOMIJIEKT NMOCTABKW

N3penms nocTaBnsOTCA MOWITYYHO B CTEPUIbHONM YMNakoBKe, KOTOpas repMeTUYHO 3anasH
KOMMN/IEKTE MHCTPYKLMEN N0 NPUMEHEHUIO.

OCOBEHHOCTW CTEPUTN3AMNN

VIHCTpYMeHTbI, OnucaHHble B JaHHOM 0630pe TEXHWYECKMX [AaHHbIX MOCTaBNAKTCA CTEPU/bHb
OHW MPOXOAAT CTepunusaumio atuneHokengom (EtO) go rapaHTMPOBAHHOTO YPOBHA CTepusibH(
10"\, He ucnonb3yiite NPoayKT, eCin eCTb COMHEHWS B €ro CTEPUIbHOCTM.

YCNoBnNA XPAHEHNA
XpaHnTb B TEMHOM, CyXOM, NPOX/1aAHOM MecCTe; n3berarb AMTENbHOTO BO3AENCTBISA CBETA.

ycnosmd rnriPMUIMEHEHUA
MN3nenmns NpUMEHSIKOTCS B YCNOBUSX NEUEBHBIX YUPEXKAEHWIA.

YCNoBNA TPAHCITOPTPOBKHA
Mpy TPAHCMOPTMPOBKE HEOBXOAMMO YUWTbIBATh TUM WCMO/Mb3YEMOro TPaHCMOPTHOFO CpPeacT
paccTosiHMe, a Takke (MPMy-TPaHCMOPTMPOBLUMKA W OLEHKY 4acTOTbl  BuGpaUuu

TPaHCMOPTUPOBKE.
FAPAHTUHBIE OBA3ATE/IbCTBA
YNO/HOMOYEHHbIM NPeACTaBUTeNIEM NPOU3BOAMTENS Ha TEPPUTOPIUM Poccuiickoit deaepaLimmn
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Advance®35LP

Low Profile PTA Batioon Dilatation Catheter
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MepeBof f4aHHOTO TeKCcTa CchefaH MHOI, nepeBogyunkom KnenHesbiM BukTopom Mropesnyem.

Poccuiickaa depepayns

Mopos Mocksa

[BajuaTb AeBSATOr0 aBrycTa fiBe ThiCAYN CEMHAALATOrO roga.

#A. Aknmos Mne6 bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NOAMHHOCTb MOAMUCH
nepesofumka KuenHesa BukTopa lropesuya.
Moanuch cfe.yaHa BMOE.M NPUCYTCTBUW.

JINYHOCTb NOANMCABLUETO AOKYMEHT YCTaHOB/EHa.
3aperncTpupoBaHo B peecTpe: No

B3bICKaHO rocyaapCTBEHHO NowAnHbI(No Tapudy): 100py6.
YnnayeHo 3a OKasaHue yCnyr npaBoBOro U TEXHWYECKOro xapakKTepa:-----pyo6.

I.6. AKumoB

Bcero npowHypdalld',yaB M. LUBA LA
1 CKpenneHo

HoTapuyc
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Poccuitekius #tae»auMR
ronon Mocksa

"(uoLaToNn aBrycTa 3Be ThiCAYN CEMHAALATOrO rofa.

A, WnHanHa Hatanuii MedhoBHa, HoTapuyc ropoga MocCKBbI,
Ceugete("CTAN K PPHPCTL  ONUK  (~“NpeacTaBfeHHoro MHe

ErVCTPUPOBaHO B peecTpe: No

CKaHO rocyapCTKHHOM MOLMHBI (M0 Tapudy):

aHeHO 3a OKasaHue YC/yr MpaBoBOrO U TEXHWHECKOrO XapakTepa:
HIM LWCsnHa
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KOINus

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 |

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

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

5. at Indianapolis, Indiana

6. thi™ Twenty-First of|[August, 2017

7. by the Secretary of State of Indiana

8.  No. A2017H082J104824

9. Seal/Stamp: 10. Signature:

Connie Lawson
Indiana Secretary of State

Effective May 1, 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

1 750 DANIELS WAY
COOK eiOOMINGTON. IN 47404 USA
THOME: 812.339.2235 Toii Mu-. 800.457.4500

MEDICAL WWW.COOKMEDfCAL.COM

CERTIFICATION STATEMENT

As a responsible representative of Cook Incorporated, | confirm this is an accurate
version of the Instructions for Use for “Endovascular Balloon Catheters™ Submission.

L.
Kns Weathers
Regulatory Affairs Manager
Cook Incorporated

State of Indiana

County of Monroe

Subscribed and sworn to before me the Ig”~dav of AugKof month 20T year.

My Commission expires August 6, 2021
|- Pinner

L Ridner
? ~ olSfy Public, Stain of Indiana
- ;*s Monroe Couniy
\ “ytAV .« A~ Commission « 646433
My Commission Expires

—NY 1 2021
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Ord!» jiumbrar

15.
16.
17.

18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
4]1.
42.

43
44,
45
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.

56.
57.
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PTA3-14-150-2-6.
PTA3-14-150-2-8.
PTA3-14-150-3-10.
PTA3-14-150-3-12.
PTA3-14-150-3-2.
PTAS3-14-150-3-3.
PTAS3-14-150-3-4.
PTA3-14-150-3-6.
PTA3-14-150-3-8.
PTA3-14-50-1.5-2.
PTA3-14-50-1.5-4.
PTA3-14-50-2.5-10.
PTA3-14-50-2.5-12.
PTA3-14-50-2.5-2.
PTA3-14-50-2.5-3.
PTA3-14-50-2.5-4.
PTA3-14-50-2.5-6.
PTAS3-14-50-2.5-8.
PTA3-14-50-2-10.
PTA3-14-50-2-12.
PTA3-14-50-2-2.
PTA3-14-50-2-3.
PTA3-14-50-2-4.
PTA3-14-50-2-6.
PTA3-14-50-2-8.
PTA3-14-50-3-10.
PTA3-14-50-3-12.
PTA3-14-50-3-2.

. PTA3-14-50-3-3.

PTAS3-14-50-3-4.

. PTA3-14-50-3-6.

PTA3-14-50-3-8.
PTA3-14-90-1.5-2.
PTA3-14-90-1.5-4.
PTA3-14-90-2.5-10.
PTA3-14-90-2.5-12.
PTA3-14-90-2.5-2.
PTA3-14-90-2.5-3.
PTA3-14-90-2.5-4.
PTA3-14-90-2.5-6.
PTA3-14-90-2.5-8.
PTA3-14-90-2-10.
PTA3-14-90-2-12.

Rated Burst Pressure, atm
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
16
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16
16
16
16
16
16
16
16
16

Nominal Pressure, atm

0O 0O 0O 0O 0O 0O O O O O O O 0O O O 0O 0O 0O 0O O 0O O 00 0 0 0 0 0 0 O 0 O 0w O O 0 0 0 O 0 0 o o



C/ernittnber Rated Burst Pressure, atm Nominal Pressure, atm

58. PTA3-14-90-2-2. 16 8
59. PTA3-14-90-2-3. 16 8
60. PTA3-14-90-2-4. 16 8
61. PTA3-14-90-2-6. 16 8
62. PTA3-14-90-2-8. 16 8
63. PTA3-14-90-3-10. 16 8
64. PTA3-14-90-3-12. 16 8
65. PTA3-14-90-3-2. 16 8
66. PTA3-14-90-3-3. 16 3
67. PTA3-14-90-3-4. 16 8
68.PTA3-14-90-3-6. 16 8
69. PTA3-14-90-3-8. 16 8
Advance Micro 14 Ultra Low-Profile PTA Balloon Catheter
CattieterWorlUng French Size Balloon Diameter Balloon Length
Length
) (Fr/mm) (mm) (cm)
i«h)
15 2
50, 90. 150 2.5/0.825 15 4
2 2
2 3
2 4
2 6
2 8
2 10
2 12
25 2
25 3
2.5 4
25 6
2,5 8
25 10
25 12
3 2
v 3
3 4
3 6
3 8
3 10
3 12
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Device ConiiMment

