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Instructions for use for

MEDICAL DEVICE

« System for percutaneous mini-access in kits Merit PAK, models: PAK»
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The Merit PAK; model PAK utilizes a small coaxial introducer with dilator and guide wire for

placement of larger diameter guide wires into the vasculature system when a small needle stick is
preferred.

The Merit PAK: model PAK consists ofa combination of the following components, see unit label

for specific product components. These components may be packaged in a single pouch or may be
packaged separately.

e Coaxial introducer/dilator 4F( 1.3mm), 5F (1.7 mm) - 1pcs.
e Guide Wire 0.018" (0.46mm) - | pcs.
« Haemostasis valve with 3-way stopcock - 1pcs.

e Echo Enhanced Introducer Needle 21G (40 mm or 70 mm length)-! pcs. (if necessary)
0 * Instruction for use -1 pcs

1 Co-axial introducerdilalor4F'5F
2. Guide Wire 0.018" (0.46mm)
3 Echo Enhanced Introducer Needle 2 IG (40 or 70 mm length)
4 Haemostasis valve with 3-way stopcock

CATEGORIZATION OF DEVICE(S)

Devices risk class is 2a

The categorization of medical device "System for percutaneous mini-access in kits Merit PAK.
models: PAK, PAK Stiffened. PAK Hydrophyllic" see below.

DEVICE CATEGORIZATION
System for percutaneous mini- Externally Communicating Device with Circulating Blood
access in kits Merit PAK. models: Contact for a Limited Duration (< 24 hours).

PAK. PAK Stiffened, PAK Products are intended for invasive use (use temperature
Hydrophyllic (introducers, dilators. from 32 ° C to 44 ° C, humidity 100% (direct contact with
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DEVICE CATEGORIZATION

guidew'ires. needles) blood)
Hemostasis valve Externally Communicating Device with Indirect Blood
Contact for a Limited (< 24 hours) Duration.

INTEDNDED USE

System for percutaneous mini-access in kits Merit PAK. models: PAK. PAK Stiffened, PAK
Hydrophyllic is designed to perform the *'micropuncture” technique, which helps in facilitating
percutaneous placement of medical devices of larger diameter (catheters, guide wires, balloons,

stents) into the patient's body.

WARNINGS
Withdrawal, pull back, or manipulation of the guide wire distal tip through the needle tip may
result in breakage or embolization. Do not withdraw with force. Do not advance the guide wire it

resistance is met.

CAUTIONS

 Read instructions prior to use.

* This device is intended for single use only. Do not reuse or resterilize.

« This device is sterile if package is unopened or undamaged.

« This device is non-pyrogenic.

« This device should be used by clinicians with adequate training in the use of the device.
« Utilize appropriate anticoagulant therapy for patient during procedure.

« Prior to use, ensure that the sheath and dilator are the appropriate size

CONTRAINDICATIONS
There are no known contraindications.

POSSIBLE COMPLICATIONS

The possible complications arc { but not limited) air embolism, thrombus formation, infection,
pseudo aneurysm formation, hematomas, guide wire embolization, bleeding, perforation or
laceration of the vessel wall and standard risks connected with percutaneous diagnostic and (or)
interventional procedures.

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

To be use only in medical facilities by medical staff (interventional surgeons, vascular surgeons,
specialists in diagnostic and surgical departments and centers) who has been specially trained how
to work with this type of medical device.

Application conditions

Room temperature range from+ 15°C to + 30°C

Room humidity < 80% (without condensation)
Atmospheric pressure 84.0-106.7 kPa (630-800mm Hg)
Room elevation Max 1500 ma.s.l.
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INSTRUCTIONS FOR USE

1 Identify the insertion site and prepare the site using proper aseptic technique and local anesthesia
as required.

2. Insert the 21 gauge introducer needle using standard technique.

3. Carefully advance the flexible end ofthe 0.018” (0.46mm) guide wire through needle. Advance
the guide wire as far as appropriate. Verify correct positioning. WARNING: Do not advance guide
wire if resistance is met.

4. Remove needle while maintaining the 0.018” (0.46mm) guide wire in position. WARNING:
Withdrawal, pull back, or manipulation of the guide wire distal tip through the needle tip may
result in breakage or embolization. To avoid guide wire damage during manipulation, remove the
introducer needle and proceed to step 5.

5. Insert the coaxial introducer/dilator pair over the 0.018” (0.46mm) guide wire and advance to

‘ the desired position.
6. Remove dilator and 0.018” (0.46mm) guide wire leaving the introducer in position. NOTE:
Place a finger over the hub of the introducer to minimize blood loss and risk of air aspiration.
7. Insert 0.035” (0.89mm) or 0.038” (0.97mm) guide wire through introducer.
8. Remove introducer, leaving 0.035” (0.89mm) or 0.038” (0.97mm) guide wire in place.

MAIN PRODUCT SPECIFICATION

CHARACTERISTIC SPECIFICATION

Coaxial couple (introducer), hemostasis valve

Introducer, Inner Diameter (I1D)
Outer Diameter (OD)
Introducer, effective length
Dilator, Outer Diameter (OD)
Dilator, Inner Diameter (ID)

Dilator, effective length
Dilator, taper length

Dilator,weight
Introducer, weight

4F(1,3 mm): 0.50 mm
5F(1,7 mm): 0.50 mm
4F 1.3 mm

5F 1,7 mm

4F (1,3 mm): 10cm
5F (1,7 mm): 10cm
4F (1,3 mm)

5F(1,7 mm)

4F(1,3 mm): 0.45 mm
5F(1,7 mm): 0.46 mm
4F,5F-12.5 cm

4F (1,3 mm): 5,0 mm
5F (1,7 mm): 5,0 mm
NG g

<5¢g

Hemostasis valve <15¢g

Hub Tensile Test Force to remove hub shall be greater than 2.25 Ibs (ION)
Freedom from leakage from No leakage at test pressure of 300 kPa

introducer

Burst strength (Introducer and
introducer to hub bond)

Burst strength (introducer shaft to
the marker tip segment bond)
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CHARACTERISTIC

Introducer Hub/Cap Snap Fit
Tensile force to remove cap from
hub

Sidearm Pull Test

Sidearm Leak Pressure Test
Sidearm flow rate

Hub to dilator bond strength
Dilator to Introducer Hub Snap Fit

Bond Strength - Dilator (Hub to
Rod)

Dilator to Introducer Hub Snap Fit
GuidcWiIrc 0,018” (0.46 mm)
Outside Diameter

Product Lengths

Minimum Breaking Strength (Pull
Strength)

The strength of the connection rod
and spiral (tensile strength)

Wight (in a case)

SPECIFICATION
Minimum Force > 9.0 Ibs. (40.03N)

Minimum Peak Break Force > 3.37 Ibs (14.99N)

Sidearm shall not leak or detach at <90 psi (6.328 Kr/cT-)
> 600 ml/min (200mm Hg with water)

Minimum Burst strength: 4F/ 5F sizes > 2.25 Ibs

4 F Minimum Force: 4.75 (21,13H)

5 F Minimum Force: 4.5 (20,02 H)

Minimum Burst Strength 4F/5F >2.25 lbs (10,01 H)

Minimum Force: 4.5 Ibs (20,02)
0.46 mm (0,018")

40 cm

ION/ 2.25 Ibs minimum

> 0.5 Ibs (2.2 H). Minimum tensile force

<bg

Echo Enhanced Introducer Needle 21G (0.8 mm)

The outer diameter of the needle
Inner diameter
Length of needle tube;

Tensile strength at break structure
"needle-hub" (mounting strength)
Bending force

Type of sharpening

Allowable angle deviations needle
without compromising the integrity
of

needle roughness

The radius of the working portion of
blunting needle

Weight

MATERIAL SPECIFICATIONS
Component

Dilatator 4F/5F (tube)

0,80 mm

0.547 mm

70 mm

40 mm

No less than 44N

15N (maximum deviation 0.50 mm)
trihedral
short cut at an angle of 17+ 2B

No more than 0.4 mcm
No more than 0.03 mm

<2¢9

Materials

Coaxial introducer/dilator

Model PAK

HDPE

Barium sulphate

Dilatator 4175F (hub)
Dilatator 4175F (nut)

HDPE
ABS

Colorants; 4F Red /5F Light Gray
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Introducer 4F/5F (tube) Pebax
Barium sulphate
Titanium Dyoxide
Introducer 4F/5F (hub) Polyamide
Titanium Dyoxide
Ink for Printing; 4F Red /5F Light Gray

Protection Tube LDPE
Haemostasis vaive with 3-way stopcock
Valve (body) Polycarbonate
Valve (sheath) Medical silicone
Valve ( cup) Polycarbonate
Colorant: Blue
Stopcock Body Polycarbonate
Stopcock Handle High viscosity Acetal homopolymer
Colorant: Blue
Stopcock Lubricant Polydimethylsiloxane lubricant
Echo Enhanced Introducer Needle 21G (0.8 mm) length 40 mm, 70 mm.
Needle Tube: Stainless steel
Needle Base Polycarbonate
Printing ink Color: black
Protective tube: LDPE

Nithinol Guidewire 0,018” (0,46 mm)
Nithinol Guidewire 0,018 (0,46 Nithinol /Pd
mm)
Package materials
Package Tyvek® 1059B/LLPDE

STERILIZATION METHOD
Ethylene Oxide (EO) sterilization. This product does not provide for a user re-sterilization.

DESCRIPTION OF PACKAGING WITH INDICATION OF NUMBER OF PRODUCTS
AND ACCESSORIES IN PACKING

System for percutaneous mini-access in Kits Merit PAK, models PAK, PJIK Stiffened includes
coaxial pair (introducer/dilator) 4 For 5 F, 0.018 ”(0-46 mm) guidewire, 21G (0.8mm) introducer
needle, hemostatic valve with 3-way stopcock. Kit components are packaged in individual sterile
disposable packaging of Tyvek(g) 1059B. The kit contents may vary depending on the physician's
need in a certain component and the clinical case.

Five pcs of individual-packed kits are placed in a transport box of 200 gr. Natural Kraft E-flute
carton.

INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table.

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



Manufacturer

IECJ1REP Authorized representative in the European Community
Manufacturing date
(2) Do not reuse
REF Catalogue #
LOT Batch Code
]STER”—E[GO] Sterilized by ethylene oxide
f’\only Caution: United States federal law restricts this device to

sale by or approximately a physician

2 Use by date

A\ Attention, Refer to the instructions for use

® Do not use, if package is damaged

)I-( Non-pyrogenic

TRANSPORTATION, STORAGE AND HANDLING

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products

released from the transport packaging should be kept at an ambient condition:

Storage conditions:

Temperature +5°C to +27 °C (environment)

Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Transport conditions:

Temperature -35°C to +55 °C (environment)

Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Usage environment:

Temperature range for use - the body temperature 0f32 °C to 44 °C
Relative humidity: 100% (blood contact)
Atmospheric pressure 86-106 kPa.

- THE SHELF LIFE
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DISPOSAL

To avoid health and environmental risks during disposal of medical devices they shall be
disposed of in compliance with the hospital-approved protocol.

Medical Device " System for percutaneous mini-access in kits Merit PAK, models: PAK.
PNK Stiffened. PAK lydrophyllic " according to the Sanitary Rules and Regulations
2.1.7.2790-10 is related to Class B contaminated and potentially pathological wastes
(epidemiologically hazardous wastes).

