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These Instructions for Use have been prepared to provide information for registering a medical
device in the Russian Federation. The information is provided as required in accordance with the
Rules for State Registration of Medical Devices (Decree of the Government of the Russian
Federation No. 1416 dated December 27, 2012). The contents of the Instructions for Use comply
with the requirements of Order of the Ministry of Healthcare of the Russian Federation No. 11h
On Approval of Requirements to the Contents of Technical and Operational Documentation of the
Manufacturer (Producer) ofthe Medical Device dated January 19, 2017.

The device is developed, manufactured and sold in accordance with the requirements of EN 1SO
13485:2012 + AC : 2012 (Certificate No 513975 MP2012, date of issue February 6, 2018, valid
until March 31, 2019, notified body for medical devices; DQS Medizinprodukte GmbH) and is
labelled with a CE mark (EC certificate number: 513975 MR2 annex Il excluding section 4, date
of issue May 12, 2018, date of expiry July 31, 2022, EC certificate number: 537614 MRA annex

I1.4, date of issue February 1, 2018, date of expiry January 31, 2023 notified body:-DQS.
Medizinprodukte GmbH).

Device name:

CRISTAL Sterile Disposable Balloon Catheters for Peripheral Angioplasty and Valvuloplasty,
design options: /1
-CBVP8x20/70;

-CBVP10x20/70;

-CBVP12x20/70;

-CBVP15x25 /70;

-CBP8x3035/ 110;

-CBP10x30/110;

-CBP12x40/110;

-CBV12x30/110;

-CBV15x30/110;

-CBV15x40/110;

-CBV16x40/110;

-CBV18x30/110;

-CBV18x40/110;

-CBV18x45/110;

-CBV20x30/n0;

-CBV20x40/110;

-CBV20x45/ 110;

-CBV23x45 / 110;

-CBV25X40/ 110;

-CBV25x50/ 110;

-CBV28x50/ 110;

-CBV30x60/ 110;

-CBV35x60/ 110;

-CBV40x40/ 110.

- Instructions for use (supplied with each device) - 1pc.

Davice dassification in acoardbiee with the Nomerdlaiure Qassifier of Medical Davioss

aoproved by Qe ofthe Mnistry of Healticare ofthe Russian FeckrationNa 4nceted Jure §
20/2- 136170;

OKPLP- 32.50.13.110 - Syringes, needles, catheters, cannulas and similar instruments;
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(ass cpading on e potertial risk degree of medical gadlication in acoorcance with te
Nonedaiure Cassifier ofMidical Devicss ¢ medWO@oﬁkeMriﬂryoﬂ-ladﬁraeof
the Russian Feckration\a 4nckted Jure § 2012- 3;

Tye of corntact with the human booly —short-term contact (less than 24 hours) with the internal

environment and body tissues, blood.

QGoitiors Of LB Medical treatment facilities and healthcare centers, only when prescribed by a
medical specialist,

2. Full name ofthe medical device manufacturer
BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

3. Intended use ofthe device andprinciples of operation:
3J, Intended use ofthe device: The device is intended for peripheral percutaneous transluminal
angioplasty (PTA) and valvuloplasty.

4. Devicefunctional specifications:

CRISTAL sterile disposable balloon catheters for peripheral angioplasty and valvuloplasty, design
options, are coaxial double-lumen catheters with a balloon at the distal end. The outer lumen is
intended for inflating and deflating the dilatation balloon, and the inner lumen —for the guidewire
allowing guiding the catheter and facilitating its passing through stenosis to be dilated. The balloon
is designed so that its diameter and length conespond to the set pressure. One or two radiopaque
markers allow for the right position of the catheter's balloon under angiographic control. Standard
Luer lock hubs ensure connection with the material.

The device is available for delivery in several modifications. They vary only in balloon dimeters,
balloon lengths and total catheter lengths. Specific recommendations are intended for angioplasty
(Peripheral CRISTAL BALLOON CBP) and valvuloplasty (valvuloplasty CRISTAL BALLOON
CBV and petit valvuloplasty CRISTAL BALLOON CBVP).

Each catheter is placed on a stand. The balloon is protected by a special sheath. Then the device is
packaged in a removable pouch and a carton containing 2 catheters and the instructions for use.

The CRISTAL BALLOON catheters are disposable devices and are sterilized with ethylene oxide.
Pursuant to Rule 7 of the European Directive 93/42/EEC these are Class 111 devices. In fact, these
products are surgically invasive devices intended for short-term use (less than 24 hours) in contact
with the central circulatory system (circulating blood).

These devices shall meet the requirements with regard to biocompatibility of materials,
compatibility with the introducer sheaths being used, navigation ability and visibility when
performing interventional radiology procedures, mechanical stability and balloon inflation.
Preclinical evaluation results are given in Chapter 17 of the Technical File. A gap analysis was
performed based on the biocompatibility data and showed that additional biocompatibility testing

was required to ensure compliance with the essential requirements of Directive 93/42/EEC Rule
1.
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5. Risks of using the medical device, contraindications, expected andpredictable side effects:

5.1 Indications:
CRISTAL sterile disposable balloon catheters for peripheral angioplasty and valvuloplasty are
intended for peripheral percutaneous transluminal angioplasty (PTA) and valvuloplasty.

5.1 Contraindications:

Application of Cristal Balloon catheters is contraindicated in the following cases:
. if a guidewire cannot pass the lesion;

. coronary and intracerebral arteries.

5.3. Potential complications and side effects
Complications which can result from balloon-assisted dilatation include, but are not limited to.
allergic reaction (to the device, contrast medium, or medicinal products);
hypotension; ’
arrhythmia;
arteriovenous fistula;
embolism (air, the device, an atherosclerotic plaque, etc.);
haematoma;
bleeding, including at the puncture site;
sepsis/infection;
pseudoaneurysm;
infection;
thromboembolic episodes;
vascular wall damage (dissection, perforation, rupture);
vessel occlusion;
vasospasm;
recurrent expanded vessel stenosis;
death.

5.4 Precautions
Do not use if the package is opened or damaged. The devices are sterile if the package is
undamaged.
Cristal Balloon catheters are intended for single use. Do not reuse. Reuse of the device may
result in a high risk of contamination to the patient and performance degradation. Do not
resterilize.
Store in a dry and dark place at room temperature. Do not use past the expiration date.
These devices should only be used by medical specialists trained in the field of
interventional neuroradiology and/or interventional radiology and/or cardiology.
Never move an intravascular device if resistance is encountered until
the causes of resistance have been determined by means of angiographic control.
Movement against resistance may result in damage to the catheter or injury to the patient.
Use a suitable pressure gage to monitor pressure during the procedure.
Observe the recommended inflation pressure specified on the device label.

- Never use air or gas to inflate the balloon.
Follow the instructions for use provided with the agents used in the catheter.

5.5. Information on potential consumers: The device should only be used by medical specialists
trained in the field of interventional neuroradiology and/or interventional radiology. Conditions of
use: Medical treatment facilities and healthcare centers, only when prescribed by a medical
specialist.
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6. Technical specifications ofthe medical device:

Figure 1: Appearance of CRISTAL BALLOON Sterile Disposable BalloZ cat”
Peripheral Angioplasty and Valvuloplasty, design options,

ngnfn 2: Appearance of CRISTAL BALLOON Sterile Disposable Balioon Catheters for
Peripheral Angioplasty and Valvuloplasty, design options, in the terminal sterilization
packaging

Page 5/16
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[LvameTp 3arnonHeHHOro 6anoH4YMKa . .
Filled balloon diameter