Advance Micro

Name of Material

Balloon and Distal Tip

Patient Contacting

14 Ultra Low-  Balloon Nylon Direct Contact
Profile PTA  Marker Bands Platinum/Iridium Indirect Contact
Balloon . Polyether block amide (PEBA) -  Direct Contact
Catheter Catheter Tip MS #160
(PTA3) Catheter Shaft
Polyimide Direct Contact

Catheter Shaft Polyurethane (Tecoflex)

Nylon (CPT# 40020)
Polyimide

Indirect Contact
Indirect Contact

Proximal Shaft

Wire Lumen Polyurethane (Tecoflex)

Polytetrafluoro-ethylene
Hydrophilic Polyvinylpyrrolidone/Polyacrylam  Direct Contact
Coating ide (Surmodics 2004 Reagent)
Proximal Fitting
Y-Fitting Polycarbonate (CPT# 80490) Indirect Contact
Printing Ink GERTV 615/Ferro Non Contact

Silver Ink
Strain Relief

Ethylene Vinyl Acetate (CPT# Indirect Contact

Strain Relief 31510)

Printing Ink GE RTV 615/Ferro Non Contact
Black Ink

Adhesive Cyanoacrylate (Loctite 4305) Indirect Contact

Protectors

Balloon Natural extruded polytetrafluoro- ~ Non Contact

Protector* ethylene (MS # 122)

Shipping Stylet Stainless Steel Non Contact
+ The Hared THE tube is placed over the distal portion of the balloon catheter in order to protect the balloon during handling
and shipping. The shipping stylet is inserted through the distal end of the balloon catheter for protection during shipment.
ITese components are removed prior to use.

INTENDED USE

Advance Micro 14 Ultra Low-Profile PTA Balloon Catheter (PTA3) has been designed for
percutaneous transluminal angioplasty (PTA) of lesions in peripheral arteries including internal
pudendal, iliac, renal, popliteal, femoral, iliofemoral, anterior tibial, posterior tibial, peroneal,
pedal, radial, brachial, and ulnar, as well as obstructive lesions of native or synthetic
arteriovenous dialysis fistulae. Not for use in the coronary arteries.

CONTRAINDICATIONS
Absolute:

1) The general condition of the patient, due to other comorbidities.

2) Comorbidities which limit physical activity. Any vascular lesions without critical lower limb
ischemia.

3) Hemodynamically insignificant stenoses

4) Stenosis, located next to the post-stenotic aneurysm
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Relative:

1) No or compromised outflow tract distal to the area of intravascular angioplasty, ie, cases
where the main artery ofthe lower leg are either absent or critically diffusely stenotic.
2) Localization of lesions in the large collateral branches.

Potential complications:

1) Expressed dissection of atherosclerotic plaque, leading to inadequate hemodynamic blood
flow.
2) Arterial rupture after balloon angioplasty.

WARNINGS

« Do not exceed rated burst pressure.,Rupture of balloon may occur. Adhere to balloon inflation
pressure parameters in the Compliance Card insert. Over-inflation may cau.se rupture of the
balloon, with resultant damage to the vessel wall. Use of a pressure gauge is recommended to
monitor inflation pressures.

* Do not use a power injector for balloon inflation or injection of contrast medium through
catheter lumen marked “DISTAL.” Rupture may occur.

The burst pressure data vrav analyzed usingfactors for a one-sided tolerance to determine with

95% confidence that 99.9% ofthese balloons would not burst at or below the calculated rated

burst pre.tsure.

PRECAUTIONS

* The product is intended for use by physicians trained and experienced in diagnostic and
interventional techniques. Standard techniques for placement of vascular access sheaths,
angiographic catheters and wire guides should be employed.

e Advance Micro™ 14 Ultra Low-Profile PTA Balloon Catheter has been designed for
introduction into the vascular system utilizing percutaneous (Seldinger) technique.
Alternatively, an introducer sheath may be utilized. Refer to label information for the
appropriate introducer sheath size.

« The balloon is constructed of a heat-sensitive material. Do not heat or attempt to shape the
catheter tip.

< In heavily scarred access sites, use of an introducer sheath is recommended.

e Manipulate the catheter using fluoroscopic control.

* Use only the recommended balloon inflation medium. Never use air or any gaseous medium to
inflate the balloon.

» Use the catheter prior to the expiration date specified on the package.

e The catheter is not intended for the delivery of stents.

« All stents should be deployed in accordance with the manufacturer's indications and
instructions for use.

POTENTIAL ADVERSE EVENTS

e Air embolism

e Aneurysm

e Arrhythmias

= Arteriovenous fistula

» Death

» Drug reactions, allergic reaction to contrast medium
* Hemorrhage or hematoma

* Hypo/hypertension

« Infection and pain at insertion site
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5. Choose a balloon appropriate to lesion length and vessel diameter.

6. Upon removal from package, inspect the catheter to ensure no damage has occurred during
shipping.

7. Remove protective balloon sleeve from balloon. Do not discard protective sleeve after initial
introduction of catheter into the vascular system; it may be helpful in wrapping balloon prior
to subsequent insertions.

8. Prepare balloon lumen with standard contrast-saline mixture as follows:

a. Fill asyringe of appropriate size with 1:1 mixture of contrast medium and normal saline.

b. Attach the syringe to the hub o f the catheter marked “BALLOON” and pull back to apply

negative pressure.

c. Release pressure, allowing negative pressure to draw mixture into balloon lumen.

d. Detach syringe, leaving a meniscus of mixture on the hub of the balloon lumen.

e. Prepare inflation device in standard manner and purge to remove all air from syringe and

tubing.

f. Attach inflation device to the balloon lumen, ensuring no air bubbles remain at connection.

g. Pull negative pressure on the inflation device.

Balloon Introduction and Inflation

1 Flush the catheter lumen labeled “DISTAL” using heparinized saline solution.

2. Apply negative pressure to lumen labeled “BALLOON?” prior to introduction. Advance the
balloon dilatation catheter counter-clockwise over a pre-positioned .014 inch (0.36 mm) wire
guide.

3. Under fluoroscopy, advance the balloon to the lesion site. Carefully position the balloon
across the lesion using both the distal and proximal radiopaque balloon markers.

NOTE: Ifresistance is met while advancing the balloon dilatation catheter, determine the cause
and proceed with caution.

4. Inflate balloon to desired pressure. Adhere to recommended balloon inflation pressures.
(See Compliance Card insert.)

5. If balloon pressure is lost and/or balloon rupture occurs, deflate balloon and remove balloon
and sheath as a unit.

Balloon Deflation and Withdrawal

1 Completely deflate the balloon using an inflation device or syringe. Allow adequate time for
the balloon to deflate.

NOTE: Balloons with large diameters and/or longer lengths may require longer deflation times.

2. Deflate the balloon by pulling vacuum on the inflation syringe or inflation device. Maintain
vacuum on the balloon and withdraw the catheter. Upon catheter withdrawal, a gentle
counterclockwise rotation of the catheter will assist balloon rewrap, minimizing trauma to the
percutaneous entry site.

3. Ifresistance is met during withdrawal, apply negative pressure with a larger syringe before
proceeding. If resistance continues, remove balloon and sheath as a unit.

SHELF LIFE

The “use by” date as denoted by EN I1SO 15223-1 symbols on the labelling. 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.
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Advance Micro 14 Ultra Low-Prorde PTA Balloon Catheter (PTA3) has a three (3) year
shelf life.

HOW SUPPLIED
Supplied sterilized by ethylene oxide gas in peel-open packages.

STERILZATION DETAILS
The sterile devices included in this technical data summary are supplied sterile using a validated
ethylene oxide (EtO) method to a SAL (sterility assurance level) of IO® Do not use the sterile

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
required during transportation.

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

Tel. (495) 956-13-009;

Fax (495) 956-1310,

e-mail: info@schag.ru

Manufacturer’'s warranty extends to the quality of products.