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or

resterilization may compromise the structural integrity of the device and/ or lead to device failure

which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization
] may also create a risk of contamination of the device and/or cause patient infection or

crossinfection, including, but not limited to, the transmission of infectious disease(s) from one

patient to another. Contamination of the device may lead to injury, illness or death of the patient.

LIMITED WARRANTY AND DISCLAIMER

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform to
the specifications at the time of shipment to Customer and will remain materially free of defects
in materials and workmanship for the period specified on the written limited warranty separately
provided with each product. Warranty shelf life of medical device is 3 years. This warranty shall
not apply to products that have been (i) modified, changed, repaired, refurbished, reprocessed, or
altered by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use. re-sterilization,
accident, abuse, neglect or tampering; (iii) damaged by excessive physical, environmental or
electrical stress: or that have had a serial number altered, defaced or removed; (iv) combined with
any other product; (v) used outside the approved “Indications for Use" as cleared by the relevant
competent authority, used contrary to the use outlined in the product specifications or in an
application or environment for which such product was not designed or contemplated. Any
technical product advice furnished by Merit is provided without duty or compensation and Merit
assumes no obligation or liability, all such advice being given and accepted at Customer's risk.
EXCEPT AS EXPRESSLY SET FORTII HEREIN MERIT MAKES NO REPRESENATION OR
WARRANTY OF ANY KIND. EXPRESS OR IMPLIED. TO CUSTOMER. ITS END-USERS
OR ANY THIRD PARTIES WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS
AND EXCLUDES ANY AND ALL OTHER EXPRESS. IMPLIED. AND STATUTORY
WARRANTIES. INCLUDING WITHOUI LIMHATION, WARRANTIES AGAINST
INFRINGEMENT. AND THE IMPLIED WARRANTIES OF MERCHANTABILITY AND
FITNESS FOR A PARTICULAR PURPOS::.

LIMITATION OF LIABILITY

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY FOR ANY PUNITIVE. SPECIAL. INCIDE-NIAL OR
CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL. LOST
RESALE PROFITS. WORK STOPPAGE. PRODUCT FAILURE. IMPAIRMENT OF OTHER
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PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANI Y. BREACH OF CONTRACT.
DELAY. NEGLIGENCE. STRICT LIABILITY. OR OTHERWISE.

COMPLAINT

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:
Limited Liability Company "Merit Technologies”

(LLC "Merit 'fechnologies").
Legal address: Russian Federation, 119017. Moscow. 1-st Kazachiy pereulok 7, floor 1, room 6

Tel/fax: +7 (495)221-89-02
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Instructions for use for

MEDICAL DEVICE

« System for percutaneous mini-access in kits Merit PAK, models: PAK Stiffened»
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PRODUCT DESCRIPTION

The Merit PAK: model PAK Stiffened utilizes a small coaxial introducer with dilator and guide
wire for placement of larger diameter guide wires into the vasculature system when a small needle
stick is preferred.

The Merit PAK: model PAK Stiffened consists ofa combination of the following components, see
unit label for specific product components. These components may be packaged in a single pouch
or may be packaged separately.

» Coaxial introducer/dilator4F(1.3mm), 5F (1.7 mm) - 1pcs.

* Guide Wire 0.018" (0.46mm) - 1 pcs.

* Haemostasis valve with 3-way stopcock - 1 pcs.

e Echo Enhanced Introducer Needle 21G (40 mm or 70 mm length) -1 pcs. (if necessary)
e Instruction for use -1 pcs

I. Co-axial introducer/dilator 4F/5F
2. Guide Wire 0.018" (0-46mm)
3. Fxho Hnhanced Introducer Needle 21G (40 or 70 mm length)
4. llaemosiasis valve with 3-way stopcock

CATEGORIZATION OF DEVICE(S)

Devices risk class is 2a
I'he categorization of medical device '‘System for percutaneous mini-access in Kits Merit PAK,
models: PAK, PAK Stiffened, PAK Hydrophyllic” see below.

DEVICE CATEGORIZATION
System for percutaneous mini- Externally Communicating Device with Circulating Blood
access in kits Merit PAK, models: Contact for a Limited Duration (< 24 hours).
PAK, PAK Stiffened, PAK Products are intended for invasive use (use temperature
Hydrophyllic (introducers, dilators, from 32 ° C to 44 ° C, humidity 100% (direct contact with
guidewires, needles) blood)
Hemostasis valve Externally Communicating Device with Indirect Blood
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DEVICE CATEGORIZATION
Contact for a Limited (< 24 hours) Duration.

INTEDNDFJ) USE

System for percutaneous mini-access in kits Merit PAK. models: PAK. PAK Stiffened, PAK
Hydrophyllic is designed to perform the "micropuncture** technique, which helps in facilitating
percutaneous placement of medical devices of larger diameter (catheters, guide wires, balloons,
stents) into the patient's body.

WARNINGS

Withdrawal, pull back, or manipulation of the guide wire distal tip through the needle tip may
result in breakage or embolization. Do not withdraw with force. Do not advance the guide wire if
resistance is met.

CAUTIONS

 Read instructions prior to use.

« rhis device is intended for single use only. Do not reuse or resterilize.

« This device is sterile if package is unopened or undamaged.

« rhis device is hon-pyrogenic.

* This device should be used by clinicians with adequate training in the use of the device.

« Utilize appropriate anticoagulant therapy for patient during procedure.

* Prior to use, ensure that the sheath and dilator are the appropriate size for the access vessel and
devices to be use.

CONTRAINDICATIONS
There are no known contraindications.

POSSIBLE COMPLICATIONS

The possible complications are ( but not limited) air embolism, thrombus formation, infection,
pseudo aneurysm formation, hematomas, guide wire embolization, bleeding, perforation or
laceration of the vessel wall and standard risks connected with percutaneous diagnostic and (or)
interventional procedures.

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

To be use only in medical facilities by medical staff (interventional surgeons, vascular surgeons,
specialists in diagnostic and surgical departments and centers) who has been specially trained how-
to work with this type of medical device.

Application conditions

Room temperature range from + 15°C to + 30°C

Room humidity < 80% (without condensation)
Atmospheric pressure 84.0-106.7 kPa (630-800mm Hg)
Room elevation Max 1500 m a.s.l.

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



INSTRUCTIONS FOR USE

1 Identify the insertion site and prepare the site using proper aseptic technique and local anesthesia
as required.

2. Insert the 21 gauge intre)ducer needle using standard technique.

3. Carefully advance the flexible end of the 0.018" (0.46mm) guide wire through needle. Advance
the guide wire as far as appropriate. Verify correct positioning. WARNING: Do not advance guide
wire if resistance is met.

4. Remove needle while maintaining the 0.018" (0.46mm) guide wire in position. WARNING:
Withdrawal, pull back, or manipulation of the guide wire distal tip through the needle tip may
result in breakage or embolization. To avoid guide wire damage during manipulation, remove the
introducer needle and proceed to step 5.

5. Insert the coaxial introducer/dilator pair over the 0.018" (0.46mm) guide wire and advance to
the desired position.

6. Remove dilator and 0.018" (0.46mm) guide wire leaving the introducer in position. NOTE:
Place a finger over the hub of the introducer to minimize blood loss and risk of air aspiration.

7. Insert 0.035" (0.89mm) or 0.038" (0.97mm) guide wire through introducer.

8. Remove introducer, leaving 0.035" (0.89mm) or 0.038" (0.97mm) guide wire in place.

MAIN PRODUCT SPECIFICATION

CHARACTERISTIC SPECIFICATION

Coaxial couple (introducer), hemo$tasi.s vaKe

Introducer, Inner Diameter (1D) 4F(1,3 mm): 0.50 mm
5F(1,7 mm): 0.50 mm
4F 13 inm

SF 17 mm

4F (1.3 mm): 10cm
5F (1.7 mm): 10cm
4F (1.3 mm)

5F(1,7 mm)

4F(1,3 mm): 0.45 mm
5F(1,7 mm): 0.46 mm

Outer Diameter (OD)
Introducer, effective length
Dilator, Outer Diameter (OD)

Dilator, Inner Diameter (ID)

Dilator, effective length
Dilator, taper length

4F.5F-12.5 cm
4F (1,3 mm): 5.0 mm
5F{l,7mm): 5,0 mm

Dilator.weight <5¢g
Introducer, weight <5¢g
Hemostasis valve, weight <15¢g

Hub Tensile Test

Freedom from leakage from
introducer

Burst strength (Introducer and
introducer to hub bond)

Burst strength (introducer shah to
the marker tip segment bond)

Force to remove hub shall be greater than 2.25 Ibs (ION)
No leakage at test pressure of 300 kPa

Minimum burst strength - 4F /5F sizes > 3.37 Ibs (14.99N)

Minimum burst strength - 4F/ SFsizes > 3.37 Ibs (14.99N)
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CHARACTERISTIC

Introducer Hub/Cap Snap Fit
Tensile force to remove cap from
hub

Sidearm Pull Test

Sideaim Leak Pressure Test
Sidearm flow rate

Hub to dilator bond strength
Dilator to Introducer Hub Snap Fit

Bond Strength - Dilator (Hub to
Rod)

Dilator to Introducer Hub Snap Fit
GuideWire 0,018 (0.46 mm)
Outside Diameter

Product l.ength

Minimum Breaking Strength (Pull
Strength)

The strength of the connection rod
and spiral (tensile strength)

Wight (in a case)

SPECIFICATION
Minimum Force > 9.0 Ibs. (40.03N)

Minimum Peak Break Force > 3.37 Ibs (14.99N)

Sidearm shall not leak or detach at < 90 psi (6.328 Kr/cT*)
> 600 ml/min / 200mm Hg with water

Minimum Burst strength: 4F/ 5F sizes > 2.25 Ibs

4 F Minimum Force; 4.75 (21,13H)

5 F Minimum Force: 4.5 (20.02 H)

Minimum Burst Strength 4F/5F > 2.25 lbs (10.01 H)

Minimum Force: 4.5 Ibs (20.02)
0.46 mm (0,018")

40 cm

10N/ 2.25 Ibs minimum

> 0.5 Ibs (2.2 H). Minimum tensile force

<5¢g

Echo Enhanced Introducer Needle 21G (0.8 mm)

The outer diameter of the needle
Inner diameter
Length of needle tube:

Tensile strength at break structure
"needle-hub™ (mounting strength)
Bending force

Type of sharpening

Allowable angle deviations needle
without compromising the integrity
of

needle roughness

The radius ofthe working portion of
blunting needle

Weight

MATERIAL SPECIFICATIONS
Component

Dilatator 4F/5F (tube)

0,80 mm

0.547 mm

70 mm

40 mm

No less than 44N

15N (maximum deviation 0.50 mm)
trihedral
short cut at an angle of 17+ 2°

No more than 0.4 mcm
No more than 0.03 mm
<2 g
Materials

C'oaxial introducer/dilator

Model PIK

Stainless steel

Polyamide
Barium Sulphate
Colorant blue

Dilatator 4F/5F (hub)
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Dilatator 4F/5F (nut) ABS

Colorants: 4F Red /5F Light Gray
Introducer 4F/5F (tube) Pebax

Barium sulphate

Titanium Dyoxide
Introducer 4F/5F (hub) Polyamide

Titanium Dyoxide

Ink for Printing; 4F Red /5F Light Gray

Protection Tube LDPE
Haemostasis valve with 3-way stopcock
Valve (body) Polycarbonate
Valve (sheath) Medical silicone
Valve (cup) Polycarbonate
Colorant: Blue
Stopcock Body Polycarbonate
Stopcock Handle High viscosity Acetal homopolymer
Colorant: Blue
Stopcock Lubricant Polydimethylsiloxane lubricant
Echo Enhanced Introducer Needle 21G (0.8 mm) length 40 mm, 70 mm.
Needle Tube: Stainless steel
Needle Base Polycarbonate
Printing Ink Color: black
Protective tube: LDPE

Nithinol Guidewire 0,018" (0,46 mm)
Nithinol Guidewire 0,018” (0,46 Nithinol /Pd
mm)
Package materials
Package Tyvek® 1059B/ LLPDE

STERILIZATION METHOD
Ethylene Oxide (EO) sterilization. This product does not provide for a user re-sterilization.