[OnnHa 6annoHurka
Balloon length

OTBEPCTME MaNTHEHNS/OMOPOXKHEHMS S

BHeLUHWIi AnameTp Kopryca Filling/discharge hole

COEAMHNTeMNbHOE 30/10T 06 KO/bLIO Body outer diameter

MonHast AnHa Gold connection ring

AHrnorpacuyeckoe 0TBepCTME Total length
Angiographic hole

Al nocHs areprovced intre tale below

Tade 1: Tedmical gedificatiors ofthe device
T—* X
Balloon Length of
References (0 XL mm) thefcatheter Guide wire
cm
CBVP8x20/70 8,0 X20 70) 035"
CBVP 10x20/70 10,0x20 70 035"
CBVP12x20/70 12,0%20 70 035"
CBVP15x25/70 15,0 X25 70 .035”
Balloon 1
References Length of the . .
(0 XImml  catheter (cm) Guide wire
CBP8x3035/110 8,0 X30 110 .035”
CBP10x30/110 10,0x30 110 .035”
CBP12x40/110 12,0x40 110 .035”
theters for valvulooksty (CBV)
Length of
Balloon (0Ox1
References mm)( the catheter  Guide wire
cm
CBV12X30/110 12,0x30 (n 0) 038"
CBVI5x30/110 15.0x30 no 038"
CBV15X40/110 15.0%40 no 038"
CBV16X40/110 16,0 X40 no 038”
CBVI8x30/110 18,030 no 038"
CBVI8x40/110 18.0x40 no .038”
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Length of
Balloon (0x1 . .
References mm)( the catheter ~ Guide wire
(cm)
CBV18x45/n0O 18,0x45 110 .038”
CBV20x30/n0 20,0x30 110 .038”
CBV20x40/n0 20,0 X40 no .038”
CBV20x45/110 20,0x45 no .038”
CBV23X45/U0 23,0x45 no .038”
CBV25x40/n0 25,0x40 no .038”
CBV25x50/n0 25,0x50 no .038”
CBV28x50/110 28,0x50 no .038”
CBV30x60/n0 30,0 X60 no .038”
CBV35x60/110 35,0x60 no .038”
CBV40x40/110 40,0 X40 no .038”
CBVr CBVP CBVP CBVP CBP CBP CBP CBV CBV CBV CBV CBvV CBV cBv
8x20/ 10x20 12x20 15x25 8x30x35/ 10x30/ 12x40/ 1230/ 15x30/  15x40/ 16x40/ 18x30/ 18x40/ 18x45/
70 70 170 70 no no no no no no no no 110
700+ 700+ 700+ 700+ 1o Nooi nootx noot TTLU' nooi 1100+
Jeneth.mm 10 10 1910 MOOWO Tyem Ty T LT T ME rrl?i ke
Effective 635+ 635+ GFF 635: 0.0 HEE 1000+ 1020+ 020+ 1020+ 102081 1020+ 1020 1070s
lenetb, mm 10 10 10 10 - 10 10 10 10 10 0 10
Dltlsi part
diameter 090x 090x 10Ox 1OOx 090x1.3 0.90x OOx OO  lOOX  LOOK LOOx 1.OOx  1OOx  1.00x
and length, U 1.25 1.40 1.40 5 135 1,40 140 1,40 J.40 140 140 140 140
mm
Balloon
overall
dimensions
(max.diam 8x20 10x20 12x20 15x25  8x30 10x30  12x40 12x30 1530 15%40 16x40 18x30 18x40  18x45
eterx
length),
nun
Balloon
maximum
volume
(hyper-
compatible 2 3 4 8 2,5 35 5 5 9 10 12 12 14 15
balloon,
without
tolerances),
mL
Inner
diameter
(main 0.90 0.90 1.00 1.00 0.90 0.90 1.00 1.00 1.00 1.00 1.00 1.00 1,00 1.00
lumen),
nun
Dual lumen
thicknes$/w 035 0JS 040 0.60 0.35 0J5 0,40 0.40 0,60 0.60 0.60 0.60 0.60 0.60
idih. mm
From CBVP8X20/70 toCBYV 40X4Q/110 minimmn wedfiht4.5 s. maxinLLIMweie
Table 2.2: Technical specifications ofthe device
CBV CBV CBV CBV CcBvV cBv CcBvV CcBvV CcBv CBvV
20x30/110 20x40/110 20x45/110 23x45/110 25x40/110 25x50/110 28x50/110 30x60/110 35x60/110 40x40/110
;‘;\:a' gt 1100410 1I00IO 1100410 1100410 1100410 110010 110010 110010 110040  1100%10
E:fgif;ivﬁqm 1020+ 10 1020+ 10 1020* JO 103010  1030*10  1030*10 1030*10 1030+J0  1030*10  1030*10
Distal part
diameter and 100x1,40 1.00x1,40 1.00x1,40 1.10x1,70 i.10xL70 UOxL70 1.10x1,70 1.10x1,70 1.10x1,70 ,1.10x1.70
lensth. mm
Balloon overall
dimensions
(max. diameter 20x30 20x40 20x45 23x45 25x40 25x50 28x50 30x60 35x60 40x40
Xlensth). mm
Page 7/16
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Balloon

maximum

volume (hyper-

compatible 14 17 19
balloon,

withoot

tolerance*), ml.

gmin lumen),  1.00 1.00 1.00

thicknesi/width, 0.60 a6o 0.60
mm

29

110

0.80

uo

0.80

N

43

uo

0.80

56

uo

0Jo

LWdaht.g \From CBVF 8X20/70 to CBV 40X40/ 110 minimu nweidit4 5 It, maximun| weieht >5 B
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Table 2.3 Technical spgcifications of the device

Unspecified acceptable values: +1%
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9 Information on the procedure for installation, assembly, setHne and edLh
Negmred to commission the medical device: N

.

METHOD OF APPLICATION

9.1 Catheterpreparation
Inspect the package thoroughly: it should not be opened or damaged. CRISTAL balli i

A A

m* aZle

“‘SICIJ-lrzS r“fT /iIS”

R”ove asterile protective cap carelully from the distal part of the catheter on which
balloon ISlocated. Remove the mandrel from the catheter.

Avoid bending and kinking of the catheter while performing the above actions,
92 Catheterwashing

Fill a syringe having sufficient capacity with a sterile radiopaque agent (diluted with ster
saline solution, if necessary). lV

N [ to fill the balloon duri hi d particularly duri
pr%\égalﬁjrseg air or any gas to fill the balloon during washing an Qar icu ar)/ urm&\l

Fill the balloon with radiopaque agent after attaching the syringe to the side port

mflating and deflating the balloon by means of a one-way stopcock. While holding t
balloon in an inclined position, tap at it gently to remove air bubbles. With the syrin
above the balloon the end of which is directed downward, evacuate the radiopaque agi
and air. Close the stopcock between the syringe and Luer lock connection, then remove

syringe and evacuate air fiom it.

Repeat the procedure until no air bubble remains in the balloon during inflation and in
syringe during deflation. The balloon of the catheter should be completely filled
radiopaque agent.

93 BEdlontesting

Evacuate the air completely from the dilatation balloon by rinsing it with radiopaque ag]
following the manufacturers instructions contained in the catheter's IFU enclosed. Attg
the valve Y-shaped connector, put the introducer selected to perform the procedure into
celntral lumen of the Cristal Balloon catheter and rinse this lumen with the sterile sail
solution.

Page 10/16
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To ensure proper functioning of the dilatation balloon, inflate it to the reconmiended
pressi®e using the ~propriate pressure gauge, then check the balloon. Empty the balloon

completely and wind it around the tube during deflation to minimize its profile if
necessary.

9J1Recommendationsfor choosing a guidewire and a balloonfor angiography

A guidewire used should allow for rinsing the inner catheter lumen during the procedure
According to the general PTA recommendations, the guidewire must remain inside the catheter
d ~ g the procedure not being removed fi:omit. In case of significant catheter kinking during its
advancement in some vessels (e.g. at the level of aortic bifurcation in contralateral funeral
approach) the remaining lumen at the Idnk level may be insufficient to perform angiographic
ranfrol. In such cases, that can be envisaged in advance, it is recommended to use a guidewire
slirtly smaller in dimeter than the recommended maximum diameter, or a moveable-core
guidewire that allows infusion through its own lumen. Moreover, the removal of the guidewire
poses a risk during the procedure, since it must remain in place to provide access to the site of
angioplasty.

The size and strength of the balloon should be selected in accordance with the nature ofthe lesion
to be trea”. Itisreco”ended to use the balloons, the strength of which is designed for higher
pressure, if stenosis is in the calcified zone. It is recommended to control the pressure being used.
This control aims at preventing exc”sive inflation ofthe balloon, in which it may lose compliance
with the selected nominal size, and then burst or disconnect fiom the catheter. The consequences
of such cases can be dangerous to the patient's health.

Never use air or any gas to fill the balloon during washing and particularly during the procedure.
The use of gas may result in the following:

gas compressibility creates technical difficulties at inflation and deflation due to
compression and expansion of gases;

there is a danger of gas embolism in case of gas leakage fiom the balloon; in such case the
volume of gas is much larger than the volume ofthe balloon filled with a fluid;

the use of a fluid containing radiopaque agent allows for the angiographic control.
For the above reasons, it is necessary to completely remove residual gas fi-omthe balloon system.

9.5 Use

- Set the introducer and guiding catheter (in case the latter is used) according to the standard
method.

- Rinse the inner catheter lumen with the sterile saline solution.

- Following complete deflation of the balloon, gently introduce the CRISTAL balloon
catheter equipped with a guidewire for peripheral angioplasty and valvuloplasty through a
haemostatic valve. If resistance is met, suspend the insertion of the catheter and check it
for the entire length. Clamp the valve around the CRISTAL Balloon Catheter for peripheral
angioplasty and valvuloplasty to prevent reverse flow through the guiding catheter, but not
too tight in order not to impede the catiieter advancement and cause compression that may

Page 11/16
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interfere with inflation and deflation of the balloon Puroe air fom, ,h in -
guiding catheter with the sterile saline solution. " ® “r form the valve. Rinsf

Advance the guidewire under angiographic control by directing it at the arterial hifi.rr\]

actions can take a significant amount of time. gradually, thy

Ssto Never use al

H rrfB NN ) maximum recommended pressure
pressure should be monitored by an appropriate pressure gauge.

IxposTdarel O n f m Ay appropriate means, depending on!
m K n? angiographic control allowing to evaluate the dilatation proc

After angiopl”™ty, remove the deflated balloon from the target area. Keep the guidewir 1
place passing through the stenosis within 10 minutes after angioplasty. After making s

LLE CRISTAL Balloon Catheter for penpheral angioplasty and valvuloplasty from
guiding catheter. Then remove the guiding catheter. The valve introducer is usually le
P ace until the patient's general and hemodynamic status stabilizers. Provide hemostasi
he puncture site.

In case of any difficulties when removing the balloon (balloons with larger valvulopli
catheters), make sure that the balloon is empty; inflate the balloon if necessary and def »
again for a better shaping.

PRECAUTIONS FOR USE

Do not use if the package is opened or damaged. The devices are sterile if the packa%'
undamaged.

CRISTAL BALLOON  Sterile Disposable Balloon Catheters for Periph i
Angioplasty and Valvuloplasty are intended for single use. Do not reuse. Reuse of ,
device may result in a high risk of contamination to the patient and performa .

degradation. Do not resterilize.