Endovascular balloon catheters are single-use devices. DO NOT ATTEMPT TO RE-PROCESS
OR REPAIR.

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 Council Directive 93/42/EEC. For Russian Federation -
in accordance with national requirements, outlined in sanitary rules and norms N2.1.7.2790-10
of 12 December 2010 "Sanitary and epidemiological requirements for the management of
medical waste". Risk class of the medical waste: class B.

PACKAGING AND LABELLING
Supplied in the individual packaging, which should show no signs of damage or opening. Upon
detecting the bends, breaks and other defects the device cannot be used.
The label of the device shows the following device parameters:

- company-manufacturer name;

- manufacturing address;

- address ofthe EU representative;

- trade mark of the manufacturer;

- medical device name;

- components;

- sizes of the device;

- sterilization method;
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- serial number (LOT);

- marking about CE certification;

- marking on reusability;

- marking for “Attention. Consult accompanied documentation”
-marking “Keep dry”

- marking “Avoid direct sunlight”

- shelf life

COOK MEDICAL

Advance Micro™ 14

Ultra Low-Protile PTA Balloon Catheter
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Regulatory Affairs Manager
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MepeBOy, C aHI/INIACKOrO A3blka Ha PYCCKMIA A3bIK

CEKPETAPb WUTAT
WTAT NHONAHA

KoHHW JloycoH
CekpeTapb wrara

ANOCTUNb
(Fraarckaa KoHBeHUMs OT 5 okta6psa 1961 roaa)

1 CrtpaHa: COEANHEHHbBIE WUTATblI AMEPUKW

JaHHbIA  Ny6NINYHbIA OKYMEHT

2 6bin nognucaH: xummu J1. PngHep

3 BbICTyNawWyM B KavecTBe: NMy6/IMYHOro HoTapuyca OT MMEHWU U MO NOPYYEHUIO OKpyra
MoHpo

4 HOCWUT neyaTb: Ny6/IMYHOrO HOTapuyca OT MMEeHW M Mo Nopy4YeHuto WwTaTta MHavaHa

3aBepeHo
5 B 1. MHguaHanonuc, HgnaHa

6 pBaguaTtb nepsoe aBrycta 2017 T.
7 Cekpetapem LUtata MIHanaHa
8 3a Homepom: Ne A2017-0821104824
9 [leuatb: lMevatb WTata NHgnaHa
10 Mognucek: (KoHHU JloycoH, cekpeTapb wTaTta VIHavaHa)
JevictButenbHble ¢ 1 maa 2003 roga, Bce anoctunu CekpeTapsa wTtata MiHgnaHa

OO/DKHbI UMETb 3/1IEKTPOHHYIO MNevaTb.
OoKyMeHT O6b11 npocMmoTpeH 17 mapTta 2012 T.

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



Ha dompmeHHom 6n1aHke COOK

COOK INCORPORATED

750 dsHuenc Bai

I". BnymuHrToH, NHanaHa 47404 CLUA

Ten. 812.339.2235, Ten. ropsyeit nmHumn: 800.457.4500
www.cookmedical.com

CEPTU®NKALUMNOHHOE 3AABJIEHUE

Kak oTBeTCTBEHHbIV npeacTasutesib Cook Incorporated, HacToAWMM A NOATBEPXAAtO,
4YTO NpuaraeMblii JOKYMEHT ABNAETCA UHCTPYKUMEN MO NPUMEHEHUIO ANA N3Leni
«KateTepbl 6a/1/I0HHbIE 3HA0BACKYNAPHbIEY.

/Moanucb/

Kpuc Besepc
MeHemxkep Mo Borpocam peryimpoBaHus
Cook Incorporated

Wrat MugnaHa
Okpyr MoHpo

MognucaHo nog npucsaro B moem npucytcreumn 18 asrycrta 2017 roga.

CpoK aencTeus Moen nuueHsnum nctekaet 06 asrycta 2021 roga, /noanucaHo/

oxnmmn J1. PnagHep

Oxxummu J1. PugHep

My6nuuHblii HoTapuyc, W TaT UHanaHa
Okpyr OyaH

NnuyeH3na Ne 646433

Cpok geiicTBus Moeil NULEH3UN nctekaeT
06 aBrycta 2021 roga.

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



Ha gompmeHHoM 6naHke KYK

MHCTPYKUNA no MPNUMEHEHNIO
KaTeTep 6an1M10HHbIN YbTpa HU3KONPOPUIbHbIN AN151 YPECKOXHOM TPaHC/IIOMUHAIbHOMN
aHrnonnactuku (UTA)
Advance Micro 14

MNPEAYMNPEXAEHWE: deaepanbHbiii 3akoH CLUA orpaHnyvBaeT nNpoaaxy AaHHOro
n34enns Takum 06pasoM, YTO TOTbKO JOKTOP (NMNLEH3MPOBaHHbIN NPaKTUKYHOLWMIA BpaYy) MOXET
npofasaTb WM 3aKasblBaTb JaHHOE U3genue.

OMMNCAHMNE ycTpotiicTea

CTepxeHb  KaTeTepa  Oa/IIOHHONO  yNbTPa  HU3KOMNPOMWIBLHOIO  ANA  YPECKOXHO
TpaHCMOMUHaNbHOW  aHruonnactmkn (YTA) Advance Micro 14 wu3rotaBnvMBaeTcs i
noMnMmaa/nonnypeTaHa, HaKOHeYHWK 1 6anoH 13 HeldnoHa. BHYTPeHHWUIA NPOCBET MCMO/b3yeTe
0NS BBEAEHWS WHCTPYMEHTa MO MNPOBOAHWKY, BHEWHWA - [ANd pasgyBaHus GanioHa. 1
NMPOKCUM&/IbHOM ~ KOHLE K&XA0oro W3 MpPOCBETOB pacrnpefenuTeNisHOM  TPYOKU  pacronoxe
NHO3POBCKUIN HAKOHEYUHMK.

[ncTanbHbIN y4acToK KaTteTepoB (15 cm) MMeeT rmapoduibHOe MOKPbLITME, KOTOPOe NPU KOHTaKTe
XXUAKOCTAMU CTaHOBWUTCA TNaAKMUM M CKOMb3KUM. [aHHble KaTeTepbl COBMECTUMbI C MPOBOAHMKE
anavetpom 0,014 paroiima (0,36 cm). Ha cTepxeHb KaTeTepa HaHeCeHbl NMaTUHO-MpUAMeELL
PEHTIEHOKOHTPACTHblE MapKepbl, C TMOMOLLbI KOTOpbIX KaTeTep/6asifioH O0TOBpaxaeTcs n(
PEHTTEeHOCKOIMEN.

KareTepbl 4OCTYMHbI C AYaMeTpoM 6a/iIoHoB 1,5 MM (B pasfLyTOM MOJSIOXEHWM), C A/IMHaMK GasiioH!
2 cM 1 4 cv; gnametpamu 2; 2,5 1 3 MM, ¢ ganHamn 2, 3, 4, 6, 8, 10, n 12 cM. Hapy>XHbli1 gnamc
KateTepa - 2.5 Fr, kaTeTep AoCTyneH B Takmx gnunHax: 50, 90 n 150 cwm.

KaTteTepbl 6a/i/lOHHbIE YNbTPa HU3KOMPOMW/ILHOIO 4711 YPECKOXKHOW TPaHC/IIOMUHaTbH(
aHruonnactuku (UTA) Advance Micro 14 oTBevatoT TaKUM TEXHUYECKUM KPUTEPUAM: pPacyeTH
faBneHve GannoHa Ha paspblB 16 atM. MPOYHOCTb MPOKCMMAaTIbHOrO COeAMHeHUs 6GannoHa>5

MpPOYHOCTb AUCTaILHOrO coeauHeHns GannoHa >3 H. TMpPOYHOCTb COEAMHEHUS CTEPXHS ©

o6pasHoro KoHHektopa >10 H. Tpo4YyHOCTb COeAMHEHWs MNpPOCBETa MPOBOAHMKA U Y-06pasHC
KOHHeKTopa > 3 H.