DESCRIPTION OF PACKAGING WITH INDICATION OF NUMBER OF PRODUCTS
AND ACCESSORIES IN PACKING

System for percutaneous mini-access in kits Merit PAK, models PAK, PAK Stiffened includes
coaxial pair (introducer/ dilator) 4 For 5 F, 0.018 "(0-46 mm) guidewire, 21G (0.8mm) introducer
needle, hemostatic valve with 3-way stopcock. Kit components are packaged in individual sterile
disposable packaging of Tyvek® 1059B. The kit contents may vary depending on the physician's
need in a certain component and the clinical case.

Five pcs of individual-packed kits are placed in a transport box of 200 gr. Natural Kraft E-flute
carton .

INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table.
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Label Formats products have been developed and approved for the individual articles, sterile

packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table.

Manufacturer
i
1EC REP Authorized representative in the European Community
w( Manufacturing date

Do not reuse

REF Catalogue #
LOT Batch Code
[STERILE ]eO: Sterilized by ethylene oxide
Fronly Caution: United States federal law restricts this device to
sale by or approximately a physician
) Use by date
A Attention. Refer to the instructions for use
® Do not use, if package is damaged
Non-pyrogenic
X

TRANSPORTATION, STORAGE AND HANDLING

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products

released from the transport packaging should be kept at an ambient condition;

Storage conditions:

Temperature +5°C to +27 °C (environment)

Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHQ)

Transport conditions:
Temperature -35®C to +55 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmllg)
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Usage environment:

Icmperature range for use - the body temperature of 32 °C to 44 °C
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

THE SHELF LIFE
Of sterile devices - 36 months ( 3 years)

DISPOSAL

To avoid health and environmental risks during disposal of medical devices they shall be
disposed of in compliance with the hospital-approved protocol.

Medical Device " System for percutaneous mini-access in kits Merit PAK, models: PAK,
PAK Stiffened. PAK Hydrophyllic " according to the Sanitary Rules and Regulations
2.1.7.2790-10 is related to Class B contaminated and potentially pathological wastes
(epidemiologically hazardous wastes).

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/ or lead to device failure
which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or
crossinfection, including, but not limited to, the transmission of infectious disease(s) from one
patient to another. Contamination of the device may lead to injury, illness or death of the patient.

LIMITED WARRANTY AND DISCLAIMER

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform to
the specifications at the time of shipment to Customer and will remain materially free of defects
in materials and workmanship for the period specified on the written limited warranty separately
provided with each product. Warranty shelf life of medical device is 3 years. This warranty shall
not apply to products that have been (i) modified, changed, repaired, refurbished, reprocessed, or
altered by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use, re-sterilization,
accident, abuse, neglect or tampering; (iii) damaged by excessive physical, environmental or
electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with
any other product; (v) used outside the approved “Indications for Use” as cleared by the relevant
competent authority, used contrary to the use outlined in the product specifications or in an
application or environment for which such product was not designed or contemplated. Any
technical product advice furnished by Merit is provided without duty or compensation and Merit
assumes no obligation or liability, all such advice being given and accepted at Customer’s risk.
EXCEPT AS EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESENATION OR
WARRANTY OF ANY KIND. EXPRESS OR IMPLIED, TO CUSTOMER. ITS END-USERS
OR ANY THIRD PARTIES WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS
AND EXCLUDES ANY AND ALL OTHER EXPRESS, IMPLIED, AND STATUTORY
WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST
INFRINGEMENT, AND THE IMPLIED WARRANTIES OF MERCHANTABILITY AND
FITNESS FOR A PARTICULAR PURPOSE.
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LIMITATION OF LIABILITY

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY I-OR ANY PUNmMVE. SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES, WIIE:THER BASED UPON LOST GOODWILL, LOST
RESALE PROFITS. WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR 01'HERWISE AND WHETHER IN A CONTRACT. TORT OR OTHER
ACTION FOR OR ARISING OUT OF BREACI i OF WARRANTY, BREACH OF CONTRACT,
DELAY, NEGLIGENCE. STRICT LIABILITY. OR OTHERWISE.

COMPLAINT

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies"
{LLC "Merit Technologies"),
Legal address: Russian Federation. 119017. Moscow, I-st Kazachiy pereulok 7. floor L room 6

Tel/fax:+7 (495)221-89-02
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Instructions for use for

MEDICAL DEVICE

«System for percutaneous mini-access in kits Merit PAK, models: PAK Hydrophillic»
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PRODUCT DESCRIPTION

The Merit PAK: model PAK Hydrophillic utilizes a small introducer with 3-way stopcock, dilator
and guide wire for placement of larger diameter guide wires into the vasculature system when a
small needle stick is preferred.

The Merit PAK: model PAK Hydrophillic consists ofa combination of the following components,
see unit label for specific product components. These components may be packaged in a single
pouch or may be packaged separately.

e Hydrophylic introducer 4F (1.3 mm) with 3-way stopcock - 1pcs.

» Dilator 4F (1.3 mm) - 1pcs.

e Guide Wire 0.018” (0.46mm) - 1 pcs.

e Echo Enhanced Introducer Needle 21G (0.8 x 40 mm) -1 pcs. (if necessary)
e Echo Enhanced Introducer Needle 21G (0.8 x 70 mm) -1 pcs. (if necessary)
e Instruction for use - 1pcs

7. Dilator
llydrophilic Sheath introducer 4F with 3-way stopcock

CATEGORIZATION OF DEVICE(S)

Devices risk class is 2a
The categorization of medical device "System for percutaneous mini-access in kits Merit PAK.
models: PAK. PAK Stiffened, PAK Hydrophyllic” see below.

DEVICE CATEGORIZATION
System for percutaneous mini- Externally Communicating Device with Circulating Blood
access in kits Merit PAK. models: Contact for a Limited Duration (< 24 hours).
PAK. PAK Stiffened, PAK Products are intended for invasive use (use temperature
Hydrophyllic (introducers, dilators, from 32 ° C to 44 ° C, humidity 100% (direct contact with
guidewires, needles) blood)
Hemostasis valve Externally Communicating Device with Indirect Blood
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DEVICE CATEGORIZATION
Contact for a Limited (< 24 hours) Duration.

INTEDNDED USE

System for percutaneous mini-access in kits Merit PAK. models: PAK, PAK Stiffened, PAK
Hydrophyllic is designed to perform the "*micropuncture” technique, which helps in facilitating
percutaneous placement of medical devices of larger diameter (catheters, guide wires, balloons,
stents) into the patient's body.

WARNINGS

Withdrawal, pull back, or manipulation of the guide wire distal tip through the needle tip may
result in breakage or embolization. Do not withdraw with force. Do not advance the guide wire if
resistance is met.

CAUTIONS

* Read instructions prior to use.

* This device is intended for single use only. Do not reuse or resterilize.

* This device is sterile if package is unopened or undamaged.

* This device is non-pyrogenic.

* This device should be used by clinicians with adequate training in the use of the device.
« Utilize appropriate anticoagulant therapy for patient during procedure.

* Prior to use. ensure that the sheath and dilator are the appropriate size

CONTRAINDICATIONS
Radial access is contraindicated if there is an abnormal Allen’s test, radial pulse, or insufficient
dual arterial supply

POSSmUE COMPLICATIONS

The possible complications are ( but not limited) air embolism, thrombus formation, infection,
pseudo aneurysm formation, hematomas, guide wire embolization, bleeding, perforation or
laceration of the vessel wall and standard risks connected with percutaneous diagnostic and (or)
interventional procedures.

INFORMATION ABOUT POTENTIAL USERS AND USE CONDITIONS

To be use only in medical facilities by medical staff (interventional surgeons, vascular surgeons,
specialists in diagnostic and surgical departments and centers) who has been specially trained how
to work with this type of medical device.

Application conditions

Room temperature range from + 15°C to + 30°C

Room humidity < 80% (without condensation)
Atmospheric pressure 84.0-106.7 kPa (630-800mm Hg)
Room elevation Max 1500 m a.s.l.

INSTRUCTIONS FOR USE
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The following instructions provide technical direction but do not obviate the necessity of formal
training in the use of the device. The techniques and procedures described do not represent all
medically acceptable protocols, nor are they intended as a substitute for the clinician's
experience and judgment in treating any specific patient.

1. ldentify the insertion site and prepare the site using proper aseptic technique and local
anesthesia as required.

2. Remove the PAK Hydrophillic components from package using proper aseptic technique.

3. Flush all components with heparinized saline or suitable isotonic solution. Be sure to wet the
outer surface of the sheath introducer to activate the hydrophilic coating. The sheath should not
be used in a dry state.

Warning: After flushing side port, turn stopcock to off position to maintain flush in side port and
prevent bleed back upon insertion into the vessel.

Warning: Do not wipe outer surface of the sheath introducer with dry gauze.

4. Insert vessel dilator into PAK Hydrophilic Sheath through hemostasis valve and snap into
place.

Warning: Dilator must be securely snapped into place to avoid damage to the vessel.

5. Insert appropriate access needle into vessel.

a. Ifa metal access needle is used, while holding the access needle, place the flexible end or J
end of the guide wire through access needle into vessel.

b. Ifan access needle with inner metal needle and outer plastic cannula is used, after appropriate
access is obtained, remove the inner metal needle. While holding the plastic cannula portion of
the access needle, place the flexible end or J end of the guide wire through the plastic cannula
into the vessel.

Note - Refer to product labeling for appropriate guide wire compatibility with the system
components.

Warning: Do not reinsert the inner metal needle into the plastic cannula at any time.

Warning: Do not advance the guide wire if resistance is met. Determine the cause of resistance
before proceeding.

6. Hold guide wire in place while removing access needle. Apply manual pressure above
puncture site during needle removal and until the introducer/ dilator assembly is placed.
Warning: If a needle with a metal cannula is used, do not withdraw the guidewire after it has
been inserted because it may damage the guide wire.

7. Insert the introduccr/dilator assembly over the guide wire into the vessel. Using a rotating
motion, advance the introducer/dilator assembly through the tissue into the vessel.

Warning: Ensure that the surface of the sheath is wet prior to insertion; the sheath should not be
used in a dry state.

Warning: During insertion, hold assembly near distal tip while passing over the guide wire and
into the vessel to avoid buckling.

8. After introducer/dilator assembly has been placed into vessel, detach the dilator from the
introducer by bending the dilator hub down slightly (this will unsnap the dilator hub from the
introducer cap). While holding the sheath, carefully remove the dilator and guide wire together,
leaving the sheath introducer in the vessel.

9. Aspirate from the side port extension to remove any potential air or debris. After aspiration,
flush the side port with a suitable solution.
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Warning: Stopcock handle must be turned to the ofT position (toward the sheath hub) to prevent
inadvertent blood loss.