Store in a dry and dark place at room temperature. Do not use past the expiration date.

These devices should only be used by medical specialists trained in the fiel
interventional neuroradiology and/or interventional radiology and/or cardiology.

Page 12/16
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Never move anintavascular device i f resistance is met until the causes of resistance have

been detammed by means of angiographic control. Movement against resistance may
result in damage to the catheter or Injury to the patient.

Use a suitable pressure gage to monitor pressure during the procedure.  «

Observe the recommended inflation pressure specified on the device label.

Never use air or gas to inflate the balloon.

Follow the instructions for use provided with the agents used in the vzigoich
9,1 Principle ofoperation:

CmSTAL BALLOON sterile disposable balloon catheters for peripheral angioplasty and
Avulopla”, design options, are coaxial double-lumen catheters with a balloon at the distal end
The outer lumen is intended for inflating and deflating the dilatation balloon, and the inner lumen
. N _ o facilitatinﬁ its passing through stenosis to
be dilated. The balloon is designed so that its diameter and length correspond to the set pressure
One or two radiopaque markers allow for the right position of the catheter’s balloon under
angiographic control. Standard Luer lock hubs ensure connection with the material.

A e deWce is available for delivery in several modifications. They vary only in baUoon diameters,
ballcmn lengths and total catheter lengths. Specific recommendations are intended for angioplasty
(Peripheral CRISTAL BALLOON CBP) and valvuloplasty (valvuloplasty CRISTAL BALLOON
CBYV and petit valvuloplasty CRISTAL BALLOON CBVP).

Each catheter is placed on a stand. The balloon is protected by a special sheath. Then the device is
packaged in a removable pouch and a carton containing 2 catheters and the instructions for use.

The CRISTAL BALLOON catheters are disposable devices and are sterilized with ethylene oxide.
Pursuant to Rule 7 ofthe European Directive 93/42/EEC these are Class LLI devices. In fact, these
products are surgically invasive devices intended for short-term use Gess than 24 hours) in contact
with the central circulatory system (circulating blood).

These devices shall meet the requirements with regard to biocompatibility of materials,

compatibility with the introducer sheaths being used, navigation ability and visibility when

performing interventional radiology procedures, mechanical stability and balloon inflation.

Preclinical evaluation results are given in Chapter 17 of the Technical File. A gap analysis was

performed based on the biocompatibility data, and it showed that additional biocompatibility

tlgstlin%] was required to ensure compliance with the essential requirements of Directive 93/42/ EEC
ule 7.

1ft Requirements to the premisses intendedfor installation ofthe medical device:

Ambient temperature from +20 °C to +25 °C, relative humidity from 35 % to 65 % (non-
condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from direct sunlight. The
device is temporarily operated inside the human body at a temperature ranging from +36°C to
+42°C. The device is operated inside the human body for less than 24 hours.

11. Informationfor verifying the correctness ofinstallation ofthe medical device andpossibility
ofsafe operation/use” including:
Page 13/16
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device: CRISTALBALLOONTte? disinfection of the i

Nyow EtriiE»rrjsh

maintenance. passwords required for assembly and are not su”

«se and replacement thereof: CRI4

BAbLU LW sterilT**osabirtanoon*” ¢
" angioplasty and valvulopj

design options, do not contain any consumables.

throughouthi” Ak TappHlabIFcAM
catheter for peripheral angioplasty arid valvi.Inni
ensure an appropriate and safe operationtJu*ouf*b e T A T’

a - disposable baf

(13 ’*l’” 4 1
- maintenance

To reduce the risks related to the placement of RT<STAT natvrinxr * o

SStSfS»T r.£tT rrA

fi Information on assembly, adjustment, setting, calibration and other actions reauira

_ KT ™" " («P™ob») thereof Not appUca
vhiooLyv A disposable balloon cateers for peripheral angioplasty :
nrtinn ** design ophons, do not requue assembly, adjustmait, setting, calibration and d. B
actions necessary for commissioning the medical device and its comect use (07 «*

tshdobrlafion and storage conditions: for the use of the medical cev
33TAI'xn temperature from -10 °C to +35 °C, relative humidity fi r
direct smli*” (non-condensmg), atmospheric pressure from 500 hPa to 1,060 hPa, away

Storage conditions: Store the device in its original package in a dry and clean place, away
heat sourc”™ and direct sunlight, at controlled temperature. The shelf life is indicated on
device label. Ambient temperature from +15 °C to +27 °C, relative humidity from 35 % to
(non-condensmg), atmospheric pressure from 500 hPa to 1,060 hPa.

n. Information on the sterile condition of the medical device, sterilization method
ocedure m case ofbreach ofsterilepackaging; Each CRISTAL BALLOON sterile dispos
balloon catheter for penpheral angioplasty and valvuloplasty, design options, is supplied

Page 14/16
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sterile disposable device. CRISTAL BALLOON sterile disposable balloon catheters for pupbera!
angioplasty and valvuloplasty, design options, are packed in a terminally sterilized package and
sterilized with ethylene oxide. The device should not be used and should be disposed of
immediately if the package staility is compromised. Reuse of the device may result in a high risk
of contamination to the patient and performance degradation.

IS. Information onprocessing o ftise medlimldevicefor reuse: The device is supplied sterile and
shall not be subject to processing disinfection or re-sterilization. After use, the device shall not be
reused and "all be disposed of immediately. Reuse of the device may result in a high risk of
contamination to the patient and performance degradation.

14. Information required identifying medical devices to obtain a safe combination and
information on the known restrictions o fconcurrent use o fmedical devices:

contains
information on the devices which may be rised with CRISTAL BALLOON sterile disposable
balloon catheters for peripheral angioplasty and valvuloplasty, design options. Please refer to the

instructions fi)r use for each BALT medical device for all the necessary Information on the use and
known limitations.

15. Information on the nature, type and intensity and distribution o fradiation during the use of
the medical device:

Not applicable. CRISTAL BALLOON sterile disposable balloon catheters for peripheral
angioplasty and valvuloplasty, design options, do not require radio-frequency energy and therefore
do not create electromagnetic field and interference induced thereby.

16. Information on theprecautions taken if:
1) The medical device is defective, malfunctions orfeatures deviations o foperation when these
issues may affect safety o fthe medical device, including visually detectable defects:

Please refer to Paragraph 9 for the information on identifying potential failures, malfunctions or
deviations in operation that may affect safety of the medical device, including those identified by
means of visual inspection for the possibility of their elimination.

B) The medical device is exposed to externalfactors related to the use o fthe medical device with
other medical devices:

Refer to the instructions for use of the devices being used with CRISTAL BALLOON sterile
disposable balloon catheters for peripheral angioplasty and valvuloplasty, design options,
(Paragraph 7 ofthe Instructions for Use);

b) A risk o felectromagnetic interference created by the medical device affecting other medical
equipment: Not applicable. CRISTAL BALLOON sterile disposable balloon catheters for
peripheral angioplasty and valvuloplasty, design options, do not require radio-frequency energy
and therefore do not create electromagnetic field and interference induced thereby.

17. Warnings and precautions taken by the consumers when using the medical device
containing a human medicinal product, carcinogenic, mutagenic or toxic materials, possible
extraction or washout whereofresults in sensitization, allergic reaction or negatively affects
fertility: Not applicable. CRISTAL BALLOON sterile disposable b”loon catheters for peripha-al
angioplasty and valvuloplasty, design options, do not contain any medicinal products or
pharmaceutical substances or materials of animal or human origin, carcinogenic, mutagenic or
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the possibility Jreusefaass B w / i
(J?estl%yed ana/ ﬂ)urle togeSr n n temporarily stored, transpo
.» *,M h.™ 1.bl A i, CUM S s
‘proZZau "™ ofthe consumer n,ith a health
fobows that inany’c*the —
sf 1 a**n" Pfocedurc, and as a consequence, the use of CRISTAL BALLC
Prior;;rgorrigt*® af::SPIAAAAAAAN pt
20 Information on thefirstissue or the latest revision o fthe operating instructions- |
rnstrucSonsls;.s?n; H
21. Procedure and conditionsfor the disposal or destruction o fthe medical device- Disno<
217 27%% L It i . hazardous wasteg in accordance with L
1.77°2790-10. After physical decontamination and waste appearance chanee excludinff I
ofre”, Class B waste can be accumulated, temporarily stored, transported destrol
to ftdtA?2niu?> "7 1A (epidsmiologically safe waste with the composition sim
ngv\évg Pabgl in'&:cat[ing that the waste has been decgr?t%l%‘ltﬁgt]é%‘.ated Class B medical waste she
Shelflife - 5years. Sterilization validity—5 years.
Address for complaints:
Center for Perinatal Medicine, Limited Liability Company
Legal/actual address; 20/4 Tovarishchesky per., 109004, Moscow
INN 7709063317, KPP 770901001, OKPO 40286236.
Manufacturer:
BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+33 (01 39 89 46 41
+33 (011 34 17 03 46
Nen
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MLLICOB Ba BYCEKKI

YIBEP>XAEHO/nognuck/

CHnbBaHa b{»yH,
i ProgenaKpyaBHHbroos, 10
CTapLUniA AMpPOrTop otaeriameaatyBykaHOro
72121” “ *®*Y' »oaoro peryan’’ %%&MMO;MOPAHCM
AANT SKCTPYXH CAC U .
PEECTP MNMPEANPUATUMNNIOHTYA3A315 633 081