NapameTpbl gaBneHnA

Howmep npoaykTa PacueTHOe faB/ieHure paspbiBa, aTM  HOMMHasbHOE AaBreHue, amv
1 PTA3-14-150-1.5-2. 16 8
2. PTA3-14-150-1.5-4. 16 8
3. PTA3-14-150-2.5-10. 16 8
4. PTA3-14-150-2.5-12. 16 8
5. PTA3-14-150-2.5-2. 16 8
6. PTA3-14-150-2.5-3. 16 8
7. PTA3-14-150-2.5-4. 16 8
8. PTA3-14-150-2.5-6. 16 8
9. PTA3-14-150-2.5-8. 16 8
10. PTA3-14-150-2-10. 16 8
11. PTA3-14-150-2-12. 16 8
12. PTA3-14-150-2-2. 16 8
13. PTA3-14-150-2-3. 16 8
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14. PTA3-14-150-2-4.
15. PTA3-14-150-2-6.
16. PTA3-14-150-2-8.
17. PTA3-14-150-3-10.
18. PTA3-14-150-3-12.
19. PTA3-14-150-3-2.
20. PTA3-14-150-3-3.
21.PTAS3-14-150-3-4.
22. PTA3-14-150-3-6.
23. PTA3-14-150-3-8.
24. PTA3-14-50-1.5-2.
25. PTA3-14-50-1.5-4.
26. PTA3-14-50-2.5-10.
27. PTA3-14-50-2.5-12.
28. PTA3-14-50-2.5-2.
29. PTA3-14-50-2.5-3.
30. PTA3-14-50-2.5-4.
31.PTA3-14-50-2.5-6.
32.PTA3-14-50-2.5-8.
33.PTA3-14-50-2-10.
34. PTA3-14-50-2-12.
35. PTA3-14-50-2-2.
36.PTA3-14-50-2-3.
37. PTA3-14-50-2-4.
38. PTA3-14-50-2-6.
39. PTA3-14-50-2-8.
40. PTA3-14-50-3-10.
41.PTA3-14-50-3-12.
. PTA3-14-50-3-2.

. PTA3-14-50-3-3.

. PTA3-14-50-3-4.

. PTA3-14-50-3-6.

. PTA3-14-50-3-8.

. PTA3-14-90-1.5-2.
. PTA3-14-90-1.5-4.
49. PTA3-14-90-2.5-10.
50. PTA3-14-90-2.5-12.
51. PTA3-14-90-2.5-2.
52.PTA3-14-90-2.5-3.
53. PTA3-14-90-2.5-4.
4. PTA3-14-90-2.5-6.
55. PTA3-14-90-2.5-8.
56. PTA3-14-90-2-10.
57. PTA3-14-90-2-12.
58. PTA3-14-90-2-2.
59. PTA3-14-90-2-3.
60. PTA3-14-90-2-4.

ERE5H5RES0
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61.PTA3-14-90-2-6. 16
62. PTA3-14-90-2-8. 16
63. PTA3-14-90-3-10. 16
64. PTA3-14-90-3-12, 16
65. PTA3-14-90-3-2. 16

66. PTA3-14-90-3-3. 16
67. PTA3-14-90-3-4. 16
68. PTA3-14-90-3-6. 16
69. PTA3-14-90-3-8. 16

0O 00 0O 0O 0O O 0O O 0o

Tabnumua 5: Pa3vepbl KaTeTepoB 6a/I/IOHHbIX Y/bTpa HU3KOMPO(MW/IbHBIX 1S YPECKOXKHO
TpaHcAtMUHaNbHOM aHrnonnactukm (UTA) Advance Micro 14

Pabouast anvnHa Pa3mep KaTeTepa [Onametp 6annoHa [nvHa 6annoHa

KateTepa (cm) Fr/imm (Mm) (cwv)
15 2

50, 90, 150 2,5/0,82 15 4
2 2
2 3
2 4
2 6
2 8
2 10
2 12
25 2
25 3
25 4
25 6
25 8
25 10
25 12
3 2
3 3
3 4
3 6
3 8
3 10
3 12

KaTeTepbl 6an110HHbIE YNbTPa HU3KOMPOU/IbHbIE 47151 YPECKOXHOM TPaHC/IFOMUHaIbHOM

KomnoHeHT KoHTaKT
VIHCTpYMeHT VHCTPYMEHTa Marepuan C NaLyeHToM
Advance Micro 14 BbannoH 1 ancTanbHbIA HAKOHEYHNK
(PTA3) BannoH HeiinoH MPSMOIA KOHTaKT
Mapkepbl MnatuHa /Wpnapia HenpsmMoli KOHTaKT
TepmMonnacTUyecKmii MpsAMOIA KOHTaKT
HakoHeuHVK KaTeTepa anactomep (PEBA) -
MS #160
CTepxeHb KaTteTepa
CTepkeHb KaTeTepa Monmmmng, MpsMOiA KOHTaKT
MonnypetaH (Tecoflex)
[poKcumanbHasA cTepXeHb HeiinoH (CPT# 40020) Henpsimoli KoHTaKT
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KOMMOHeHT KoHTakT

VIHCTpYMEHT WHCTPYMeHTa Marepiian C MauyeHToM
Monmmmng, HenpsiMOi KOHTaKT
[MpocBeT NpPoBOAHMKA MonnypetaH (Tecoflex)
MTed
MonBMHUANPPONOOH/ [MPSIMOIA KOHTaKT
"'apoduibHOE NoKpbITVE Monvakpwiammng,
(PeareHT 2004 Surmoidics)
"poKcrMasibHoe coeHeHVE
Y-06pa3Hblil KOHHEKTOP MonvkapboHar (CPT#80490)  HernpsimMoi KOHTaKT
Kpacka 415 nevatu GE RTV 615 / Ferro HeT KoHTakTa

CepebpycTble YepHUIa
3awmTa ot nepervoa

3alyTa OT Meperia AmuneHsuHWNaueTar (CPT#  Henpamoid KOHTaKT

31510)
Kpacka 45 nevatu GERTV 615/Ferro HeT KoHTaKTa
UepHble YepHWa
LInaHoakpmnaTHsbIn Knein HenpsmMoli KoHTaKT
Adrese (NokTanT 4305)

3alMTHbIE KOMMOHEHTbI
MpenoxpaHuTenb GaioHa*  UMCTbIN 3KCTPYAMPOBaHHbIA  HET KOHTaKTa
MTPS (MS # 122)
Crunet ana HeprkaBetoLLasn CTasib HeT KoHTakTa
TPaHCMOPTUPOBKU
*Ha gmcTanbHOM yyacTKe 6a/1I/IOHHOroO KateTepa C Lefiblo 3almTbl 6a/1/10Ha BO BpeMsi TPAHCMOPTUPOBKM pacnofioxXeHa

T® 3 Tpy6Ka ¢ pacTpy6oM. CTUNET A1 TPAHCMOPTMPOBKU BCTAB/IEH B ANCTa/IbHLIN KOHEL, 6a/i/IOHHOro KaTeTepa Anst
3aluMTa BO BpeMsi TpaHCNopTUpoBKK. [epef UCMo/b30BaHNEM JaHHbIE KOMIMOHEHTbLI HEOGXOAMMO YA NTh.