10. Use caution when inserting and removing selected device(s) (wires, catheters, etc.) into PAK
Hydrophilic Sheath.

Note: Hold the sheath in place when inserting, positioning, or removing the devices. Always
exchange or remove devices slowly through the sheath.

11. REMOVAL.: The sheath should be removed within 24 hours. Compression on the vessel,

above the puncture site, should be started as the sheath is slowly removed. Non-occlusive
compression should be used to achieve hemostasis once the sheath is removed.

Note: Collected fibrin at the tip of the sheath may be aspirated via the

side arm tubing prior to removal ofthe sheath.

12. Discard the sheath appropriately.

MAIN PRODUCT SPECIFICATION

CHARACTERISTIC

SPECIFICATION

Coaxial couple (introducer), hemostasis valve

Introducer. Inner Diameter (ID)
Outer Diameter (OD)

Introducer, effective length
Dilator. Outer Diameter (OD)
Dilator. Inner Diameter (ID)
Dilator, effective length

Dilator, taper length
Dilator.wieghl

Hydrophylic introducer 4F( 1.3 mm)
with 3-way stopcock (PJTIK
Hydrophillic only)

Hub Tensile Test

Freedom from leakage from
introducer

Burst strength (Introducer and
introducer to hub bond)

13urst strength (introducer shaft to
the marker tip segment bond)
Introducer Hub'Cap Snap Fit
Tensile force to remove cap from
hub

Dilator drag force, valve (PAK
Hydrophillic only)

Introducer tip dilator drag (PAK
Hydrophillic only)

Suture ring tear force (PAK
Hydrophillic only)
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4F(1,3 mm): 0.50 mm
4F 13 mm

4F (1.3 mm): 7cm
4F (1,3 mm)

4F(1.3 mm): 0.45 mm
4F-12.5 cm

4F (1.3 mm): 5,0 mm
<b¢g

<l5g

Force to remove hub shall be greater than 2.25 Ibs (ION)
No leakage at test pressure of 300 kPa

Minimum burst strength - 4F /5F sizes > 3.37 lbs (14.99N)
Minimum burst strength - 4F/ 5Fsizes> 3.37 Ibs (14.99N)

Minimum Force > 9.0 Ibs. (40.03N)

Merit Medical Specification: < 2.0 oz (0.057 kg)
Merit Medical Specification: < 30 oz (0,850 kg)

Merit Medical Specification: > 3,37 Ib (14.99 N)



CHARACTERISTIC

Introducer wet modulus (PAK
Hydrophillic only)

Introducer kink extension (PAK
Hydrophillic only)

Introducer kink recovery angle (PAK

Hydrophillic only)

Dilator dry flex modulus (PAK
Hydrophillic only)

Coating lubricity (PAK Hydrophillic
only)

Coating coverage/adherence (PAK
Hydrophillic only)

Introducer coated length (PAK
Hydrophillic only)

Introducer tip insertion force (PAK
Hydrophillic only)

Sidearm Pull Test

Sidearm Leak Pressure Test
Sidearm flow rate

Hub to dilator bond strength
Dilator to Introducer Hub Snap Fit

Bond Strength - Dilator (Hub to
Rod)

Dilator to Introducer Hub Snap Fit
GuideWire 0,018” (0.46 mm)
Outside Diameter

Product Lengths

Minimum Breaking Strength (Pull
Strength)

The strength of the connection rod
and spiral (tensile strength)

Wight (in a case)

SPECIFICATION

Merit Medical Specification:
4F: 100,000-152.984 psi (7 031 - 10 756kg/cm™)
Merit Medical Specification:4F: > 14.23mm

Merit Medical Specification: at least 90 degrees
Merit Medical Specification: 4F: 6.7 + 0.50 gs (0,066+ 0,005 H)

Merit Medical Specification: < 38.2 gf (0,375 H) average with
500 g grip force (4,903 H)

Merit Medical Specification: 3 uncoated areas > 5mm- or 1
uncoated area> 15mm-

Merit Medical Specification: Distance between the end of
strain reliefand coating < 0.25” (0.64 cm)

4F: p < 1,489.9 g (with a STDEV < 334 g)(3,275 H))

Minimum Peak Break Force >3.37 1bs(14.99N)

Sidearm shall not leak or detach at < 90 psi (6.328 kr/cT")
> 600 ml/min at 200mm Hg with water

Minimum Burst strength: 4F/ 5F sizes > 2.25 Ibs

4 F Minimum Force: 4.75 (21,13H)

5 F Minimum Force: 4.5 (20,02 H)

Minimum Burst Strength 4F/5F > 2.25 lbs (10,01 H)

Minimum Force: 4.5 Ibs (20,02)
0.46 mm (0,018”)

40 cm

ION/2.25 Ibs minimum

> 0.5 Ibs (2.2 H). Minimum tensile force

<5¢g

Echo Enhanced Introducer Needle 21G (0.8 mm)

The outer diameter of the needle
Inner diameter
Length of needle tube:

Tensile strength at break structure
"needle-hub™ (mounting strength)
Bending force

Type of sharpening

Allowable angle deviations needle
without compromising the integrity
of
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0,80 mm

0,547 mm

70 mm

40 mm

No less than 44N

15N (maximum deviation 0.50 mm)
trihedral
short cut at an angle of 17 + 2°



CHARACTERISTIC SPECIFICATION

needle roughness No more than 0.4 mcm
The radius of the working portion of ~ No more than 0,03 mm
blunting needle

Weight <2g

MATERIAL SPECIFICATIONS

Component Materials
Coaxial introducer/dilator
Dilatator (hub) HOPE Colorant: Red
Dilatator (tube) Polypropylene
Barium Sulphate
Colorant: RED
Introducer (hub) 4F ETFE
Introducer (Tube) 4F ETFE
Hydrophilling coaling
Suture Ring Petrothene Colorant: RED
Strain relief Thermoplastic elastomer
Valve cup Polycarbonate Color Red
Valve (body) Elastosil
Lubricant Medical silicone
Sidcarm tube Carbothane
Cyanoacrylic adhesive
3-way stopcock Stopcock body Polycarbonate
Stopcock arm Acetal Colorant RED
3-way stopcock ABS
Echo Enhanced Introducer Needle 21G (0.8 mm) length 40 mm, 70 mm.
Needle Tube: Stainless steel
Needle Base Polycarbonate
Printing Ink Color: black
Protective tube: LDPE

Nithinol Guidewire 0,018” (0,46 mm)
Nithinol Guidewire 0,018 (0,46 Nithinol /Pd
mm)

Package materials

Package Tyvek® 1073 / EVA/Surlin/EVA

STERILIZATION METHOD
Ethylene Oxide (EO) sterilization. This product does not provide for a user re-sterilization.

DESCRIPTION OF PACKAGING WITH INDICATION OF NUMBER OF PRODUCTS
AND ACCESSORIES IN PACKING

The PAK Hydrophilic kit includes a 4F hydrophilic introducer with a 3-way stopcock, a 0.018*
(0.46mm) guidewire. a 21 G introducer needle and a dilator. Kit components are packaged in

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



individual sterile disposable packaging of high density polyethylene (HOPE) Tyvek® 1073B.
The kit contents may vary depending on the physician's need in a certain component and the
clinical case.

Five pcs of individual-packed Kits are placed in a transport box of 200 gr. Natural Kraft E-flute
carton

INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table.

I I: . Manufacturer

1EC 1REP Authorized representative in the European Community

Manufacturing date

Do not reuse

REF Catalogue #
LOT Batch Code
[sterileleo] Sterilized by ethylene oxide
|/\0n|y Caution: United S_tates federal Igvx_/ restricts this device to
sale by or approximately a physician
Use by date
A Attention, Refer to the instructions for use

Do not use, if package is damaged

)K Non-pyrogenic

TRANSPORTATION, STORAGE AND HANDLING

fhe device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
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Rotate inventory so that device is used prior to the Use By date on the package label. Products
released from the transport packaging should be kept at an ambient condition:

Storage conditions:

Temperature +5°C to +27 °C (environment)

Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Transport conditions:
Temperature -35°C to +55 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Usage environment:

Temperature range for use - the body temperature of 32 °C to 44 °C
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

THE SHELF LIFE
Of sterile devices - 36 months ( 3 years)

DISPOSAL

To avoid health and environmental risks during disposal of medical devices they shall be
disposed of in compliance with the hospital-approved protocol.

Medical Device " System for percutaneous mini-access in kits Merit PAK, models: PAK,
PAK Stiffened, PAK Hydrophyllic " according to the Sanitary Rules and Regulations
2.1.7.2790-10 is related to Class B contaminated and potentially pathological wastes
(epidemiologically hazardous wastes).

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/ or lead to device failure
which, in turn, may result in patient injury', illness or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or
crossinfection, including, but not limited to, the transmission of infectious disease(s) from one
patient to another. Contamination of the device may lead to injury, illness or death of the patient.

LIMITED WARRANTY AND DISCLAIMER

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform to
the specifications at the time of shipment to Customer and will remain materially free of defects
in materials and workmanship for the period specified on the written limited warranty separately
provided with each product. Warranty shelf life of medical device is 3 years. This warranty shall
not apply to products that have been (i) modified, changed, repaired, refurbished, reprocessed, or
altered by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use, re-sterilization,
accident, abuse, neglect or tampering; (iii) damaged by excessive physical, environmental or
electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with
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any other product: (v) used outside the approved "Indications for Use* as cleared by the relevant
competent authority, used contrary to the use outlined in the product specifications or in an
application or environment for which such product was not designed or contemplated. Any
technical product advice furnished by Merit is provided without duty or compensation and Merit
assumes no obligation or liability, all such advice being given and accepted at Customer's risk.
EXCEPT AS EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESE-:NATION OR
WARRANTY OF ANY KIND, EXPRESS OR IMPLIED. TO CUS TOMER. U S END-USERS
OR ANY THIRD PARTIES WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS
AND EXCLUDES ANY AND ALL OTHER EXPRESS. IMPLIED. AND STATUTORY
WARRANTIES. [INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST
INFRINGEMENT, AND THE IMPLIED WARRANTIES OF MERCHANTABILITY AND
FITNESS FOR A PARTICULAR PURPOSE.

LIMITATION OF LIABILITY

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTHY FOR ANY PUNITIVE. SPECIAL. INCIDENTAL OR
CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL. LOST
RESALE PROFITS. WORK S TOPPAGE, PRODUCT FAILURE. IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORI' OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY. BREACH OF CONTRACT.
DELAY. NEGLIGENCE, STRICT LIABILITY. OR OTHERWISE.

COMPLAINT

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies”

(LLC "Merit Technologies™),

Legal address: Russian Federation. 119017. Moscow. 1-st Kazachiy pereulok 7. floor 1 room 6
Tel/fax: +7 (495) 221-89-02

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



[MepeBog ¢ aHrnMincKoro f3blka Ha pyccKui A3blk]

Bbinucka n3 TeEXHUYecKol JOKYMeHTaLmm
Merit PAK

Oarta: 26 maa 2020 r.