20 awycts 2018 rona

rep60BOM neyaTb:
AMAMPOMBI LW ACHBAA Masiara pentoka Mnb-ao-PpaHc r. MNapux

TAr*\npoMML AeHHaa nasara penHiua nb-ao-PoaHc r.
Mont«»Lwacrtca*tonlioyHtaas”
/nopxuick M. BpayH/
[

MHCTPYKUWNA No NMPUMEHEHNIO

BannoHHble KaTeTSPbl CRFSTAL.Ma I'Ie_Pet*)HpI/ll-IGEKLI,ﬁ aHTHOH/IACTUKH W BaJIbBY/IOWAETUKH Ere0HTbHbIe
NEeno-LLUEeHHS bBYNOMNAernkH, CTepusibHbIe,

O/THOpPaMBOK NMPUMEHEHWUA, B BapunaTta

MpounssoguTens:
BANT SKCTPYXXH CAC, ®paHuus

10pto ge na Kpyi BuHunpoH, 95160 MOHMOPAHCW. ®paHuus
Twi:4-33(0)1 39 8946 4)

dakc; +33 (0)! 37 1703 46

3iLvana.bronn@ba>t-u-4/Y'm

MecT 0 npon3BoACTBa:
BANT SKCTPY>XH CAC, ®PpaHums
1o pto ac na 1Q>ya BHHbgpoH, 95160 MOHMOPAHCW. ®paHuus

Ten.;+33(0)1 39 89 46 41
dakc;+33(0) | 37 1703 46
silvana.browp@bait-usa.com

Kpyrnaa rep6oBas neuyarTb:

AnNennaynoHHbIA Ccyp riapvora

ANOCTW b
(Faarckas KoHBeHuus oT 5 okts16psa 1061 roaa)
1. dpaHuy3ckaa pecnybnuka POCCHS
HacTosilmii o*usanbHbIi JOKYMEHT
2. nognucaH r-Hom . MAJI
3. BbICTYMAaxXKCKM B KayecTB aTTalle
CKpenneH nedyatblo/wWTamnoM TOpProBo-npolwjalleHHon nanatel Mapuka
YpoctoaopeHo
5. B Mapwxke

6. 11 AEKABPA 2018 roga
7. ["feHepanbHbIM NPOKYypop<»« npu AnennaunoHHom cype [Mapmxka

8.3a » 28796-1
9.MeyaThb: MVIVLIJerIb JIEPHO .
MEPBbIN TEHEPAJTBHBIN MPOKYPOP

io* Mopanuce /noanuce |

Kpyrnaa rep6oBaf nevyaTb:
AnennawoHHbIN cypn [Mapuxka
ANOaHNABYAOCT 0BABT TOMbKO MOAATHOCT b NOANUCK, NeYaTy UAN LWTaMm-

nOt NPOCTIMLIHMLIX Ha AaOMeHT . OH Ha yf0oCcTOBeTeT TOro hakTa, uTo
COANOKauma OKMNaHTa TASATCA aWwThiM nam 4To dpan}(ysckas Pecny ka

006psieM Bao COA">>KaHbIB™
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HacTosAwwas MHCTPYKUMS NO NPUMEHEHMIO MOArOTOB/IEHA /19 NPeLOCTaB/IEHNS CBEAEHNIA
B LIeNAX permcrpaumum MeauLmHCKoro usaenvs Ha Tepputopunmn Poccuiickoii deaepaumn. Ceefe-
HWS NpefCTaBieHbl B 06beme, -TpebyeMoM B COOTBETCTBUM C [MpaBuiamn permcrpaummn meau-
LIMHCKNX m3aenuin (noctaHosneHue Mpasutensctea PO o1 27/12.2012 Ne 1416). CoaepxaHue
WHCTPYKLUMW NO MPUMEHEHWIO COOTBETCTBYET TpeboBaHWsaM [prkasa MuHMCTepCTBa 34paBo-
oxpaHeHus Poccuiickoin Pepepaumm oT 19.01.2017 r. Ne 11H "O6 yTBepULLEHNN TpeboBaHUIA K

COZIEPXKaHNI0 TEXHUYECKON W 3KCMyaTaLUOHHON AOKYMEHTaLmm npomsso,qMTenﬂ (vroToBuTE-
Ns) MeAULMHCKOTO m13aenus™.

Pa3paboTka, MpOM3BOACTBO W MpofaXa W3AenMsa COOTBETCTBYeT Tpe6osaHuam EN 1SO
13485:2012 / AC : 2012 (Ceprudptnar Nei513975 MP2012, pora Bbigoun 06 thepans 2018 ry
pevicteuteneH ao 31 m”~nu 2019 r., HOTUQMLLLIOBAHBbLIA OpraH N0 MeAULMHCKAM V3LeNnsaM;
DQS Medizmprodukte GmbH); nzgenve nmeet m(L)FKOposky CE (Homep ceptudmkara EC:
513975MR2, pata Bbigata - 01.02.2018, gaTa ucteveHus aencteus «31.01.2023, HOTUGULMPO-
BaHHbIN opraH: DQS Medizinprodukte GmbH).

1. HanmeHoBaHWe n3penns:

BannoHHble kaTelepbl CRISTAL.i.ih nepudepnyeckoil aHrMoNAacTUKW U BafbBYNONIACTUKN, CTEPUNb-
Hble 0.iHopaiOBoro npHMeHeuHs, B BapuaHTax Ucuo;lHenuns:

- CBVP8X20/ 70;

-CBVP10x20/70;
-CBVP 12x20/70;
-CBVP15X25/70;
- CBP8x3035 / NMO;
-CBP10x30/MNO;

-CBP12X40/110;

-CBV12X30/110;
-CBV15x30/n0;
-CBV15X40/H0;
-CBV16X40/110;
-CBV18x30/n0;

-CBV18x40/110;
-CBVI18x45/110;
-CBV20x30/110;
- CBV20x40 / 110;
-CBV20x45/ 110;
-CBV23x45/il0;
-CBV25x40/110;
-CBV25x50/110;
-CBV28x50/110;
-CBV30x60/110;
-CBV35x60/1i0;

-CBV40x40/110.
- IHCTPYKLS NO MPVMEHEHIO (MOCTAB/ISETCA C KaKabIM n3genviem) | L.

Kraccuimkauma viaoenvisi B COOTBETTTBIAM C HOMEHK/IATYPHbIM KTaCcCUdMKATOPOM MeVILIIH-
CKVX VBOEMNIA, YTBE XACAEHHBIM MPYKasoM MIMHCTEpCTBA 34paBooXpaHeHms PoccuiAckon de-
Jepauyi 0T 06 moHa 20121 M4 H~ 136170;

OKI'd2 -32.50.23.110 - LLInpuupl, Urnbl, KaTeTepbl, KAHKOAM U aHaNOrMYHbIE MHCTPYMEHTSI;
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COOTBENKTBT C BMe/LL L CKUX LenT

X ~ ~ ;0 .~ T o ~ 7 ” (.eHee 24 .co.) e

-ANAHHCKNE YyHper,, .

b . N ~ 5NN 7 1lceXrl ™™
10 pto ge na Kpya BuHbepoH, 95160 MOHMOPAHCW, ®paHuma

3. HasHaueHne u3geHns n npuHUMNbl AeNCTBUSA:

A “P°BefleHMs YPECKOXHOM TPaHC/Ho-

MUHa/IbBHOM aHTMonnac” e
4 N neputepryECKIOC apTepuii 1 BabBY/TIOHNACTUKN.

* "PY»xLl«oHanbHblexapaH T epUCT KN U3Lenuns:
neputhepuyecKoli aHLWONIaCTUKA 1 Baslb-

NAK. cobol cochlL — r "
’ OCHallleHHble Ha ANCTa/IbHOM KOHLE

GannoHUYMKOM HaoyKT.Ti ™ A

r o
X NPOBOAHMKA, KOTOPbIXA TO3BONAET

ObITb pacluMpeH. bawoHunK pazpaboTag """ A" e TAMAN NeopbIil [OMKEH
BETCTBOBa/IM 38aHHOMY NaM/IEHTT™ M A AnameTp 1 AIMHa coot-

IEI'IpaBI'IFITb KateTen a Takke nfing»™

. ~ ™A=« “ cal
P»b™ J1,p-N.« COOT.»...nm .,~ 0 . A N
3penve noctasnseTcs B HECKONbKMX MoA(MKaumuaX. OHU OT/IMYAKOTCA TOMbKO BapuaumsaMu
AvameTpa  aifioHa, 4/IMHbI 6annoHa 1 o6LLelt AInHbI KaTeTepa. KOHKpeTHble pekoMeHaaLmm
pefHa3HayeHbl Ans aHrvonnacTukm (katetepbl CRISTAL BALLOON, nepudep”ecknini CBP)
N Ba/lbBynoniacTHkM CBV 1 Karete-
pbl CKIb 1AL BALLOON ans BanbBynoLuractvku masoro CBVP)
Kaxxaplii kaTeTep MOMeLLAeTCs Ha MOACTaBKY. BasifoH 3aupileH ¢ MOMOLLGHO CreuyasbHOro
npoTekTopa® 3aTeM M3AeMe YNaKoBbIBAETCS B CHUMAIOLLIMIACA MaKeT 1 KapTOH, KOTOPbIA GyaeT

cojepxxatb 2KaTeTepa N NHCTPYKLUWUK 1O NCNOMb30BaHNIO.