NMPUMEHEHWE MO HASHAYEHWIO

KateTep 6a/IOHHbIN y/ibTpa HU3KONPOMUbHBIA [N11 YPECKOXKHOW  TPaHC/IIOMUHAIbHS
aHrnonnactmku (UTA) Advance Micro 14 npeaHasHayeH N8 YPECKOXHOM TPaHCHOMUHabH(
aHrvonnactukn (UTA) nopakeHWin nepudepryecknx apTepui, BKIKOYas BHYTPEHHIOK CpamvHy]
MOAB3AOLUHYO, MMOYEYHYHO, MNOAKOMEHHYH, 6efpeHHY0, NOAB3LOLIHO-0e[PEeHHYIO, MepeaHu;
60nbLUE6EPLOBYIO, 3aHIOK 60/bLLIEOGEPLIOBYO, ManobepLIOBYHO, CTOMbI, paauasbHble, NIEYEBYHO
NIOKTEBYHD, a TaKke  OOCTPYKTMBHbIX  MOP&XEHUA  €CTECTBEHHbIX W WCKYCCTBEHHb
apTeproBEHO3HbIX UCTYN NS remognannsa. He 4ns ncnonb3oBaHWs B KOPOHAPHBIX apTepusx.

MPOTUMBOIMOKA3AHUNA
ABCONOTHbIE:

1) O6ulee TsKenoe COCTOsSHME NaLMeHTa, 06yCNoBIEHHOe COMYTCTBYHOLMMI 3a60/1eBaHNAMM
2) ConyTcTBYytOLMe 3a60M1€BaHMS, OrpaHNYMBatoLLME PU3NYECKYHO aKTUBHOCTb NpY HO60M
COCY/[IMCTOM MOPaXKEHNMN BE3 KPUTUUECKON ULLEMNN HUXKHUX KOHEYHOCTEN

3) l'eMoanHaMNYeCKM He3HaUMMble CTEHO3bI

4) CTeHO3bl, pacrofioXKeHHbIe PSA0M C NOCTCTEHOTMYECKON aHEBPU3MON

OTHOCUTENbHBIE:
1) OtcyTcTBUE (MW BbIPOKEHHAS KOMMPOMETALMSA) NYTein 0TTOKa AMCTa/IbHEE 30HbI
BHYTPUCOCYMCTOW aHrMONAacTUKK, T.e. Cy4van, Korga MarucTpasibHble apTepun rofieHn um

OTCYTCTBYHOT, UM KPUTUYECKM ANGDPY3HO CTEHO3MPOBAHDI.
2) nokanm3saums NopakeHus B KPYMHbIX KOMaTepasibHbIX BETBSX.
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B03MOXHble 0CNOXHeHUA:

1) BblpaxkeHHasi AMCCEKLMS aTePOCKNePOTNYECKOl BASLLKM, NPUBOAALLAS K FeMOANHAMNYECKON
HealeKBaTHOCTY KPOBOTOKA.

2) Pa3pbIB apTepuu nocne 6asnoHHO aHrMONNACTUKMN.

NMPEAOCTEPEXEHUE

* He npeBblwaiTe HOMUHaIbHOE [jaB/ieHne Ha pas3pbiB. MOXET NPOV30MTH paspbiB GasiioHa.
Mpuaep>xuBanTecb NapaMeTPoOB AaBfeHUs 6an/ioHa, YKasaHHbIX Ha BNIOXXEHHOM JlncTe
CooTtBeTtcTBUSA. Nepekayka MOXET NPUBECTU K pa3pbIBy 6a/1/10Ha, YTO NPUBEAET K
noBpexxaeHno CTEHKN Ccocyaa. PeKOMEH,ﬂ,yeTCFI MCNonb3oBaTb MaHOMETP ANA KOHTPOMA
[aBNeEHUA NpY HakKayke.

*He I/ICI'IOJ'Ib3yI71Te aBTOMaTUYECKNIA npuy, ana Haka4dyku 6an/1oHa; He BBOAMNTE KOHTPaCTHOE
BELLLECTBO Yepe3 NPOoCBeT KaTeTepa, 0603HaYeHHbIN Kak «DISTAL». MOXeT Npov3onTu
paspbIB 6asnoHa.

JaHHble no faB/ieHW0 Hapas3pblB OblNM NPoOaHaIM3MpPoBaHbl CyyeTOM PaKTOopoB

OLAHOCTOPOHHErO AOMYCTMUMOIo OTK/IOHEHUA 4T O06bI onpefenuThb ¢ 95% [LOCTOBEPHOCTLIO,

4TO0 99.9% 6ann0HOB He pa3opBeTCHA NPU PaAcCUYNTAHHOM HOMUHAILHOM YPOBHE [aBfleHNsA Ha

paspblB UAN HU>KE €ero.

MEPbI NMPEAOCTOPOXHOCTU

e [poayKT npefHasHayeH 419 UCMOMb30BaHNA Bpavamu, UMEIOLLIMMUM COOTBETCTBYIOLLYIO
KBa/IM(hMKALMIO U OMbIT B MPOBEAEHUN AMArHOCTUYECKMX N MHBA3MBHbLIX npoueayp. Cnegyet
MNCNOMb30BaTh CTaHAAPTHbIE METO/bI M0 YCTaHOBKE COCYAUCTLIX NPOBOAHMKOB,
aHrnorpagmyeckmnx KaTeTepos 1 NPOBOAHMKOB.

e Kartetep 6annoHHbI Advance Micro 14 npefHa3HayeH 19 BBEAEHUS B 3HA0BACKY/SIPHYHO
CUCTEMY MCMOSb3YS TEXHUKY YPecKoXKHOro goctyna (no CenbauHrepy). Kpome Toro, Moxet
ObITb MCNO/b30BaH MHTPOAbLoCcep. ObpaLLainTech K ITUKETKe 3a MHopMaLmelt o
NoAXoAALLMX pasmepax MHTPoAbKOCEpa.

*  BannioH n3roTos/eH U3 TEPMOYYBCTBUTENBHOIO MaTepuana. He HarpesaliTe 1 He MblTaTeCb
NnoAorHaTtb JopMy KOHUMKA KaTeTepa.

»  Ecnun npegnonaraemoe MecTo BBeLEHUS CUIbHO MOKPLITO pybLamu, peKoMeHayeTca
1CM0/b30BaTb MHTPOALHOCED.

* V3genue cnepyet NpUMEHATL NPU PEHTIEHOCKOMUYECKOM KOHTPOJe.

*  Vicnonb3yiiTe TONbKO peKOMEH0BaHHble CpefCcTBa Hakavykm 6annoHa. Hukorga He

MCNONb3YWTe BO3AYX UK NtobbIe rasbl 415 Hakauky 6asiioHa.

Vcnonb3yiiTe KaTeTep 4O AaTbl UCTEYEHWNA CPOKA FOAHOCTYU, YKa3aHHOM Ha YNakoBKe.

KarteTep He npeAHa3HayveH Ans LOCTaBKM CTEHTOB.

Bce CcTeHTbI JO/MKHbI pasMeLLaTbca B COOTBETCTBUM C YKa3aHUSAMU U3rOTOBUTENA Y

WNHCTPYKUMW MO NPUMEHEHWIO.

MNOTEHUWMAJIbHBLIE NMOBEOYHBIE SOPEKTDI
* Bo3gyLuHas am6onus

* AHeBpu3ma

* Apntmmns

* ApTeproBeHO3Has (ucTyna

* CmMepTb

* Peakums Ha NeKapcTBO, a/lfiepruyeckas peakums Ha KOHTPACTHYHO cpedy
* KpoBousnugHue uam rematoma

* ['no/runepTeH3ns

* 3apaxxeHune 1 60/1b B MeCTe BBeeHNA

* Cuctematmyeckas ambonmsaums
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Tpom603 cocyaoB
WcceueHme cocyaa, nepdopawyst, paspbIs UM TpaBMa
Cna3wm cocynos

MHCTPYKUWNN no NCIMOJIbSOBAHNIO
MoarotoBka 6annoHa

13. BblbepuTe 6an/ioH, COOTBETCTBYHOLLMIA 4/IMHE NOPAKEHHOMO YYacTKa 1 ArameTpy
cocypa.

14. IMocne n3BNeYeHUs 13 YNakKoBKN OCMOTPUTE KaTeTep Ha NpeaMeT OTCYTCTBUSA
NOBPEXAEHNIA, HAHECEHHBIX BO BPEMS TPaHCMOPTUPOBKM.