CocTtounTt u3 29 cTpaHuL

YOOCTOBEPEHUE

LLiTaT KOTa )
TOYHOE MeCTO
Okpyr Cont-Jleiik )

CerogHs, 26 maa 2020 r., KO MHe, HoTapuycy IxxeHHupep ®Popaxam. myHo asunca Kopu Mapu,
MeHe[)Kep OTZeNna No HopMaTUBHO-NPaBOBOMY PeryfiMpoBaHuio, NOATBEPAMBLUNIA HA OCHOBAHUK
ybeanTeNbHbIX [0Ka3aTeNbCTB, YTO OH SABNAAETCA /IMLOM, MOAMNUCL KOTOPOro MpOoCTaB/ieHa Ha
npunaraemomM JOKyMeHTe, a Takxe NoATBepAVBLUNIA, YTO OH IMYHO NoANucan ero.

YpoctoBepsieTca Moeil NOAMUCHIO U 0DULMANBbHOM NevaTblo.

Inodnucbl
HoTapuyc

Mos nuueH3ns gencTenuTenbHa Ao 27 noHa 2021 .

[WTamn:

LkeHHUep Popaxsm

HoTapuyc wrara KOTa

NTnuensms Ne 695417

Mos nuueH3nsa aeiicTBuTeNbHa A0 27 ntoHs 2021 r.]
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Inodnuchl
Kopu MapLu

MeHexep oTAena no HOPMaTUBHO-NPABOBOMY PerynvMpoBaHuio
«Meput Megunkan Cuctems, NHK.»

(Merit Medical Systems, Inc.)
26 maa 2020 .

[MevaTb KOMNaHun «MepuT Meguka! CucTems, VIHK.»]

NHCTPYKLMSA NO NPUMEHEHNIO
HA MEOVWUMNHCKOE N3AEJTNE

«Cucrtema 4Nd YPeCKOXHOro MnuHu-goesyna Merit PAK B Habopax, BapuaHThl
ncnonHenunsa: PAK, PAK Stiffened, PAK Hydrophilic»

NPOM3BOACTBA KOMMNaHNU
«Meput Megukan Cncrems, HK.», CLUA
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OMMNCAHWME MPOAYKTA
Merit PAK BKAouaeT B cebs ManeHbKWiA KOaKCManbHbIA WHTPOALIOCEP C AUNATAaTOPOM M

MPOBOAHMK AN YCTAaHOBKU B COCYAWUCTYH CUCTEMY MPOBOAHUKOB GOMbLIOTO AMamMeTpa, Korga
06bIYHO 1CNOMb3YeTCA MaNeHbKas urna.

Merit PAK cocTouUT 13 Cnegyrowmnx KOMNAEKTYIOWMNX U3gennii. 3Tn KOMNNEKTYOLWNe n3genns
MOTYT ObITb YNaKOBaHbl B O4WH MakeT UAU MO OTAENbHOCTU.

11 Mapa koakcuansHas (MHTpogptocep/aunararop) 4F (1.3. mm). 5 F (1.7 mm) -1 .
1.2 MpoeogHuk 0,018 (0,46 Mm) - 1.

1.3 KnanaH reMoctaTUyeckmii ¢ 3-X X040BbIM KPaHWKOM - 1 L.
1.4 Virna npoBOAHMKOBasA € aX0-Haceuko 21G (0.8 Mm x 40 Mm) -1 wT. (Npy HEO6XOAMMOCTH).

1.5 Vrna npoBoAHMKOBast ¢ ax0-Haceukoi 21G (0.8 Mm x 70 mm) -1 . (Mpn HEO6X0AMMOCTH).
1.6 NHCTpyKUMA Mo akcnayataumm - 1.

1 TMMapa koakcuanbHas (M»rrpogptocep/aunartatop )4F/5F
2. 11poBonHuk 0.018" (0.46mm)
3- rna npoBogHWKOBas C »X0-Haceukoi 21G (gnuHa40 uam 70 mm)
4. KnanaH remocTarmyeckuii ¢ 3*x XofoBbIM KpaHUKOM

KNACCUNPUNKALUNA N3LENNSA
Knacc pucka nsgenui - 2a

<1 Knaccupmkaymio nsgenns Cuctema gns YpeCKoXHoro MuHu-goctyna Merit PAK, B Habopax,
BapuaHTbl ucnonHenus: PAK. PAK Stiffeneci. PAK Hydrophillic cm Huxe

N3OENVE KNACCNOPUNKALWA

Cucrema ns YpeCcKOXHOro MUHK- W3aenve, NpucoeamHAEMOe 13BHE N KOHTAKTUPYIOLLEE C

pgoctyna Merit PAK B Habopax, LMPKYNMpYHOLEN KPOBbIO B TeUYEHME OFPaHNYeHHOr0

BapuaHTbl ncnonHeHus: PAK, PAK nepuojaa BpeMeHu (<24 yacos). V3aenns npegHasHayeHbl

Stiffened. PAK  Hydrophilic gns nHBasuBHOro npumeHeHus (Temnepartypa

(MNHTpoAbLIoCEpbI. AnnaToTopbl. UCnonb30BaHUA oT 32®C [0 44RC, BnaxkHoCTb 100% (

MPOBOLHVIKK, UT/Ibl) MPSAMOIA KOHTaKT C KPOBbHO)

KnanaH remocTaTnyeckmii V3genve, npucoeuHsaemMoe N3BHe U KOCBEHHO
KOHTaKTUPYHOLLIEE C KPOBbLIO B TEUEHME OrpaHUYeHHOoro
nepvoja BpeMeHn (< 24 Yacos).
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NMPEAHA3SHAYEHWE

Cuctema And YPECKOXHOrO MUWHW-AOCTyna B Habope, B BapuaHTax WcnonHeHus «Cuctema pnnia
UpECKOXXHOro MmnHu-goctyna Merit PAK B Habopax, BapuaHTbl ucronHeHus: PAK. PAK Stiffened. PAK
Hydrophilic»  npegHasHayeHa f/19 BbINOMHEHUS TEXHUKU «MUKPOMYKLMA», KOTOpas 3aK/ouvaeTcs B
06/1erYeHnn  YPECKOXKHOTO  BBELEHUS MEAMLUMHCKMX UW3fenuin  6onbliero Auametpa (KateTepos,
MPOBOAHWKOB, 6a/110HOB, CTEHTOB) B TE/I0 NauueHTa

MPEOOCTEPEXEHUNA

N3BneyeHue, BbITATMBAHWE WAM MaHUNYAAUWM AWCTaNbHbIM KOHLOM MpPOBOAHMKA 4epes
HaKOHEYHWK WT/Ibl MOXEeT NPUBECTU K NOOMKE UK amM6onm3aummn. He BbITATMBaTbL C YCUTMEM.
3anpelaeTcs NpoaBMraTb NPOBOAHUK, €CNN 6bIN0 BCTPEYEHO COMPOTUBNEHME.

MPEAYNPEXAOEHWA

* [lepep NpYMeHeHNEM 03HAKOMbTECH C MHCTPYKLUEN.

* YCTpPOWCTBO npefHa3Ha4YeHO TONbKO ANA OAHOKPATHOro npuMMeHeHus. 3anpelyaetcs
MOBTOPHOE MPUMEHEHWNE UK CTEPUNM3ALNS.

* W3genune cTepunbHO, €CNM YNAaKoBKa 3aKpbiTa U HE MOBPeXKeHa.

i * W3genue anuporeHHo

e V3pgenve npegHa3HayeHO TObKO AN MPUMEHEHNA MELAULUMHCKUM MEPCOHA/IOM, MPOLIeALINM
npogeccuoHanbHy NOATOTOBKY MO paboTe C JaHHbIM BUAOM U3AENNiA

* YCTpOWCTBO nNpefHa3HayeHO TONbKO AN OLHOKPATHOro npuvMeHeHUs. 3anpellaeTcs
MOBTOPHOE NPUMEHEHME UMW CTepUaM3aLmns.

» [lepea ucnonb3oBaHneM yb6efuTecb YTO MHTPOALIOCEP W AWIATaToOp MMEKT NOAXOAALMIA
pasmep AN fOCTyna B COCYf, a TakxXe ApYrnx nusgennii, Kotopole 6yay ncnonb3oBaTbCs

MPOTVBOMOKA3AHWA:
HeT n3BeCTHbIX NPOTMBOMNOKA3aHMWIA

BO3MOXHbIE OCJTOXHEHWA

(Cnucok He dABNAeETCA MCYEPNbIBAKOLWNM): BO3AyWHasa 3mM60nmd, WH(eKuMs, remaroma,
KpoBOTeueHue, nepgopaumsa Wan paspbiB CTEHKU cocyfda, obpasoBaHue Tpomba, obpa3oBaHue
NOXHOWN aHeBPU3Mbl, 3M60M3ALMSA NPOBONOYHBIM MPOBOAHMKOM, CNasM cocyja v cTaHAapTHble
PUCKW, CBfi3aHHble C YPECKOXHbIMW [AWarHOCTUYeCKUMU W (MNN)  WUHTEPBEHLMOHHBIMM

npoueaypamm.

NMH®POPMALWNA O NOTEHUMNANBHbBIX MOTPEBUTENAX:

MepcoHan MeAUMUMHCKUX YyuepexaeHuii (MHTEPBEHLMOHHbIE XMPYPrU, COCYAMCTbIE XWUPYPTW,
cneumnanncTbl ANarHOCTUYECKUX U XUPYPrUYeCKUX OTAeNEeHNI W LEeHTPOB 1 Np.), NpoLesLwnia
npoteccroHanbHy NOAFOTOBKY NO paboTe ¢ JaHHbIM BUAOM W3L4eNNin

ycnound NnPMMEHEHWA

[vana3oH Temnepatyp B NOMELLEHWNMN: oT+15°C po +30°C

BnaXHOCTb B MOMELLEHWNN: <80% (6e3 KoHAeHCcaL W)
ATM.laBNneHne 84.0 - 106.7 klMa (630 - 800 mm pT.CT.)
BbicoTa pacnofioXXeHnsa nomeLLeHuns: Makcumym 1500 M Hajg ypoBHeM mMops

NWHCTPYKUWA MO NPUMEHEHWIO
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1 Onpegennte MecTO BBELEHWA W MOArFOTOBbTE €ro npuv MOMOLWK COOTBETCTBYHOLLNX
acenTUYeCKNX CPeLCTB U MECTHOW aHecTe3unu.

2. BeefuTe NpoBOAHUKOBYIO urny 21 pasmepa, NpUMeHsAs CTaHAapTHY0 MeTOAUKY.

3. AKKypaTHO npoasuraiite rmbKunin KoHel, NpoBogHKKa gnameTtpom 0,018" (0.46 mm) yepes urny.
MpopaBurainTe NPOBOAHUK B CN>'yae HEO6X0AMMOCTHU. MpoBepAnTe NPaBMALHOCTL MONOXKEHUS.
NMPEAYMPEXOEHWE: 3anpelwaeTcd npoasBuraTb MPOBOAHUK, €CNM 6bUO  BCTPEYEHO
CONpOTUBNEHNE.

4. N3BNeKnUTe Urny, yaepxxueas nposogHuMkK gnametpom 0,018" (0,46 MM) Ha MecTe.
MPEAYNMPEXOEHWE: WN3BneyeHue, BbITATMBaHUE WM MaHUNYAAUUN AUCTA/IbHbIM KOHLOM
MPOBOAHMKA Yepe3 HaKOHEYHWK WUrMbl MOXeT MPUBECTM K MOMIOMKe wuaum ambonusauun. Bo
n3bexkxaHne MOBPeXAeHUs NPOBOAHMKA BO BPEMS MaHUNYNAUWUA WU3BNEKUTE WMHTPOLbIOCEPHYHO
Urny n nepenamte K nyHKTy' Ne 5.