KateTepbl CRISTAL BALLOON fBngoTca nsgennaMm 04HOPa3oBoOro UCMosb30BaHUA U CTe-
® < npasuiom 7 EBPONENicKoin AVPeKTUBbI

93/42/EEC un3penus otHocATca K Knaccy |l dakTnyeckun, aTo XMpyprmvyeckn MHBas3MBHbIe M3-
Lenvs, npefHasHayeHHble 419 KPaTKOCPOYHOIO MCMo/b30BaHWs (MeHee 24 4acoB) B KOHTAKTE C
LIeHTpa/IbHOM CUCTEMOI KPOBOOBPALLIEHNS (LUPKY/IMPYIOLLEN KPOBBIO).

ATV n3genns JOMKHbI YA0BNETBOPSATL TPEOOBAHUAM B OTHOLLEHMN B1MO00BMECTMOCTY MaTepu-
a10B, COBMECTMMOCTU C WCMOMb3yeMbIMUA UHTPOALIOCEPAMI, HABUIaLMOHHON CHOOOBGHOCLL W
BUAMMOCTU MNPV NPOBESEHNM NPOLeaYP UHTEPBEHLMOHHON pafnoniorum, MexaH14ecKo yCToi-
YMBOCTU N HagyBaHWsA G6annoHa Pe3ynbTaTbl AOKIMHUYECKON OLEHKM NpeACcTaB/ieHbl B rase 17
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MCMbITaHW Ha GMOCOBMeCraMocTb 4M 0becre
npasuna 7 Aupennssl 93/427EEC

5.7 lMokasaHua K MPUMEHEHMIO:

)ponnacmkm

5.2 MpoTwnBONOKA3aHUS K NPUMEHHEHUIO

5.3ToTeHunanbHble 0CNO>KHEHNSA 1 NOBOYHbIE 3P EKTbI

r

™

T 2z Z2 *“ ~ p™
rMMNOTEH3US;

apuUTMnS;

apTepyoBEeHO3HaA (INCTYa;

am60ms (BO3ayX, YCTPOWCTBO, aTepoCKIepoTMyecKas bnanncam 1.4,)-
reMaToma;

KpPOBOTEYEHVE, B TOM YC/Ee B MeCTe MPOKONa;

cencuc/vHgekuus;

rnceBLOaHeBPU3MA;

NHDEKLMS;

TPOMB03MO0/INYECKIE ANN30[bI;

MOBPesACAEeHMe CTEHKW COCY0B (pacceyeHve, nepdopauys, paspbLu);
OKK/1H03Us COCYAa;

Basocnasw;

peumnamnB CTeHO3a PacrLLpPeHHOr 0 COCya;

CMepTb.

5.4 Mepbl NpejocTOPOXKHOCTH
He wncnonb3oBath, €CN yNakoBKa BCKPbITa WM NOBpeXaeHa. pu HenoBpeXKaeHHOM

YyNaKOBKe U3eNns CTEPUIbHBI.
Katetepbl CRISTAL BALLOON npegHasHayeHbl 419 OAHOPA30BOro MCMosb30BaHuA.
He ncnonb3oBaTb NOBTOPHO. J1t060e NOBTOPHOE MCMO/Mb30BaHWE U3AENNUS NPUBOANUT K BbICOKO-
MY PUCKY 3apadKeHWs MnaumeHTa u K yXyOLLIeHUO paboumnx XxapakTepucTuK usgenvs. He crepu-

NIN30BaTb NOBTOPHO 3TU M3AENUS.
XpaHWUTb B CyXOM, 3aLLMLLEHHOM OT CBETa MecTe NP1 KOMHATHOI Temnepatype. Cob/to-

[aTb CPOK FOAHOCTM!.

nposeaeHna AonoAHNTENbHbIX
COOTBETCTBNA OCHOBHbLIM Tpe6OBaHVIFIM

N\
p « Z Z Z rZ Z r (UTA) nepudhepryecknx apTepuii 1 Basib-

»— N

™ P »P-

TN yCTpOVICTBa [OJ/DKHbI MPUMEHATBLCA TONbKO BpadamMu-Crieynainctamn B 0651acTn WH-
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TUBNEHNSA 683 NpeABapIbHOTO YCTPOICTBO MPU BO3HUKHOBEHWW COMpPO-

-n.0,pad)MHECKON, KOHTpons. Mobunu3aums npu Bos-

-°™ "ol 3" " MOBPeBAEHUIO KaTeTepa N paHeHUIO NaLmeHTa
0/1B30BaTb €00TBETETBYHOLLMIA MAHOMETP «TSi KOHTPO/S AaB/IEHUS BO BPeMS MpoLie-

A CO6I'IIO,£I,8.Tb PEKOMEHAOBAHHOE AaBfiEHME HaKa/IMBaHWA, YKa3aHHOE Ha 3TUKETKE U3fae-

- WK ra3 Anst HANOSIHEHWS GanIOHUMKa.
CobntoaaTb MHCTPYKLMM MO NMPUMEHEHMIO NPENapaToB, UCMO/b3yeMbIX B KaTeTepe.

NNH ==~ F = -

yypexxaeHus, ToNbKO Mo HasHa4YeHUIO BpaYa-Ccrneymnaincra.
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XaPaK TEPVCTVIKU MEAVLIMHCKOIO V30e/ns

N MUCT T/1b BALLOON
QO aHVOTECTVHAVIBILL DTEOTIRA CTEIHHHE QOHORe0R0r [VVEHEHA, "Bt
HTXVODHHA

Rk 2 Bauniian MAGRISTALBALLOON- GantHHs€ KTETEb 1/ 15nepmde’™
CONHVOTECTVRAVBATEBTDTEC TV, CTEWTHHE, QIHOOERCE0IO [VEHEH/A BB
SHTXVTOHEHHB (HALHOATBKBE [TH C TR VB
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AHaMeTNNB6NOHT«O6™ "uXel g™ kNN

cepum CBP) 1 BanbBy/oniac-nLu. NPUMEHEHNS,
> ®™°*“nne KaTeTepbl 4N Nepu-

(hepryecKOii aHrMONNACTVIK 1 Ba/lbBY/ION/IAI-T.,.,
HUA, B MpUaHTax nucrnonHeHus, cepum CBVun CBW
[onHbIM Avana3oH MoZENel MPMBEAEH B CriedytoLLEn Tab/mLg:

Tabmmua |2 TexHyueckvie xapak Teprc TVIK V30V

NnPUMeEHe-

ANa «anbBynonnacTukn ~Manblii (CBVP):

BapuaH Tl VCTONHEHVS Barvon (OX 1vv) [vHa KaTeTepa MpoBOIHIK

CEBEEIID 8.0x30 b "
0010 003 10 e
CBD].ZM.O 22.0(40 m 0’%”
ByyveHe oo HHA ErmH(0x1.., AVBKIET
ETIC0M o By e
120x30 0B’
B0 250640 no 002"
AB/SH41D 25,0x40 no O’(&"
B2A2D 26.0x40 no 0038”
REIL  mE x
13040 no 003"
MBV2BEA0 18.0x45 no 0038”
B0 20.030 no 0038”
BAAYA0 20,0x40 no 0,033
B0 20,0x45 no 0033
ABV2B3E20 23 0xd5 no 0,033”
BVSHA2D0 25.0x40 no 0038”
BVSHE2ZD 25060 no 0033’
BVABE1D 28080 22 0038°
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@BOATD 0040 -+ 18 - 8_
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T<own@?2 }: TexHniecke -
Cov X(ChoKTepUC TVIKV VBNV
p ¢ CBVP CBP CBP CBP
10x20  12x20 CBV csv CV
820 T e o0 8R0S 1080 12x00 1280 1530 150 ey 1y BV CBV
170 M Mo 10 mo TO o 1%10/ 18X80/ 18X40/  18x45/
AW* 700 7001 70041 700* N0 no
H>. MM 0 0 o 70%1 voosto I 1D* 110 ooi goe joge 1o+ 1+
AhhekTne* 635+ N 10 0 10 10 D 0] 0 0 MONe
Has ANAMB, ]0— 635*1 635+1 g35*1 100H0 1020+ 1020+ 1020+ 10
" o 0 o 0 0T o 10 g0 g0 100 o
[OuameTp u © © ID 10 10 %y
AMHAMM- 0,90 090x 1,00x |
. : . , 09088  Qoox 100k
CTa/IbHOWA 1,25 - . 1.00x .
YacTu, MM 2140 340 5 135 140  pao Iﬁ% Iﬁ%)( |v10‘8)X loox  loox  [OX
O6uyme pas- ' 140140 ™Mo
Mepbl 6anno-
Ha (MaKc. 8x20 1020 12x20 1505
Ounametp X 8x30  10x30 12x40 12x30 15¢30
LK), MM X 15x40  16x40  18x30 18x40 1845
MaxkbILwanb-
Hblli 06beM
6annoHa (rH-
nepcoBMe-
CTHMBbIVA 6an- 25 35
nowm, 6e3 no- ' 10 2 12 14 15
rpeLuHocTei),
M
BHyTpeHHWiA
avameTp 0.90
(rnaBHbIit ’ 090 100 100 000 090
MpOCEET), MM 0100 100 100 100 100 100 100
TonuwH-
Ha/lWHPHHa
_ 035 035 040
[BYX pocse : 0.60 035 0.35
TOB) mm 040 040 060 060 060 060 0,60 0,60
_Macca, r
Tabnuuya 2.2: TexHT? XapakTepucTuyn
CBvY | CBV e —
203011 1204011 gpny 2ol e, CBY . CBV BV BV cav
0 o X 25x40)! 25x50/11  28x50/11  30x60/11 35x60/11 40NAO/LL
O6was grura, v 110040 110040 700410 110010 0 Q 0 0 0 0
aggwersna gy o 10040 MO0 110010 130010 120010 1100e10
AnvHa, MM 1020- 10 1030*10 103010 103010 103010 1030*10 1030*10 1030%10
ANCTANbLHOW YacTh, 1 00x1,40
v 1,00x1,40  1,00x1,40 1,0x1,70 110170 L10xL70 1.10x170 110xL70 110x170 110x1.70
OGLLHC pasmepbl '
6annoHa (Makc, 20%30
AnameTp XannHa), X 2040 20x45  23x45  o5x4
. 40 25%50  28x50 3060  35x60  40x40
MakcumanbHbl i
06bem bannoHa
(runepcoBmecTu- 14 17 19
Mblli 6anN0H, 663 % 29 34 43 56 7 68
NOrpeLuHoCTelA), Mn
BHyTpeHHU gna-
MeTp (rnaBHbIi 10 100
MPOCBET), MM ' 100 110 110 1,10 110 110 no 1,10
TonyHHa/WHpsBa
[ayX npocBeTOB, 0.60 0.60
e 060 0,80 0,80 0.80 0,80 0,80 0,80 0,80
Macca, r
! ~ CBVP8X2Q/70 o CBV 4QX4AWL: Q- M W A anbiwd ace 4.5 1. MakcyViabHbl )