15. CHMMUTE 3aLUMTHBIR Yexon ¢ 6annoHa.

16. MoAroToBbTe CTaHAAPTHYHO CMeCb KOHTPACTHOTO BeLLecTsa U (h13r1010rMyeckKoro
pacTBopa 415 6asIOHHOro /IIOMeHa, Kak yKa3aHO HUXe:

v. HanonHuTe WnpuL, COOTBETCTBYIOLLLEr0 pa3Mepa CMECb0 KOHTPACTHOr0 BeLLecTBa U
(h13M0M0rMYeCcKOro pacTeopa B COOTHOLWeHMM 1:1.

w. [pucoeguHnTe WNPUL, K pacTpyby kaTteTepa, MapkmpoaHHOMY Kak “BALLOON” un
NMOTAHWTE MOPLUEHb Ha3ad, YT0ObI CO34aTb OTpULIATENIbHOE AaBNeHNe.

x. CbpocbTe faBneHune, YTo6bI JaTb HEraTUBHOMY [aBNeHNIO BTAHYTb pacTBOp B
6aNOHHbIN NIFOMEH.

. OTcoeguHMTE LWINPULL, OCTaBMB HEMHOIO pacTBopa Ha pacTpybe 6aiIoHHOro tOMeHa.

z. B cTaHgapTHOM nopsiAke NOAroTOBbTe MHAEMNATOP M CAYITE BECb BO3AYX M3 LUNpULA U
LuNaHra.

aa. MNpucoeanHuUTe NHAEHNATOP K 6ANNOHHOMY /IOMEHY, YA0CTOBEPUBLUNCH, YTO NpU
COeIMHEHUM BHYTPU He OCTas10Ch My3bIPbKOB BO3AyXa

bb. [MoTAHUTE 3a pyUKy NNyHXepa A0 Co3haHna OTPULATENIbHOTO AaBEHUS.

BBeaeHMe n Hakauka 6an1oHa

17. MpomoiiTe AUCTa/IbHLIN IIOMEH KaTeTepa renapuHU3MpoBaHHbIM (BU310N0MNYECKM
pacTBOPOM.

18. Co3paiiTe oTpuUaTE/IbHOE AaBfeHNe B NHOMeHe, MapkupoaHHoM “BALLOON” nepeg
BBeAeHueM. MpoaBUHLTE GaNNOHHBIN AUnaTaUuMOHHbIA KaTeTep NPOTUB YaCcOBOW CTPESKM
Mo 3apaHee YCTaHOB/MIEHHOMY MPOBOAHMKY AnameTpom 0,014 aroima (0.36 MMm).

19. MNog peHTreHorpagnMyecKM KOHTPO/IEM MPOABUHBLTE Ba/IIOH K MOPaXKEHHOMY YYacTKy.
AKKypaTHO yCTaHOBUTEe 6a/1/IOH HaNpPOTVB MOPaXKEHHOr0 Y4acTKa, UCMosb3ys Kak
NMPOKCUMASTbHBINA, TaK U AUCTa/IbHbIA PEHTTEHOKOHTPACTHbIE MapKepbl Ha GasiioHe.

MPMEYAHWE: Ecim npy NpoABMKeHUM 6a1ITOHHOMO AvnaTauMoHHOIo Katetepa

4yBCTBYETCS CONPOTUB/IEHME, ONPeSeNTe NPUYMHY U NPOAOIKANATE C OCTOPOXKHOCTLIO.

20. Hakavarite 6a/1/10H 0 HY)>XHOr0 AasneHus. MpuaepXXmnBanTtecb peKOMeHA0BaHHOIO
AaBneHnsa NpyY Hakavke 6aoHa (CM. B/IOXKEHHbIN JTIucT COOTBETCTBMS).

21. Ecnu paBneHune B 6ann0He nagaeT u/unu npounsoLLen paspbiB 6a1noHa, caynTe 6anioH n
13B/IEKMUTe BasINIOH BMECTe C NMPOBOAHMKOM.

CpayBaHue 1 nsBneveHne 6annoHa
10. MonHocTLIO cAyiTe 6ansioH, NCNOoMb3ys MHAEMASTOP MK wnpuy, MpegocTaBbTe
[OCTaTOYHO BPeMeHM, YTOObI 6an/IoH MOT CAYThCA.
NMPUMEYAHWE: Ona 6anioHOB 60/1bLWIOr0 gnameTpa Unamn 60MbLIeid J/IMHbI MOXeT
noTpe60BaTbCs 4O/bLLE BPEMEHU, YTOObI CAYTHCS.
11. CpyirTe 6annoH, co3gaB BakKyyM LUNPULEM U MHAePNATOPOM. [oagepXXmBaiiTe BakyyM
B Ga/1N0OHE 1 M3BMIEKMTE KaTeTep. ocne n3BneveHms KateTepa akKypaTHOe BpalleHune
KaTeTepa NpOTVB YacoBOW CTPeNKM NOMOXET CBEPHYTbL 000/104KY 6anioHa,
MUHUMMU3MPYS BO3MOXXHOCTb TPaBMUPOBaHMS MPY YPECKOXHOM [OCTYre.
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MepeBog gnunoro TAcTa chenaH MHOW, nepesogunkoM KnenHeebw BukTopom Vropesuuem.

P al
’/

Poccuiicyuana depepaymns

MNopog Mocksa

[BajuaThb LeBATOr0 aBrycra fBe ThiCAYM CEMHALLATOrO roja.

. Akumos 'ne6 bopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYI NOAAMHHOCTb MOAMUCH
nepesogunka KnenHesa BukTopa Vropesuya.

Moanuck chenaHa B .MOE.M MPUCY TCTBUN.

JINYHOCTb NOANMCABLUErO JOKYMEHT YCTaHOB/NEHA.

3aperncTpuposaHo B peecTpe: N°

B3bICKaHO rocyaapcTBEHHOW nowwanHbl(no Tapudy): 100py6. S|

Ynna4eHo 3a oKasaHue ycnyr npasoBOro 1 TeXHMYecKoro xapakTepa:-----pylL™* K 1 M W T
bl s

. AKUmoB

Beer"Yim LU HYyTBMN1, "oTMeEpoOBaHO
n Qypen M LAYINpT>EEN

\
HoTar.
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PoeoM Betfie «14/10paunii
Foaon Mocksa

TPUALATOr0 aBrycTa FeThicAUM CEMHAALATOrO rofa.

S, WuHauHa Hatanusa MeTpoBHa, HOTapuyc ropoga MockBbl,
CBMAETENLCTBA BEPHOCTb KOMUM C MB/ACTaB/IEHHOrO MHe

pervcTpupoBaHo B peectpe: No
CKaHO rocyiapCTBeHHOM NOLLMHbI (M0 Tapudy):
1B4EHO 3a OKa3aHWe YC/yr NpaBOBOTO M TEXHNYECKOro XapaxTep!
HIM Lk,
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Advance I8LP PTA Balloon Dilatation Catheter Sizes

Catheter Length French Size Balloon Diameter Balloon Length
(cu) (Fr/mm) (mm) (cm)
4/1.32 2 2
80, 135, 150 4/1.32 2 4
(over-the-wire) 4/1.32 2 6
4/1.32 2 8
110 and 170 4/1.32 2 10
(peripheral exchange) 4/1.32 2 12
4/1.32 2 15
4/1.32 2 17
4/1.32 2 20
4/1.32 3 15
4/1.32 3 2
4/1.32 3 25
4/1.32 3 4
4/1.32 3 6
4/1.32 3 8
4/1.32 ? 10
4/1.32 3 12
4/1.32 3 15
4/1.32 3 17
4/1.32 3 20
4/1.32 4 15
4/1.32 4 2
4/1.32 4 25
4/1.32 4 4
4/1.32 4 6
4/1.32 4 8
4/1.32 4 10
4/1.32 4 12
4/1.32 4 15
4/1.32 4 17
4/1.32 4 20
4/1.32 5 15
4/1.32 5 2
4/1.32 5 25
4/1.32 5 4
4/1.32 5 6
4/1.32 5 8
4/1.32 5 10
4/1.32 5 12
4/1.32 5 15
4/1.32 5 17
4/1.32 5 20
4/1.32 6 15
4/1.32 6 2
4/1.32 6 25
4/1.32 6 4
4/1.32 6 6
4/1.32 6 8
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Caiheteir Length
Cedft
80, 135, 150
(over-the-wire)