5. BeeanTe KoakcManbHy napy UHTpoAblocep/aunaraTop yepes NpoBOAHUK gunameTpom 0,018"
(0,46 mm) 1 npofBuranTech K TpebyeMoin Touke.

6. N3BneknTe amnartatop n npoBogHuUK gnametpom 0.018" (0,46 MM), OCTaBUB UHTPOAbHOCEP Ha
MecTe.

MPUMEYAHWE: TpugasnTte nanblem BTY/KY WHTpoAblocepa.
KpOBOMOTEPIO 1 PUCK MonagaHus Bo3gyxa.

7. BeegnTe npoBofHunk guametpom 0,035" (0,89 mm) mnm 0,038" (0,97 Mm) yepe3 UHTPOLbIOCEP.
8. N3BneknTe WMHTPOLbIOCEP, OCTaBMB NPOBOAHUK AuameTpom 0,035" (0,89 mm) wmnm 0,038"
(0,97 mm) Ha mecTe.

yT06bl  MUHUMWU3U poBaTb

OCHOBHbIE ®YHKUMNOHANBbHbBIE XAPAKTEPUCTUKWN N3OENUNA:

XAPAKTEPNCTUKA CNEUNONKALNA

KoakcunanbHasa napa ( MHTpoAbtocep/gunaraTop), reMocTaTuyeckuii KannaH

NHTpoabtocep, BHYTPEHHWIA
AnamveTtp (ID)
BHewHwnii gnametp (OD)

WHTpogbtocep, aththeKTBHAsA
LJIMHa

[wvnartatop. BHELIHWi
Avnametp (OD)
[vnatatop, BHYTPEHHI
anamveTp (ID)

Lunnatatop, apgeKTnBHasA
AMHa

Junatatop. gnnHa
KOHYCHOTO CY)XeHus
[Jvnatarop,macca
MHTpogbtocep, macca
"emMoCTaTMYeCcKuin KnanaH

4F(1,3 mm): 0.50 mm
5F(1,7 mm): 0.50 mm
4F (1,3 Mm)

5F(1,7 mMm)

4F (1.3 mv): 10 cm
5F (1,7 mm): 10 cm
4F(1,3mm)

5F (1.7 Mm)

4F(1,3 mMm): 0.45 mm
5F(1,7 mm); 0.46 Mm
4F.5F-12.5 cm

4F (1,3 Mm): 5,0 mm
5F (1,7 mm): 5,0 mm
<5r

<5r

<15 .

VcnbiTaHne npoyHocTH
pasbema Ha paspbis
OTcyTCTBYE YTEYEK U3
NHTpO/btOCEepa

Ycunve Ha paspbis
(MHTpOAbOCEP M COefMHEHE
MEeXy WHTPOLLHCEPOM U
pasbeMoM)

Ycunme Ha paspbis
(coemuHeHve MexXay

Ycunve, Heobxo4yMOoe [i/19 OTCOeAVHEHMA pasbemMa [O/MKHO
npesbiwats 2,25 gyHTOB (FOH)

OtcyTcTBMe yTeuvek npu gasneHnn 300 KIMa BO BpeMsA MCMbITaHUA
MWUHMManbHOE yCune Ha paspbi - pasvepsbl oT 4 F /5 F>3,37
(hyHTOB (14.99 H)

MuHUMaNbHOe yeunune Ha paspblB - pasMepsbl 4F/ 5F >3,37 yHTOB
(14,99 H)
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XAPAKTEPNCTUKA

CTEPXXHEM MHTpOAbLOCEpa U
CermMeHTOM MapKUPOBAHHOI0O
HaKOHEYHUKaA)

3aMKoBOe coeanHeHne
pasbem
NHTPOAbOCEPa/KONMaYoK
Cuvna pactsxeHus ons
CHATUA KONMayka C pasbema
VcnbiTaHne Ha BbITArMBaHWe
6GOKOBOr0 pyKasa
VcnbiTaHne faBneHrem Ha
yTeuKy 13 6OKOBOro pykasa
CkopocTb NoToKa 60KOBOr0
pykaBsa

MpoYHOCTb coefnHEHNS
(Mexxay pasbemMoMm U
AMnaTaTopom)

3aMKOBOE COeIHEHME MeXay
AMNaTaTopom U pasbeMom
NHTPOAbIOCEpa

MpoyHOCTL CoeanHeHNS -
O6Typatop

(Mexxay pasbemoM u
CTEPXHEM)

3amKoBOE coeflMHeHNe
06Typaropa ¢ pa3bemMoM
WHTpOZAbHOCEpa

CMELNOUKALMS

MwuHMManbHOe yeunme Ha paspbis >9,0 dyHTOB (40,03 H)

MuHVManbHOe ycuine oTpbiea >3,37 yHToB (14,99 H)

He BO3HWMKHET yTeuKn 1 otcoeanHeHns <90¢yHT/aronm2 (6.328
Krc/cm2)
>600 mn/muH (200 MM PT.CT. C BOAOWA)

MWHVMa/IbHOe YCUne Ha paspbiB
ons pasmepos 4 Fu 5 F> 2.25 ¢hyHTos (10,01 H)

4 F MuHumarnsHoe ycunuve 4.75 (21.13H)
5 F MuHumansHoe yeunue 4.5 (20,02 H)

MwuH1ManbHas NPOYHOCTb Ha M3NOM:
4F. 5F > 2,25 ¢yHTOB (10.01 H)

MuHu1maTbHOe yeunue: 4,5 (20,02H)

NMPOBOAHWNK 0,018” (0.46 MM)

BHewHuWiA gnameTtp
ApdheKkTnBHAS AnMHA

MuHUManbHasA MPOYHOCTb
Ha paspbIB AUCTASIbHOTO U
MPOKCUMaIbHOr0
COefiHeHMs MPOBOAHMKA (
MPOYHOCTb Ha PacTsXEeHWE)
MpoyHOCTL CoeanHeHNS
CTEPXHA 1 cnvipanm
(NPOYHOCTL Ha PacTXKeHNE)
Macca ( B uexse)

0.46 mm (0,018™)
40 cm

2,25 tpyHTOB (FOH) MUHUMYM

> 0,5 dyHTa (2, 22 H). MuHMMansHoe ycuime pacTskeHus

<5r

NI TA C 3X0O-Haceukoli 21G (0.8 mm)

BHeluHuWiA guametp:
BHyTpeHHWI1 grameTp:
MonHas anvMHa Tpy6Kn
UrNbl:

MpOYHOCTb COEAMHEHNS
TPY6KW 1 FOMI0BKN UIbI:
Ycunve Ha n3rno

"N 3aTOYKK UMbl
XapaKTepuCcTUKN OCTpUA
LiBeTOBOE KOAMpOBaHMe
LLlepoxoBatocTb
MOBEPXHOCTYU

Paguyc nputynneHus
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0,80 Mm
0,547 Mmm

70 Mm

40 Mm

He meHee 44H

15H (MakcumanbHoe 0TKMOHeHKe 0,50 Mm)
TpexrpaHHbIii
Cpe3 KOpOTKWUiA nog yrnom 17+42®
no 1SO 6009
He 6onee 0,4 MKM

He 6onee 0,03 Mm



XAPAKTEPUCTUKA CrNMeEuUonNKALNA

paboyein Yactu
Macca <2T.

Cneumgvikaumm Matepranos

HavimeHoBaHVie 13ienns win getanm Marteprvian
KoakcuanbHas napa ( MHTpoabocep/annararop).
BapuaHT ncnonHeHns PAK

[Ounatatop 4F/5F (kopryc) MO/MSTWIEH BbICOKOM nioTHocTw (M3BIT)
Cynbthat Gapust
[Junatarop 4F/5F (pastem) NO/MATWIEH BbICOKOI MyioTHOCTH (MOBIM)
[Junnatatop 4F/5F (nepexoaHuK) ABC-nnacTuk
Kpacurenu:
4F KpacHbIiA /5F cBeTN0-CepbIii
WHTpopptocep 4F/5F ( kopryc) MonvammaHbIin anactomep Pebax
) Cynbtpat Gapust
I Jokevp TutaHa
WHTpogbtocep 4F/5F (pasbem) Monvammng,
Jokecnpg TvtaHa

YepHuna gns nevarm:
4F kpacHbIi /5F cBeTno-cepbil
3aTHas Tpybka MOMMSTWIEH HI3KOWA MIOTHOCTM

KnanaH remocTaTnyeckunii ¢ 3-X X0A40BbIM KPaHWKOM
( ana BapuraHToB vcronHeHns PAK, PAK Stiffened)

KnanaH (kopryc) MonvKap6oHaT

MaHyeTa K/araHa MeaULMHCKIIA CUMKOH

Konnayok KnanaHa Monukap6oHat
Kpacurenb: CuHuin

Kopriyc 3arnopHoro kKpaHa MonukapboHar

Pyuka 3aropHoro KpaHa ALETaNbHbIA FOMOMO/IMMEP BbICOKO BA3KOCTM
Kpacutesb: CuHwi

CwasblBaroLLiee BeLLECTBO 3aropHOro KpaHa MoNMaMMETUCIOKCAHHASA YKULKOCTb [/19 CMa3Ku

irna npoBoHMKOBas C 3X0-Haceukoi 21 G (0.8 mm) anmHoii 40 mm, 70 Mm.
(BCe BapUaHTbI UCMOHEHUS)

TpybKka vrnb; Hep>kaBetoLLigst CTarb
OcHoBaHVie Wbl MonvKap6oHaT

Kpacutenb (YepHnna 418 nedarm): YepHbil
3aLpTHanA TpyoKa; Mo/M3TUIEH HU3KOI MIOTHOCTU

MpoBoaHmK 0,018" (0,46MM) HUTMHOMOBBIN C Na.1NaAMEBbIM KOHYNKOM
(' BCE BApUAHTbI UCTO/MHEHNS)
MpoBogHuk  0,018” (0,46MM) HUTMHOMOBLIM € HuTMHON /Mannaguin
Ma/1aaveBbIM KOHUMKOM
NHavBuayanbHasa ynakoka

VIHavBuayanbHas YMaKoBKa, repmetnyHo - Tyyek® 1059B
3aneyaTaHHas [NMHEAHBIV NOMMSTUIEH HU3KOM M/IOTHOCTU
CTEPNIN3ALNSA

Crtepunusaumnsa atuneHokcugom ( 90) .JlaHHOoe u3fenue He npesycmatpusaeT MOBTOPHYHO
CTepnan3aLuio Nnonb3oBaTesnem.

YMNMAKOBOYHbBIE MATEPUNAJTbI N KOMMNEKTALWNA
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B KOMMNeKTauuo HabopoB Cuctema A5 YpeckoxHoro MuHu-goctyna Merit PAK B Habopax,
BapuaHTbl ncnonHenus: PAK, PAK Stiffened, napa koakcuanbHasa (MHTpoabtocep/gunanatop) 4
F nnm 5 F. npoeogHmk 0.018” (0.46Mm), urna npoBoAHMKoBas 21 Kanmbpa C 3X0-HACEUKOM,
KnanaH remMoctatMyeckuin ¢ 3-xX XO0A40BbIM KpaHMKOM. KOMMNOHeHTbI Habopa ynakoBbIBalOTCA B
WHAMBULYANIbHYO CTEPU/IbHYIO OLHOPA30BYH YMaKOBKY W3 MOMMITU/IEHA BbICOKOMW MIOTHOCTM
(HDPE) Tyvek® 1059B. KowmnnekTtauusa Habopa MOXeT MeHATbCA B 3aBMCMMOCTM OT
noTpebHOCTEV Bpaya B TOM MAN MHOM KOMMOHEHTE, B 3aBUCMMOCTU OT KJIMHWUYECKOro ciy4as.