liuecjjAnuL-m (4ncTan, rnagkas, 6es LapanuH un Nla

T.M)

1YLLHUManbHOe yeunve Ha paspbis H
MaKK"VIMasIBHOE YCW/ve Ha paspbLu KateTtepa, H
MakcrmanbHoe ycunve Ha paspbIis BTy H
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AsxroQry i

Nno Co

o - -mmmoessoeeeo — ~T:i}V4Qx40/11h

“/\ /\/\/\/\
Kamn” ""HMeHFIeMbIMVI ana

Han BaHI/IFI/CXLU 11rre
nam cosmecmmum o

cpeacTBa /1A Me-

auucAro nZ”emni”n, Va’\um’\’\’\
>KVBOTHOIO WK YeSIOBEYECKOrO MPOMCXOXKIE-

HUA.

MNOJIHEHNA HE COAEPXKAT B COCTaBE NYAEN
CKune Cy6CTaHLI,VIVI, a Takke MaTepPUKOB XX
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° Gl bie £nh BBOFA MeAMLMHCKOO U A J .
Crnocob NMPMMEHEHNA

A/ NogroToska kaTeTepa

StaSSSZSToc¢c'SS r* “»Pbmij« 1o, ,0

«'N m

T bl

V.-TMpoMmbiBKa KaTeTepa

Pe«"HOKONMNC2 AN AN AT Heo 6 ™ BMECTUMOCTb, CTEPWIbHBIM
HbIM (prononormnyectowt jml. ~ my). N Pa36aB/1eHHbIM eTep/Ib-

a n<c 20l * N 3anonHenus Gart-
A~ HAETM T pUcoeAMHUB

npeaBapuTeNibHO HIWPUULKG6 0 K 0 B N N T ~
JIOHYMKa NnocpeAcTBOM O4HOXOA0BOI0 “ ONOpPOXKHEHWS Gan-
JTIOXKEHWNW, OCTOPOXKHO NOCTYYaTb Mo HeMy 4TOAN 6a/INoOHUMK B HAaK/TIOHHOM HO-
Ka LWnpwy, Bbille 6a1N10HYLWN KOHELL KO N0, YaanuTb Ny3bIpbKu Bo3ayxa. Jep-
KOHTpacnLUi NpenuwkTme o " Hanpae/ieH BHU3, OTKa4yaTb PEHTIeHo-
"M coeiIMHeHVEM

Nyep-n,*o*pauH" NY pa”™3 HeTBo”

BaHuA, aTakkeBNn **B oS 1Mo« ML ™ ®"TMe* TMKe BO BpeMs HaKaun-

— w— ™ T H"™
V.l TecTupoBaHue 6annoH4YmKa
6asinoHYMKa, NPOMbIB €ro
npLuca BUHCTpyKUMmMno X Z~H ~ 5" ™ NPOV3BOAUTENS, COLEPXKa-
KateTepy. NoacoenHUTL

KnanaHHbI Y-06pasHbliii COeaUHUTE b
Aypbl, B LEHTPasbHbIA NPOCBET KaTeTepa Cristal' o™ ™™’ ® ®P ™ *“ i1 4na npoLie-

cTepWIbMbIM®P H3M 0N o X NN oM "
AaHYMKA A ANaTe T NocT '"NTMOTMP°=BHKK AMNATALMOHHOIO 6asn-
PeKOMeH/YeMOro AaB/ieHns, UCMoNb-

3ysl COOTBETCTBYIOLLWIA MaHOMET

S .rHr==~—

B/IEKaTHLCA U3 Hero, B enyyae BO3SHUKHOBEHNA 3HAUNTE/bHbIX nepervl6OB

1
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KaTeTepa npu ero NPOABMKEHNUN B HEKOTOPbIX cocydax CHanwrrer,
(ypKaLm aopTbl Npu ?HTpanaTenanBHn», K» (Harpumep, Ha ypoBHE 61~
CBET Ha YpoBHe CiSa GefijpeHHOM [0CTYME), OCTaBMLUIies Mpo-

I OfHHK. . npo-

o ~ . n » aosnhe

» Z =S ;

Bnp~Xe prt ™ TTe"° N ™ KaKOi-nM60 ras 4/ 3anonHeHns 6anioH4YmMKa
XeTMnpusecl K* AN’ ANA AR AT ATA

- CMOCOBHOCTbL ra30B K CXKaTWMO CO34aeT TEXHUYECKMe TPYAHOCTU
BaHWM 1 CKaYMBaHWM BCMELCTBUE UX CXATUSA U pacrkpeH™

13 6annoHa CYLLECTBYET OMAaCHOCK rasoBoi aM6onnu;
6asINIoOHYMKa, 3ar0/IHEHHOro xua-

Mpn Haka4vun-
A

MPMaTom'*mAN'A
KoTM

XNAOKOCTH, co,qepx(aug,eﬁ PEHTreHOKOHTPaCTHOE BELLECTBO
MO3BONAET OCYLLUECTB/IATD aHFVIOFpa(*)VILIeCKI/IVI KOHTPO/b.

CT"MAOHI KT ™ MOIHOCTBIO YAa/ITh OCTATKW rasa us cu-

9,5 Vcnonb3oBaHve
- YCTaHOBUTbL MHTPOALHOCEP M MPOBOAHMKOBLINA KaTeTep (B C/lyvae NpUMeHeHNs
MpOBOAHMKOBOIO KaTeTepa) No CTaH4apTHOM METOAVKE.
paCTBOpI'IOEA(?MblTb BHYTPEHHMi1 NPOCBET KaTeTepa CTepU/IbHbIM (I310N0TNYECKM

Mocne NOAHOro ONOPOXKHEHNS 6aINIOHUYMKA OCTOPOXXHO BBECTW OCHALLEHHbIV
MPOBOAHMKOM 6asiIoHHbIN KaTeTep CRISTAL ans nepudepruyeckoil aHrmoniacTuku
1 Ba/IbBYNOMACTMKM Yepe3 reMoCTaTUYeCKuMiA KaraH. B cnyyae BOSHUKHOBEHWS CO-
AOTUBIEHWA NPUOCTAHOBUTL BBELEHVIE KaTeTepa v MPOBEPUTB €ro Mo BCeit A/IHe
3axaTb KnanaH BOKpYr 6annoHHoro katetepa CRISTAL ans nepucepuyeckoni aH-
TMOMACTUKM U Ba/IbBY/IONNACTUKN /19 NPeS0TBPaLLeHVs 06paTHOro ToKa Yepes npo-
BOJHWKOBbII KaTeTep, HO He C/IMLLKOM M/1I0THO, YTOObI HE NPenATCTBOBATL NPOABW-
YKEHWIO KaTeTepa 1 He BbI3BaTb CXKaTWA, KOTOPOE MOXKET MOMeLLaTb HaroHEHUO 1
OMOPOXXHEHWIO 6a/INIOHUMKA. Y [anTh BO3AYX U3 KlanaHa. MpoMbITb MPOBOAHMKOBBI
KaTteTep CTePU/bHbLIM (M3NON0TMNYECKMM PACTBOPOM.