110 and 170
(peripheral exchange)

Balloon Diameter

W w) {sm\
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32
4/1.32

EEEBEBEO©O OO0 0®0®00~NNNNNNNNAAINOD OO OO

Device Device Comporent  Narme of Material

Menifold
Advance  Asserbly
18P PTA Catheter shaft
Balloon (Orange)

Polyether Polyamide (Nylon 12)
Copolymer (Compound 41680)

Dilatation Batwving Manifold Nylon (Compound 41670)

Balloon
C(apt{‘ﬁgr Strain Relief

Strain Relief
Printing Ink
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Nylon 12 (Compound 41280)

Silicone C6-570
GE RTV 615/Ferro
Black Ink

Length

MEBERRB

N )
NESRERB®o s

N
&l

o~ NMB oo~ NMNENEREREB o~

S}

Patient Contacting

Direct Contact

Indirect Contact
Direct Contact

Indirect Contact
Non Contact



Device Device Component Name of Material Patient Contacting
Advance  Tapered Distal Tip
18LP PTA Catheter Tip Nylon Natural Direct Contact
Balloon Tubing (NYNT) - MS # 160
Dilatation Compound 41750
Catheter  Tip Material Nylon 12 (Compound 40140) Direct Contact
(PTAY) Marker Bands Platinum /Iridium Direct Contact
Balloon Protector Natural extruded Non Contact
polytetrafluoroethylene (MS #
122)
Device Device Narre of Mhterial Patient Contacting
Peripheral
Exchange Portion
Advance Cable tube 304 Stainless Steel (HHS Tube) Indirect Contact
18LPPTA MS 1016
Balloon Welded cannula 304 Stainless steel Indirect Contact
Dilatation  insert
Catheter  shrink tubing Pebax 72D (NPBX) (Clear) Direct Contact
(PTAX4),  jacket MS 198
pen rel Cable Tube Ink Black Ink (Compound 71560) Indirect Contact
e\)jersion Bonded tubing Nylon (NYNT) (Clear) - Indirect Contact
MS 160, Compound 41130
Hub Asserrbly
FLLA fitting Nylon 12 (Med. Blue) - Indirect Contact
Compound 41670
FLLA Ink Black Ink (Compound 70720) Indirect Contact
Shaft
Catheter shaft Polyether Polyamide (Nylon 12) Direct Contact
(Orange) Copolymer (Compound 41680)
Balloon
Balloon Nylon 12 (Compound 41280) Direct Contact
Strain Relief
Strain Relief Silicone C6-570 (Orange) Indirect Contact
Printing Ink GE RTV 615/ Ferro Powder #79- Non Contact
861000
Black Ink
Tapered Distal
Tip

Catheter Tip

Tip Material

Marker Bands
Balloon Protector
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Nylon Natural

Tubing (NYNT) (Blue) -

MS 160, Compound 41750
Nylon 12 (NYNT) (Clear)-
Compound 40140

Platinum /Iridium

Natural extruded
polytetrafluoroethylene
(MS.J22)

Direct Contact

Direct Contact

Direct Contact
Non Contact
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357. PTA4-18-80-6-2.
358. PTA4-18-80-6-4.
359. PTAA4-18-80-6-6.
360. PTA4-18-80-6-8.
361.PTA4-18-80-7-10.
362. PTAA-18-80-7-2.
363. PTA4-18-80-7-4.
364. PTA4-18-80-7-6.
365. PTA4-18-80-7-8.
366. PTA4-18-80-8-10.
367. PTA4-18-80-8-2.
368. PTA4-18-80-8-4.
369. PTA4-18-80-8-6.
370. PTA4-18-80-8-8.

14
14
14
14
14
14
14
14
14
14
14
14
14
14

O OO OO 00O 0O O 0O OO 0O 0O O 00 00 0o

Tabnumua 2: KaTeTepbl 6a110HHbIE HU3KOMPOMUbHbIE A151 YPECKOXKHOW

TpaHcAtoMUHasIbHOW aHrmonnactukm (UTA) Advance 18LP
[vameTp 6asvioHa

[vHa KateTtepa Pa3mep KaTeTepa
(cm) Frivmm
4/1,32
80, 135,150 4/1,32
(kateTepbl OTW Tnna)  4/1,32
4/1,32
Mowu 170 4/1,32
(kateTepbl PX Tvina) 4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32
4/1,32

[vHa Katetepa Pa3wvep KateTepa
(cm) (Fr)
80,135,150 411,32
(kateteppl OTWTVNa)  4/1,32
411,32
Mowu 170 411,32
(kareTepbl PX Tvna) 4/1,32
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(Mm)
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[vamveTtp 6asioHa

(M)

4
4
4
4
4

[nvHa 6anioHa

FRBCOERNERNGRRE® O S NY
N—r

[nnHa 6annoHa
(cm)

10

12

15

17

20



4/1,32 5 15
41,32 5 2
41,32 5 25
41,32 5 4
4/1,32 5 6
471,32 5 8
4/1,32 5 10
4/1,32 5 12
4/1,32 5 15
4/1,32 5 17
41,32 5 20
4/1,32 6 15
471,32 6 2
4/1,32 6 25
471,32 6 4
471,32 6 6
471,32 6 8
4/1,32 6 10
471,32 6 12
471,32 6 15
471,32 6 7
471,32 6 20
471,32 7 15
4/1,32 7 2
4/1,32 7 25
471,32 7 4
471,32 7 6
471,32 7 8
471,32 7 10
471,32 7 12
471,32 7 15
471,32 7 17
4/1,32 7 20
41,32 8 15
4/1,32 8 2
41,32 8 25
4/1,32 8 4
4/1,32 8 6
41,32 8 8
4/1,32 8 10
4/1,32 8 2
[nvHa KateTepa Pa3wvep kateTepa  [uametp 6asioHa [nnHa 6annoHa
(cm) (Fr) (M) (cm)
80, 135, 150 471,32 8 15
(kateteppl OTW THiMa)  4/1,32 8 17
4/1,32 8 20
110 n 170 (KateTepsl 4/1,32 9 2
PX T1na) 4/1,32 9 4
4/1,32 9 6
471,32 9 8
4/1,32 9 10
4/1,32 10 2
4/1,32 10 4
471,32 10 6
41,32 10 8
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471,32

10

10

KaTteTepbl 6a/1/10HHble HU3KONPOMWIIbHbIE A/151 YPEEKOXHON TpaHeTloMUHaIbHOM
aHrnonnaetukn (UTA) Advanee 18LP

WHCTpyMeHT

Advance 18LP
(PTAY)

WHCTpYMEHT

Advance 18LP
(PTAX4), 3aveHa
KOTOPbIX
OCYLLIECTB/ISIETCA
nepuepryecKmn

KomMnoHeHT
NHCTPYMeHTa
KonnekTop B c6opke
CrepykeHb KateTepa
(opaHxeBblin)

KonnekTop ¢ KpbibILLKaMM
BannoH

3alyiTa OT nepervba
3awmra OT nepernéa
Kpacka gna nevatu

KoHycoo6pasHbIii
(Cy>KeHHbI) ancTasIbHbIN
HaKOHEYHVK

HakoHeYHVK KaTeTepa

Martepuran HakoHEUHNKa

Mapkepb!
MpenoxpaHnTenb GanioHa

KOMMOHEHT
WNHCTPYMeHTa

UacTb, KoTopas
3amMeHsieTcH
nepudepryecKn
TpybKa ¢ 06MOTKOA

[NpvBapeHHasA BKagKa
KaHonm

[MOKpbITVE CXKUMAIOLLEICS
TPpYOKN
Hagnvcs Ha Tpybke

[MpyKpen/eHHast TpyoKa

BTynka B coopke
CoeanHeHve FLLA

YepHuna FLLA
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MaTtepuan

Cononmmep nonvsgmpa v
nonvamnaa (HeinoH 12)
(CoeanHeHme 41680)
HeitnoH

(CoeanHeHue 41670)
HeiinoH 12

(CoeanHeHue 41280)