Ha6op B WHAMBMAYaNbHON ynakoBKe B KOMMYECTBe 5 LUT. YNaKOBbLIBAKOTCA B TPaHCMOPTHYIO
Kopo6Ky 13 200 rp. kapToHa Natural Kraft E-flute

NMHPOPMALINA O MAPKMPOBKE MNMPOAYKTA
dopmaTthl ITUKETOK W3AeNWiA 6binn pa3paboTaHbl U 0406peHbl AN OTAEMbHbIX W3LENNii,
CTEPU/IbHBIX YNaKOBOK M TPaHCMOPTHON YMNakOBKW. YTBEPX/AeHHaA MapKWpOBKa HaxOAWUTCA B
TEXHONIOTMYECKOM PernaMeHTe usgenus.
CUMBONbI, PacLLM(POBKA CUMBO/IOB, HAHECEHHbIX Ha YNaKOBKY MPOU3BOAMTENS
i J W3rotoBuTenb
EC REP YNONHOMOYEHHbIV NPeACTaBUTENb B EBPONEICKOM COOBLLECTBE

Jlarta nsrotoeneHus

3anpeT Ha NOBTOPHOE NPUMEHeHNe

REF Homep no kartanory
LOT Koz, naptum
STERILE;EO Crepunusaumns oKCUAoM aTuneHa
I’b‘iy OcTopoXHO: deaepanbHbii 3akoH CLLIA orpaHMuMBaeT Npoaaxy aToro
W13aenns, TONbKO MO 3aKasy Bpava.
—1
Mcnonb3oBatb A0 ...
)‘K B OcTopoxxHO! OBpaTUTECH K UHCTPYKLAM MO NPUMEHEHNIO
(§) He 1CNonb3oBaTh NPU NOBPEXAEHNN YAKOBKM

)K AnNuporeHHo

TPAHCMOPTUPOBKA N XPAHEHWE

XpaHUTb B NPOX/MafHOM, CyXOM M TeMHOM MecTe. lpu XpaHeHUW u3beratb BO3MOXHOIO
BO3AEMCTBUS OpPraHWYeCKUX PaCTBOPUTENEA, WNOHUSUPYIOWMUX W3NYyYeHUA, ynbTpadmoneTta u
BbICOKMX TemnepaTyp. Micnonb3oBaTthb A0 AaTbl YKa3aHHO Ha yrnakoBke. M34enus, N3BfeYeHHble
3 TPAHCMOPTHOI YNAaKOBKMW, XPaHUTb B CIEAYHOLLMX YCNOBUAX OKPYXXAKOLLE cpeapl:
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XpaHeHne Ha cknage

MapameTp 3HayeHune

Temnepatypa oT +5°C po +27

OTHOCKUTEeNIbHAas BNaXXKHOCTb oT 10% po 90 % (6e3 KoHAeHcaLum)
[aBneHve 84.0 kMa- 106.7 kMa (630 - 800 MM pT.CT.)
Ycnosus cpefbl 419 TPAaHCNOPTUPOBKY

MapameTp 3HaueHue

Temnepatypa oT-35°Cpo+55 °C

OTHOCUTENbHAas BNaXXHOCTb ot 10% fo 90 % (6e3 KOHAeHcaunn)
[aBneHune 84.0 kMa - 106.7 kMa (630 - 800 mm pT.CT.)

Ycnosua npuMeHeHus

Jdwnana3oH TemnepaTyp He npesbiwaetr +25@C

Temnepartypa ncnonb3oBaHua - Temnepatypa tena ot 32°C fgo 42°C
BnaxHocTb 100% ( NpsIMO1 KOHTaKT C KPOBbHO))

ATmocepHoe faBneHune 86-106 klMa

i CPOKrogHoCcTMH
CTtepunbHoro usgenusa - 36 mecaues ( 3 roga)

YTUNNN3ALNA

Bo n3bexaHne BOZHUKHOBEHMS PUCKOB A1 3L0POBbS MPU YTUNM3ALUN MELAULUHCKUX U3LeNnii,
a TaKXXe BO3HWKHOBEHMWS PUCKOB A1 OKPYXKatoLLeld Cpefbl, CBA3aHHbIX C yTUM3aunei
MEeANLMHCKUX U3Aennii, NepcoHan Jo/MKEH yTUAM3nMposate M no NnpoTokony, NPpUHATOMY B
OTAE/MbHO B3TOM YUYPEXAeHNN.

MeanumHckoe mgenve Cuctema Ans YpeckoXHoro mumHu-goctyna Merit PAK. B Habopax,
BapuaHTbl ucnonHennsa: PAK. PAK Stiffened, PAK Hydrophillic B cootBeTcTBuu ¢ CaHlMnHom
2.1.7.2790-10 oTHOoCcATCA K Knaccy B (annaemMmnonornyeckm onacHole 0TX04bl) MH(ULNPOBAHHbIE
M MOTEHUMANbHO NHPULMPOBAHHbIE OTXOLbI.

MNPEAYMPEXAEHWME O SAMPETE MOBTOPHOIO NCMOJIb3OBAHUA
MPEAYNPEXAEHWE O 3AMPETE MOBTOPHOIO MCMOJIb3OBAHUNSA

Mcnonb3oBaTb TOMLKO A4NS OAHOIO naymeHTa. MOBTOPHOE MCNOMb30BaHMe, 06paboTKa K
cTepunmnsaumns 3anpeLleHbl. NOBTOPHOE NCMONb30BaHWe, 06paboTKa UK CTepUn3aLmns MoryT
HapyLWM1Tb LeN0CTHOCTb KOHCTPYKLUMUW U3aenns W/vanm NnpuBecTn K 0TKasy W, Kak CnefcTeue, K
TpaBMe, 3a60/1€BaHNIO NI CMEPTU NauuneHTa. NOBTOPHOE NCNONb30BaHMe, 06paboTKa u
CTepuan3aumnsa MoryT Takxke c034aTb PUCK 3arpA3HEHUS YCTPOICTBA U/MAN NPUBECTU K
3apaXXeHNo UM NepeKkpecTHOMY 3apaXKeHUo nauneHTa, BKoYas, NOMUMO NPOYEro, nepeHoc
NH(PEKUMOHHbIX 3a6001eBaHMIA OT NauneHTa K NaymeHTy. 3arpsasHeHmne n3aenms MoxXeT NPUBECTH
K TpaBMe, 3a60/1€BaHNI0 UIN CMEPTU MaLMEHTAXXXXXXXXXXXXXXXXXXX

FTAPAHTUWNHBIE OBA3ATE/ILCTBA

OrpaHuyeHHasa rapaHTUa 1 0TKa3 OT OTBETCTBEHHOCTHU

KomnaHus «Meput Megnkan Cucteme. WHK» rapaHTMpyeT COOTBETCTBME MNPOAYKUUU
crneungukaumam BO BpeMs OTrpy3ku [lokynatento M OTCYTCTBME Ae(EeKTOB MaTepuanos W
M3roTOBNEHMA B TeyeHMe nepuoda, YKasaHHOrO0 B MWCbMEHHOIM OrpaHWYEHHON rapaHTuu,
npunaraemMoi OTAEeNbHO K KaXAOMY U3AeNnto. FapaHTUMHLINA CPOK XpaHeHUs n3fenns coctaBnseT
3 roga. Ata rapaHTMs He pacnpocTpaHAaeTca Ha NPoAYyKLM0, KOTopas 6bina: (i) MogupULMpPoBaHa,
M3MeHeHa, MOABEPrHyTa PeMOHTY, BOCCTAHOBNEHMWIO, nepepaboTKe WM W3MEHEHUAM APYroin
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KomnaHwvel, noMmnumo «Meput Megukan Cucteme, MIHK»; (ii) nCNONb30BaHa He MO Ha3HaYeHUHo,
NnoABeprHyTa HenpaBuibHOMY 06paleHnto, NOBTOPHOMY WCMOAb30BaHWUIO WAX MOBTOPHOW
cTepunusaumu, mnocTpagana B pe3y/nbTaTe HECYaCTHOro Cfiyyas, HapyLweHus npasun
aKcnnayataumm, XanaTHOCTU MM NOCTOPOHHEro BMellaTenscTea: (iii) NnoBpexaeHa B pesynbTaTe
(hM31M4ecKoro, MNPUPOLHOrO WU 3MEKTPUYECKOrO BO3JENCTBMA, a TakKKe C W3MEHEHHbIM,
MOBPEXAEHHBIM NN YAaNeHHbIM CepuiiHbIM HOMepoM; (iv) MCMonb30BaHa B COUYeTaHUN C /T0ObIM
apyrum mnsgenvem; (V) UCNoNb30BaHa He B COOTBETCTBUM C YKa3aHMAMU MO NPUMEHEHUIO, YTO
YCTaHOB/IEHO YMO/NHOMOYEHHOW opraHu3auueid, MCnosib3oBaHa He B COOTBETCTBUM C 06/1aCTbIO
NPYMEeHeHNs, YKasaHHOM B cneyndukaymm, Uam B yCnoBUSAX, He NPeayCMOTPEHHbIX AN 4aHHOT0
BMAa M3LeNunii. J1tobble TeXHMYECKME peKOMeHZauuu OT MMeHW KomnaHum «MepuT Meankan
Cucteme. VHK» npefocTaBnaTca 6e3 0643aTeNbCTB WMAM KOMMeHcauuu, KomnaHus «Meput
Megukan Cwucteme, WHK» He npuHMMaeT Ha cebs Kakmx-nmbo 0653aTenbCcTB WK
OTBETCTBEHHOCTU, BCE MOLO0OHbIE PEKOMEHAALUN AAOTCA U NPUHUMAKOTCA NOA OTBETCTBEHHOCTH
Mokynatena. 3A WCKJ/IIOUEHWMEM BbIWWEYKA3AHHbLIX CHNYYAEB, KOMIMAHNA
«Meput Megukan Cucteme. MHk» HE OAET 3ABEPEHUIA WUNW FTAPAHTW NHOBOIO
POOA B OTHOWEHWWM MPOAYKUWMN. KAK HABHO BbIPAXEHHbBIX. TAK W
NMOAPA3YMEBAEMDbIX, MOKYMNATENKD. KOHEYHOMY MNMOTPEBUTENO, TPETbUM
NNUAM. «Mepnut Megukan Cucteme. Hk» OTKJTIOHAET N MCKNKOYAET TIOBLIE U BCE
BbIPAXXEHHB1E. NMOAPA3YMEBAEMBbIE N 3AKOHOAOATEJNIBHO
NMPEAYCMOTPEHHbLIE TAPAHTUWN, BKNKOYAA TAPAHTUN OT HAPYLWEHUWA W
MOAPA3YMEBAEMBIE TAPAHTUN TOBAPHOIO KAYECTBA TN NPUTOAHOCTWN.