MpoaBuHYTb 6anNoHHbIN KaTeTep CRISTAL ansa nepudepnyeckori aHronna-
CTVIKW 11 Ba/IbBY/ON/IACTUKM 10 KOHLIA MPOBOAHWKOBOIO KaTeTepa, M3beras Bpalla-
TeNbHbIX ABVXKEHWM KaTeTepa BOKPYT MPOBOAHMKA.

oA aHrvorpagnyecKM KOHTPO/IEM MPOABUaTh NMPOBOAHVIK, HAMNpaB/ss ero B
MecTax GuypKaLwmmn apTepuid, 40 TeX Mop, MOKa OH He MepeceyeT CTEHO3MPOBaHHbI
YUaCTOK, nognexawuii gunataumn. MpoasrHyTb 6annoHHbIN KateTep CRISTAL ans
nepupepryecKoin aHrMonIacT1KN 1 BaslbBY/IONIACTUKM MO MPOBOAHMKY [0 Mepece-

12
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- 3XOM AC-

POBaHHbIN y4aCTOK M aHOBKa 6ao ™ Ka**AA* AL ! CTEHO3M-

» or N«rZSTpir«m:« I

«o»>CrZ, ™ S ~y1~ TM 7 STV Sy oo

6annoHuMKa. [JaBNneHve HY B KOEM cryxtsp ®°3ayX UK ra3 415 HanofHeHNs
YPOBHSA, Npun KOTO-

poM6annoH4Y”"KTo"
MY PeKOMEHAYEMOMY [aBNeHUO* AATp MINC
tOLLLMM MaHOMETPOM.

paBHO MaKCMaJTIbHO-
KOHTPO/INpOBaTb COOTBETCTBY-

"3LMeHTa C NMOMOLLbHO CO03BET-

Hue naumeHTa. OCTaBUTb MPOBOAHNK Ha MeCTe

™ l= E ~ = - = ™™

aHrIoNNacTUKN yaannTb ONMOPOXXHEHHBI GaNNOHYNK 13 Liefe-

BOM 30HbI
BannoXbli T a p . YII* »™b NPOBOAHVK 1
NNacTUK™ AANTM A nepupepnyecKoin aHraon1acTukm 1 BabBy/o-
Y " nNpoBOLHMKOBLIV KaT”ep,
o6"" e ™ no# ° OCTaB/AKOT Ha MECTe 10 MOMeHTa cTabunnsax”
npScol "« 3aaHammMyecKoro cocTosHMs nauneHTa. ObecneynTb remocTas B MecTe

KW 600 TANT ™ [°PA“TM A®®“ TpyAHOCTEN NpKn yaaneHun 6annoH4ynka (6annoHum-
- Ba/1bBY/10M/1IACTMKW) cnep%/eT y6e'gv|Tbcs| yTo
0a/IIOHYVK MYCT; ngm Heo6x%ﬁ/n\nocm cnerka HanosHUTL M NOBTOPA TPOMUTH
ero 419 NpugaHua emy nyyLlen (opmbl. MOBTOPHO OMOPOXHUTb

MEPbLI MPEAOCTOPOXXHOCTW INMPU NCINOJ1Ib3OBAHNA
XNEHHO/MTA® ™ 7 7 YnakoBKa BCKpbITa Uv nospexaeHa. NMpu Henospe-

XOEHHOW YNaKOBKE M3AeNns CTEPUSbHBI.
BALLOON - 6a/1110HHble KaTeTepbl 4151 neprheprnyeckoin aHrmo-

3 N~ CTepW/bHbIe, OAHOPa3oBOro M .eHeH A Wl faa-
3HaueHb! 471 0HOPA30BOr0 KCMO/b30BaHUA. He 1cnosb3oBaTh NOBTOPHO. [Jo6oe no-

BTOPHOE UCMO/b30BaHVe U3AENNS NPUBOANT K BLICOKOMY PUCKY 3apaXKeHMUs naLyeHTa
M K YXY/ILLEHWH Paboumx XapaKTePUCTIK U3aenms. He cTepunn3oBaTb NOBTOPHO 3TK

XpaH1Tb B CyXOM, 3aLLMLLEHHOM OT CBeTa MecTe Npy KOMHATHOI TeMneparty-

pe. Cob/toaaTh CPOK FOAHOCTH.
STV YCTPOIACTBA A0MKHbI MPUMEHSTLCSA TOMbKO BpayaMii-CreLanmcTamm B
06/1aCTV MHTEPBEHLIIOHHO HelipopaavoNnonLL /M MHTEPBEHLIMOHHOW paamonorim

UV Kapamonorum.
Hukoraa He nepemeLLaTb BHYTPMUCOCYAMCTOE YCTPOIACTBO NPY BO3HUKHOBEHNM
COMPOTMBNEHMS 6e3 NpeaBapUTeIbHOTO ONPEeAENeHNs ero MPUUMH C NOMOLLIbHO aHro-
rpacpmueckoro KOHTposs. Mo6unmsaLyist Npy BO3HUKHOBEHWM COMPOTUBIEHNSI MOXKET
MPUBECTM K NOBPEXAEHMIO KaTeTepa UM PaHEHIO NaLMEHTa.
llcnonb3oBaTb COOTBETCTBYHOLLA MaHOMETP [t KOHTPO/IS AaB/IeHNs BO Bpe-

MS NpoLeaypbl.
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Ke pekomMeH10BaHHOE iaB/1IEHNE HaKav4BaHUA, YKa3aHHOE Ha 3HNKET-

MCMonb30BaTb BO3AYX WK a3 Aada HanosHeHnA 6a1oHuUMKa,

TETEepe. raCTpykuyum rno npmMmeHeHno npenaparos, UCMNO/Ib3YEMT/IX B Ka-

91 MpyHUMN AeAcTBUA n3nenms'

— BbTTb pacrnipeH. BannoHYMK pa3paboTaH TakMM 06pasoM, Y bl €ero

[/IVHA COOTBETCTBOBA/M 33AaHHOMY AaB/neHui0. OauH AW ABa PEHTTEHOKOHTPACTHBLIX Mao-

Kepa moMOryT NpaBU/bHO YCTaHOBUTb Ga/i/IOHHYHO YaCTb KaTeTepa noj aHrMorpagmyeckmm
OHTposieM. CTaHAapTHbIe pa3beMbl JTyep-/10K 06ecneUrBatoT CoeVHEHNE C MaTEPUASIOM.

Noefienne nocTaB/IfeTCA B HECKOMbKUX MOAUMNKAANAX. OHW OT/IMYAKOTCA TONbKO Bapuaums-
KOHKpeTHbIe peK™eHaa-
aHruonnactukn (katetepol CRISTAL BALLOON, nepudepnye-

CBAmkal" ""TorcZTT" BALLOON fns BaJibBY/NONAACTHKN
epbl CRISTAL BALLOON ans BanbBynonnactTrku manoro CBVP).

KaB/bli1 KaTeTep NOMELLAETCS Ha NOACTABKY. BanfoH 3alyLLEH C NMOMOLLBIO CMETLLAILHOMO
MpoTeKTopa. 3aTeM M3aeniie YNaKoBbIBAETCS B CHUMAIOLLMICS MaKeT W KapToH, KOTOpbIN 6y-
[ET CoflepXaTb 2 KaTeTepa 1 MHCTPYKLWW MO VCMO/b30BaHMIO.

Katetepbl CRISTAL BALLOON saBnawTca M3fenvMsaMn OLHOPA30BOro MCMo/b30BaHUS U

OKCWZOM 3TuNeHa. B cooTBeTCTBUM C NpaBu/ioM 7 EBPONENCKon AnpeKTuBbI
Y3/42/EEC n3penna oTHoCATCA K Knaccy LU dakTuyecku, 3To XMPYPruyeckn MHBasvBHbIE
n3genns, npefHasHavyeHHble 419 KPaTKOCPOYHOrO MCMosb30BaHNA (MeHee 24 4acoB) B KOH-
TaKTe C LiEHTPa/IbHOM CUCTEMOI KPOBOOGpaLLEHNS (LIMPKY/IMPYIOLLER KPOBBIO).

ATV n3genns LO/MKHbI YA0BMETBOPATL TPe60BaHVAM B OTHOLLEHWX 6MOCOBMECTUMOCTY MaTe-
prasioB, COBMECTUMOCTH C UCMOMb3YEMbIMI UHTPOLLIOCEPaMU, HABUTaLIMOHHOW CNOCOGHOCTH
M BUOMMOCTU NPU NPOBELEHNN NPOLELSYP WMHTEPBEHLWOHHON Pagmoniormm, MexaHU4ecKom
YCTONYMBOCTU N HafyBaHWs GanioHa. Pe3ynbTaTbl JOKIMHUYECKOW OLEHKW NpeacTaB/eHbl B
rnase 17 TeXHUYecKOoro JOKymeHTa. AHaim3 npo6enos (ran-aHanus) 6bi1 BbINOIHEH Ha OC-
HOBe [JaHHbIX N0 GLMOCOBMECTUMOCTK, U OblN CLenaH BbIBOg, O HEO6XOAMMOCTY NPOBEAEHNS
[OMNONHUTENbHBIX MCMbITaHUIA Ha GUOCOBMECTUMOCTb /19 06ecneyveHns COOTBETCTBUS OC-
HOBHbIM TpeboBaHUAM npaswna 7 Qupektusbl 93/42/EEC.

10. Tpe6oBaHWA K NMOMELLIEHAM, B KOTOPLIX MPeArosiarae TcAyC TaHOBKa MeALIVIHCKOrO
n3penns:

Temnepatypa Bo3gyxa oT +Z:)°Cp,o +25°C npun 0THOCUTENbHOIN BNXKHOCTM OT 35% A0 65%
(HeKoHZeHcVpytoLLascsa) 1 aTMocgepHom dasneHnn 500 —1060 riMa Baaam T BO3AeHCTBYS
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Taenns,ycnoeww > «pZ7nlzzzzTxphrz o "" A A “THCKOTO

H rz rrs:ru/\oorsrx:r . =
1060 rlla Baanvn oT Bo3gencTans npawax conHe e u 500 -

CTOM MecTe*! o™ "AMAT o

pytoLascs) 1 atmoctepHom gasneHumn 500 - 1060 (HeKoHAeHCK-

MW CRISTAL BALLOON  6annioH TLLEHVA CTEBHOAYTBKOBIL Kavkzjoe

LONNAANNN nepugepnyeckon aHrnonnac™ un
NMPVUMEHEHWS, B BapuaHTax UCMOMHEHUS HO-

°TM BALLOON - 6a1/10HHble
"o -PunbHble, ogHopa-

BanbBynon,ac™ Ac21H!“
cTaBnsaetca B Buge *anonls*ocl

KaTt”epbl 4na n™mgp Tp” nan*
ogoronplreHe*lT 3n~rrlr he™

apakeHVs NaLMeHTa 1 K yXy/LIeHNo paboumnx XapakTepUCTUK U3aems.