CunukoH C6-570
GERTYV 615/Ferro
UepHble YepHmnia

HaTypanbHbIiA HEANOH
Tpy6ka (NYNT) -
MS# 160
CoeayHeHwve 41750
HeiinoH 12
(CoeanHeHue 40140)
MnatvHa /Vipnapia

UKCTbIA 3KCTPYAMPOBAHHbIN

Mre3

Martepuan

Hepxxasetowas ctanb 304

(nonast TpybKa ¢ BUHTOBOM

obmoTkoin) MS 1016
HeprkagetoLLasn ctanb 304

Meb6akc 72D (NPBX)
(Npo3payHbIi) MS 198
YepHble YepHuMna
(CoeanHeHune 71560)
HeinoH (NYNT)
(npo3pauHbIii) - MS_160,
CoepgnHeHwne 41130

HeinoH 12 (Med. CUHWUIA) -
CoeanHeHve 41670
UepHble yepHuna

KoHTakT
C NauyieHToM

MpsMOI KOHTaKT

Henpsmoii KoHTaKT

MpsMOlA KOHTaKT

HenpsiMoin KOHTaKT
HeT koHTakTa

[MpAMOI KOHTaKT

[MpsMOIA KOHTaKT

[MpsIMOIA KOHTaKT
HeT KoHTaKTa

KoHTaKT
C NauneHToM

Henpsimoit
KOHTaKT

Henpsamoli
KOHTaKT
MpsMOI KOHTaKT

Henpsmoii
KOHTaKT
Henpsamoii
KOHTaKT

Henpsimoii
KOHTaKT
Henpsimoii



(CoeanmHeHmne 70720) KOHTaKT

CrepyxeHb

Crep>keHb KarteTepa Cononvimep nonmadupau  Mpsamolrt KOHTaKT

(OpaHeBbIif) nonvamuga (HeiinoH 12)
(CoeanHeHune 41680)

BannoH

BasvioH HeinoH 12 (coegnHeHue MpsIMOI KOHTaKT
41280)

3awyTa ot nepervba

3auira ot neperviba CwnmkoH C6-570 Henpamoi
(OpaHeBbIif) KOHTaKT

Kpacka gnsa neyaru MopoLuok GE RTV 615/ HeT KoHTakTa

Ferro #79-861000
UepHble yepHUia
KoHyco06pa3Hb i

(Cy>KeHHbI) anCTasIbHbIN
HaKOHEYHMK
HakoHeuHVK KaTeTepa HaTypasnbHbIi1 HeiAnoH MpAMOIA KOHTaKT
Tpy6ka (NYNT) (cuHss) -
MS_160,
CoepgnHeHne 41750
Mareprian HakoHeYHMKa HeinoH 12 (NYNT) MpsAMON KOHTaKT
(npo3payHbIif) -
CoepgnHeHve 40140
Mapkepb! MnatuHa /Mpnawia MpsMOl KOHTaKT
MpenoxpaHnTenb GarioHa HaTypanbHblii HeT KoHTakTa
3KCTPYAMpPOBaHHbIN MTPI
(MS 122)

NMPUMEHEHWME IO HASHAYEHWIO

KaTteTepbl 6a/110HHbIE HU3KOMPOPUIbHbIE A1S YPECKOXKHOM TPaHC/IIOMUHa/IbHOM
aHrnonnactukm (UTA) Advance 18LP npeaHa3HaueHbl Ans YPECKOXHON TPaHCIHOMUHAbHOM
aHrmonnactnkm (UTA) nopaxeHuii neprepruyecknx aptTepuia, B T. Y. NOAB3LOLUHbIX,
MOYeYHbIX, NOAKOMEHHbIX (& TaKXKe X KOHEeYHbIX BETBE), 6ePeHHbIX 1 NOAB3A0LLIHO-
OefipeHHbIX apTepuid, a TaKxe 0O6CTPYKTUBHbLIX NOPaXKEHWA MPUPOLHbLIX UM UCKYCCTBEHHO
CO3[aHHbIX (C NOMOLLIO Anann3a) apTepUoBEHO3HBbIX PUCTYIN.

MPOTUMBOINMOKA3AHWUA
ABCO/MOTHbIE:

1) O6LLee TSHKEN0E COCTOSAHME NauyeHTa, 00yC0BIEHHOE CONYTCTBYHOLWMMN 3a00/1eBaHUAMU
2) ConyTcTBYHOLLME 3a601€BaHNS, OrpaHUunBatoLLmMe (HM3NYECKYH aKTUBHOCTb NP N1I060M
COCYANCTOM MOPaXEHNN 63 KPUTUYECKOW ULLEMUN HUXKHUX KOHEUYHOCTEN

3) NeMoAMHaMMYECKM HE3HAYMMbIE CTEHO3bI

4) CTeHO3bl, PacnonOXeHHbIe PSAOM C MOCTCTEHOTUYECKOW aHEBPU3MOA

OTHOCUTE bHbIE:

1) OTcyTCTBME (MMM BbIpaXKEHHAs KOMNPOMETALWMS) NyTeld 0TTOKA ANCTa/IbHEE 30HbI
BHYTPWCOCYAMCTON aHIMOMNMACTUKK, T.€. Clyyau, KOra MarucTpasibHble apTepuu FONeHN Uim
OTCYTCTBYHOT, WM KPUTUUECKM ANG(PY3HO CTEHO3MPOBAHBI.

2) noKanu3auysi NopaXkeHMs B KPYMHbIX KOMiaTepasibHbIX BETBSX.
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COOK MEDICAL

Advance 18LP

BannoHHbIl taietep wbkoapodmsbibiigm UTA

PTA4-18-80-10-6

G0
619HH) 8amB*r

10mm X6cm
-4L32(Fr«M)/80cm
.018~
(0.4BTT)
10mm Scm
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I'IepeBO,q AaHHOIo TekKcTa caenaH MHOIA, nepesogymnKom KnenHesbiM BVIKTOpOM |/|FOp€BI/I‘-IeM.

Poccuiickaa depgepayus

Mopog Mocksa

[BaguaTb AeBATOr0 aBrycTa fIBe ThiCAYN CEMHAALATOrO0 roga.

A. Akumos 'ne6 Boprcosuy, HOTapuyc ropofa Mocksbl, CBUAETENLCTBYIO NOAMHHOCTb NOAMNCK
nepesofgunka KnenHesa BukTopa Vropesuya.

Mognuck cienaHa B MOEM NPUCY TCTBUM.
JInyHoCTb NognMcaBLLIEro AOKY.MEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: No
B3bICkaHO rocyapcTBEHHOIN MowMHbI(No Tapudy): 100py6. |fS !
ey (0 Okl ycnyr npaBoBoro n TexHnueckoro xapakTepa:...... pyb.

I.B. Akumos

HyMepoBaHo
nmcT(a)(oB)

HoTapuyc
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Poccuiickas ®eseBaLus
[opnn Moc>rHa

Tpll/uaTon aBrycTa ABe ThiCAYM CEMHAALATOrO roga.

A, WuHanHa Hatanma MNeTposHa, HOTapuyc ropoga MockBbl,
cBnaeTEn”B!* BAHOCTb KOMUW C MPTaB/IEHHOIO MHe

3aperncTpuposaHo B peectpe: No
B3bICKaHO FOCYAapCTBEHHOM MOLWMHGI (MO Tapudy):
YnnayeHo 3a OkasaHve YCyr NpaBoBOro Y TEXHUUYECKOro XapakT”

HAT
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