N.a"U»«cKoao nsgenna ans ero NoBTOPHOTO UC
nonb3osaHusa: M3aenve nocTaBnseTcs CTEPUIbHBIM 1 He NOAIEXMUT 06paboTKe Ae3nHMEK
A auyn MOBTOPHOI CTepunmsaumu. Mocne 1UCnomb3oBaHUs U3AenMe 3aMeLeHo K NoBTop-

OMY MCMO/Mb30BAHMIO W MOASIEXUT HEMEIEHHOW YTUAmM3aLmKn. J11060e NOBTOPHOE MCMOosb-

ABaHVIe U3MeNVsi MPUBOANT K BbICOKOMY PUCKY 3apabKeHs MauyeHTa v K yXyALeHmto pago-
ALLCHMIO paoo

WX XapakTepucTuK U3Oenus.

14. V'HhopMaLmnio, HeOBXOAUMYIO AN UAEHT U MKALUN MeANLUHCKNX N3AENUi C LiebHo
nonyyeHus 6e3onacHoil KOMGUHALWM, W MHGOPMaLMI0 06 M3BECTHBLUC OFPaHUUYEHUSX MO

COBMECTHOMY UCMNONb30BAHNI0 MEANLUHCKUX U3LeNNiA:
B nyHkTe 7. «OnucaHve NpUHaLNEXHOCTEN, MEAVULMHCKUX U3AENNA, UCMONb3YeMbIX COB-
MECTHO C 3asB/IEHHbIM U3fenem», yKaszaHbl u3genus, ¢ Kotopbimv CR1ISTAL BALLOON -

GanNoHHbIE KaTeTepbl 4151 NEPUDEPUUECKON aHIMOMNIACTUKA U Ba/bBY/IOMNNACTHKW, CTEPUb-
Hble, OIHOPA30BOr0 MPUMEHEHMS, B BapuaHTax WCMOMHEHWS MOFYT MCMO/Mb30BaTbCA COB-

MecTHO. Bcto H€06X0,CI,VIMyI'O VIH(pOpMaLU/II'O Mo NCNob30BaHNKO N U3BECTHLIX OrpaHNYeHNAX
MOXXHO HainTu B MHCTPYKUMAX NO MPUMEHEHUIO MpuiaraeéMbiX K KakKaomy MeANUUHCKOMY

n3genvio konaHum BALT.
15. Hdhopmauna o npupofe, Tune, a Tak>Ke 06 MHTEHCUMBHOCT U 1 PaCnpefeneHinyt s

NyyYyeHuUs B Npoliecce aKcnayaTaunm MeanLuHCKOro n3aenns:
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He npumeHumo. CRISTAL BALLOON K
A Npudbepuyeckon an-

n.onja«<unku 1 BasbBYNOMIACTVKA, cTepunsl eTnT
NCNOMIHEHNA He ncnonb3yrT PY-sHeprvio no I’ NPUMEHEHVS, B BapraHTax
Nons N ero Nomex. He MOTyT Co3JaBaThb 3/1eKTpoMarMm”™oro

A) HewucnpaBHOCTMW MefWLMHCKOrO u3genus cbos B e Al

(MYHKLMOHMPOBAHUMN, KOTOpble MOTYT BAMAN” Ha 6e3 A ‘N “HeHWN B

«TOM yucne onpefenseMblX Mo BHeWHUM npusHakam Il """"™ A Ao MHCKOTO n3genums.

Cnepyet obpatutbea K lIvVHirrv o . ,,

HemcnpaBHOCTeN, c60eB B paboTe unu BOBVOMbBIX

MOBNMATb Ha 6e30MacHOCTb MeAMLUHCKOro n3gen” B KOTOpbIE MOTYT
™ onpefensemMblX No BHELLUHUM

MPU3HaKOM A1 BOSMOXXHOCTU KX yCTpaHeHA

AT e o

CBA3AHHLIX CHPH eHW nw mepng7u ~Arrn
CHUMM N34ennaMn: *Noenns B KOMOUHaLMn ¢ Apyrumm meguuynH-

COBMECTHO ¢ MU * U3[enmaM, KOTopble UCMOMb3YHOTCS
nronnacTTil. MBanbBYyNoOoNnac"nepuaopepunmuyeckKomn aH

ncnonHeHus (MyHKT 7. IHCTPYKUUIA N0 NPUMeHEeRrnAr* °«“e'e » BapuaHTax

V eZ ta::rH :z::z7py7"NIANAAN
ANTAL BALLOON - 6annoH-

Hble KaTeTepbi i« 3 e A T T ™ 1*
HOPa30BOr0 MPUMEHEHMS B BamnmsHT MTUKN U Ba/IbBY/IONNACTaKM, CTePUSIbHbIE, Of-

«Siller

MyTareHHbIMun, T OKCUYHbT U *KOTOpblE ABNAK T CA KaHUEPOreHHbIMU,

_ — — A\ A\ £

(hapmaLieBTMYeCKMEe CyBbCTaHLMKN, MaTepuabl XXMBOTHOTO WM Ye/lOBEYeCKOro npom ™ I
«TCPUanbl, KOTOpble SABNAKOTCA KaHLUEPOreHHbIMI, MyTareHHbIMW, TO Ke ™ X
cKopineant A« v NPYBOANT K CEHCUOUIM3aLIMK, anneprave-
CKOW peakuumn 1 oTpuLaTEeNbHO BAMSET Ha PENPOAYKTVBHYHO (PYHKLIIO.
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18. MNMpenynpe>kaeHns 1 meTa unan

JIBATLCA, BPEMEHHO XPaHWUTbCA TOoanr> "®®" ’ °* OpblknaccoB b MOryT Hakan
1\7371 X T A" poxatbcd maX'X Tb74

COBMECTHO ¢ 0™ gamH*
o6c33apa”c”l Nn° cocraBy

“ - — BKY. —

M1 Tupoeun..cacMeduzZMuZp”rJOoZNZLT "' NN «O0TpPeOUNUTL JOMKEH MPOHOH-

Vi3poerve vcnonb3yetca Tam.Am rk
HelpopanHonNONWH/HAUHHTCPBC;~7~TYy' -~0TW oM
M fieyebHO-NpodIaKTUHECKE MEOVLIMHCKVE npUMeHeHVs: fieqebHbie
creLiancTa. icxoga s atoro creayet Bbiso g™ ™ MAY«IeHUO BpaYda-
MPOKOHCY/ILTUPOBATLCA C MEAVLIMHCKVM Nadn™ “ noTpeduTesb JOIPKeH
npoBeseH N onepaLyn, N Kak creacrerie Mo J1b ~n HeobGXOAMOCTU B
JIOHHble KaTeTepblgyIiNn epnn P ep "~ ola~ N

" CTEPWTLHBLE,

0HOPAa30BOro npuveHeHVs, B BapuaH!alncHl T
3MB0/M3aLMM COCYI0B MO/I0BHOMO MO3ra. nepes, NpoBeaeHvieM orepaLym 1o

« o« o» o» L -

T="%— »1r's
~:71Z

oTxodamu Knacca A
KTKnT yI (3NMaeMmMosIorMyeckn 6e30naCHb|e OTXQdpl, HO cocTaBy MPUOSIVDKEHHbIE
YHOLLIYHO O MpOoBeASHHOM 00e33apa>K/IBaH OTXOL0B.
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Ba

Poccuiickas denepaums
"opos Mocksa

A Xap4es [eBATHaLaToro roga

JIMYHOCTb MOANMCABLLENO [JOKYMEHT YCTaHOB/EHA.

3aperucTpmpoBaHo B peectpe: Ne 77/593-H/77-2019-1-116.

Tapudy; 100 py6. 00 Kor.
">rasaHue YC/yr NpaBoBOro *TEXHUYECKOT0 XapaKTepa: 200 py6. 00 KOrl.

M.H.XapueBa

Poccunitickasa depnep
MNopon MockBa
[BaguaTtbe YeTBEPTOro AHBaps ABE ThiCAYN AEBATHAALATOrO roga

A, AnekceeBa CBeTn a”™ A nekcaHAgpoBHa, BPeMEHHO McnonHAowaa ob6a3aHHOCTN HoTapuyca ropola
MockBb CapaHoBa Ajrgs "fnS~"&sa”Bnna, CBUAeTeNbCTBY BEepPHOCTb KONWW C NpPefCTaBNeHHOro MBe
AOKYMeHTa.

3aperuct 826-H/77-2019-3-270.
B3bicka rolm it X (no Tapupy): 360 py6. 00 kon.
Ynnaue ro W TexHuMuyeckoro xapakrtepa: 1800 py6. 00 kon.

C.A.AnekceeBa

winwerefINW enstew Akipa<*

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