ONrPAHMNYEHWME OTBETCTBEHHOCTU

HU MNPU KAKWX OBCTOATENLBCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTb MEPEA 3AKA3YMKOM WAWN NOBBIM APYTUM ®UINUYECKUM
nnun IO PUANYECKUM NNLOM 3A W TPA®HBIE. CMELUANBbHBIE.
HEMPEAHAMEPEHHBIE UWAW  MPEACKA3YEMBIE KOCBEHHBIE  YBbITKMU,
MOHECEHHBIE BCAEACTBWE YTPATbHl PEANYTAUWW, HELOMNONYYEHHOWM
MPUBbLIIN OT MNEPENPOAAXMWU, MPUOCTAHOBKW PABOTbl. MNOBPEX/AEHWA
NMPOAYKLUWWU, MOPYU APYTFOWN MPOAYKUUM UAUN nHbl x MPUYUH, BYb TO McCKHM
BCNEACTBUE HEUCTONIHEHNA KOHTPAKTHbBIX OBA3ATENLCTB. TPAXAAHCKUX
MPABOHAPYWEHUM U T.4., BO3HUKAIWUX B PE3Y/NbTATE HAPYWEHNSA
MONOXEHUM TAPAHTUW. LOFTOBOPA, 3AAEPXKWN, XANATHOCTU, BE3YC/NOBHOW
OTBETCTBEHHOCTW WM UHAVYE.

10. PEKJTAMALNA

OpraHunsayusa, npuHMMatoLLas Ha Tepputopum Poccuitickoin defepauum npeTeH3nmm ot
noTpebuTens no KayecTBy NPOAYKTa:

OO6LEeCTBO C OrpaHW4YeHHO! OTBETCTBEHHOCTbD «Meput TekHonomkuc» (OO0 «Meput
TekHonomxkuce»), OFPH 1117746679533, MHH 7705960130

KOpuanueckunin agpec: P®, 119017, ropog Mocksa, 1-blii Kasaunii nepeynok . 7, atax 1, Kom. 6
Ten/takc: +7 (495) 221-89-02
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WNHCTPYKLMA N0 NPUMEHEHNIO
MEOVWUWVHCKOE U3AENVE
Cuctema And YpecKoXXHOro mmHn-goctyna Merit PAK, B Habopax,
BapmaHT ucnonHenmsa: PAK Stiffened
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OMMCAHUVE MPOAYKTA
Merit PAK.: BapnaHT ucnonHenns PAK Stiffened BkntoyaeT B ce651 MafeHbKNI KOaKCWanbHbIi

WHTPOAbLIOCEP C AMNAaTaTOPOM U MPOBOAHMK A/1S1 YCTAHOBKM B COCYAUCTYHO CUCTEMY NPOBO/HVKOB
6ONbLIOTO AMaMeTpa, Korga 06bI4HO UCMONb3YeTCs MafeHbKas Urna.

Merit PAK cOCTOUT 13 cnegyowmx KOMNAEKTYOWNX U3Lennii. 3T KOMNIEKTYLW e U3aenmns
MOTYT 6bITb YNaKoBaHbl B O4MH MakKeT WK Mo OTAENIbHOCTHU.

11 Mapa KoakcuanbHas (MHTpogbtocep/annararop) 4F (1.3. mm), 5 F (1.7 mm) -1 .

1.2 MpoeogHuk 0,018" (0,46 mMm) - 1 L.

1.3 KnanaH remMoctaTuyeckuii ¢ 3-X X0A0BbIM KPaHUKOM - 1 L.
1.4 Wrna npoBOAHNKOBas C 3X0-Haceukol 21G (0.8 Mm x 40 mm) -1 wT. (Npy HEO6XOAUMOCTHN).

15 Wrna npoBogHMKOBas € aX0-Haceukoi 21G (0.8 mm X 70 Mm) -1 wiT. (Npy HEO6XOAMMOCTHW).
1.6 VIHCTpyKumA no akcnayarauum - 1 .

1 1lapa KoakcuanbHas {uHTponbtocep/gunartatop )4F/5F
2. MMpoBogHnk 0.018” (0.46mm)
3. W|'na npoBogHWKOBas ¢ 3X0-Haceukoii 210 ( gnnHa 40 unm 70 mm)
4. KnanaH icMocTaTu4eckuii ¢ 3-X X00BbIM KPaHUKOM

KNACCUNDPUNKALWNA NIOAENNA
Knacc pucka nsgenuii - 2a

Knaccumkaumo nsgenns Cuctema gns YpeCKoXHoro MuHu-goctyna Merit PAK, B Habopax,
BapuaHTbl ucnonHeHuna: PAK, PAK Stiffened, PAK Hydrophillic cm Huxe

N3LENNE KJTACCNOUNKALUA

Cuctema Ana YpecKOXXHOro MUHK- V3fenve, NpUCoeanHAEMOe U3BHE N KOHTaKTUPYHOLLee C

poctyna Merit PAK B Habopax, LMPKYIMpYHOLLEl KPOBbIO B TEYEHME OrpaHNYeHHOro

BapuaHTbl ucnonHeHus: PAK, PAK nepunoga BpemeHu (<24 yacos). M3genns npegHasHayeHb!

Stiffened, PAK  Hydrophilic Ans nHBasvBHOro NpUMeHeHVs (Temneparypa

(MHTpoabtocepsl, AnnaToTopbl, ucnonb3oBaHnsa ot 32°C o 44°C, BnaxHocTb 100% (

MPOBOAHUKW, UT/bl) NPAMOI KOHTAKT C KPOBbIO)

KnanaH remoctaTnyeckuii W3genve, npucoenHAemMoe U3BHe Y KOCBEHHO
KOHTaKTMPYIOLLEe C KPOBbIO B TEYEHME OrPaHNYeHHOro
nepvoja BpeMeHn (< 24 4acos).

NMPEOAHA3SHAYEHWE

-
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Cuctema [1 YPECKOXXHOTO MWHM-[OCTYna B Habope, B BapuaHTax WCMonHeHns «Cuctema [nia
UpecKoXXHOro MuHK-goctyna Merit PAK B Habopax, BapuaHTbl ucnonHeHus: PAK, PAK Stiffened, PAK
Hydrophilic»  npefHa3HaueHa A7 BbIMOMHEHNA TEXHUKN «MUKPOMYKUMSA», KOTOpas 3ak/14vaeTcs B
06/IeryeHy  YPeCKOXHOrO  BBEAEHUS MEeAMLMHCKMX  W3Lennin - 6onbluero  avametpa  (KaTeTepos,
MPOBOAHWKOB, 6a/IIOHOB, CTEHTOB) B TE/O MaLmeHTa

MPEAOCTEPEXEHWA

N3BneyeHne, BbITATMBAHME WAU MaHUNYNSUUU AWCTaNbHbIM  KOHLOM TMNPOBOAHMKA uepes
HAKOHEUYHWK WT/bl MOXET MPUBECTU K NOJIOMKE WU aMB0NM3aLmnmn. He BbITATUBATL C YCUTMEM.
3anpeLLaeTcs NpoABuUraTb NPOBOAHUK, €CNK GbINI0 BCTPEYEHO COMPOTUBIEHNE.

MPEAYNMPEXAEHWNA

* Tlepef NpMMeHeHNeM 03HaKOMbTECb C MHCTPYKLUMEN.

e YCTPOWCTBO nNpeAHasHa4YeHO TOMbKO A5 OAHOKPATHOrO MNpUMeHeHus. 3anpeLiaeTcs
NOBTOPHOE MPUMEHEHWE NN CTEPUNU3ALUS.

e M3genune cTepubHO, eciv yrnakoBKa 3aKpbiTa ¥ He NOBPeXxeHa.

e V3genue anuporeHHo

* W3penve npegHa3HayeHO TOMIbKO A1 MPUMEHEHUA MeAULMHCKUM NePCoOHaioM, NpoLLeAWwum
npogeccnoHanbHy0 NOAIFOTOBKY MO paboTe C faHHBIM BUAOM U3AeNNi

e YCTpPOWCTBO MpeAHa3HayeHO TOMbKO [ANA OAHOKPAaTHOrOo MpUMMEHeHMsA. 3anpeLyaeTtcs
MOBTOPHOE NPUMEHEHMNE WU CTEPUIMN3ALNSA.

* [lepen ncnonb3oBaHWem ybeAuUTeCb YTO UHTPOLbIOCEP W AWATaTOP UMEKT MOLXOAALLMNIA
pasmep 418 JOCTyna B COCYA, a Takxke ApYrux usgennii, Kotopsle 6yay 1Ucnonb3oBaTbCa

MPOTUBOIOKA3AHUA:
HeT n3BecTHbIX NPOTUBOMNOKAa3aHWi

BO3SMOXXHbIE OC/TOXXHEHWNHA

(Cnucok He £BNSETCS WCYepnbIBAlOWMM): BO3fylIHAs 3MGOAMS, MWHDEKUWs, rematoma,
KpoBOTeUYeHMe, nepdopauns AW paspbiB CTEHKU cocyaa, o6pasoBaHue Tpom6a, 06pasoBaHue
NOXHOV aHeBPW3Mbl, 3.MB0NN3aLIMA NPOBOIOYHBIM MPOBOAHUKOM, CNa3M COCY/a U CTaH4apTHble
PUCKN, CBS3aHHbIE C UYPECKOXHbIMU [AMAarHOCTUYECKMU W (UAKM) WUHTEPBEHLMOHHBIMY
npoLeaypamu.

MHPOPMALIMNA O MOTEHUMANTbHBIX MOTPEBUNTENAX:

MepcoHan MefULMHCKUX Y4YepeXaeHWin (MHTePBEHLMOHHbIE XWPYPTU, COCYAUCTbIE XUPYPTH,
CMeunanncTbl ANarHOCTUYECKNX U XUPYPTUUYECKUX OTAENEHWUI A U LLEHTPOB M Np.). NPOLLEALL i
npogeccMoHanbHy0 NOAroTOBKY MO paboTe C AaHHbIM BUAOM U3MeNnii

ycnosumd nNPMMEHEHWA

[vana3oH TemnepaTyp B NOMELLEHUN: oT+15°C pgo +30°C

BnaXHOCTb B MOMELLEHWNMN: <80% (6e3 KOHAeHcaLun)
ATM.LaBneHne 84.0 - 106.7 klMa (630 - 800 Mm pT.CT.)
BbicoTa pacnonoXeHns noMeLLeHns: makcumym 1500 m Haf ypoBHEM Mops

NHCTPYKUWVA no MPUMEHEHWIO

1. OnpepenuTe MeCTO BBefeHMS W MNOATOTOBbTE €ro Mpu MOMOLWLM COOTBETCTBYHOLLMX
acenTUYEeCKNX CPEACTB U MeCTHOM aHecTesnu.
2. BBeauTe NPOBOAHUKOBYIO UMMy 21 pa3mepa, NPUMEHSs CTaHAAPTHY METOAUKY.
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3. AKKypaTHO npoasurainte rmbkuin KoHew, npoBoaHuKa gnametpom 0.018" (0,46 mm) vepes urny.
MpoasurainTe NPoBOAHUK B Cyvae He06XoaMMOCTI. MpoBepsiiTe NPaBUIbHOCTb NOSTIOXEHNUS.
MPEAYMPEXAOEHWME: 3anpewaercs npoABuratb MPOBOAHUK, €CAN  Obl0  BCTPEYEHO
CONPOTUBNEHNE,

4. N3BneknuTe Urny, yaepxxusas npoBogHuk anametrpom 0,018" (0,46 mm) Ha mecTe.
MPEAYNMPEXAOEHWE: WN3BneyeHue, BbITATMBaAHUE WAM MaHUNYNAUUW LUCTaNbHbIM KOHLOM
NPOBOAHMKA 4Yepe3 HAKOHEYHMK WI/bl MOXET MPUBECTU K MNOSIOMKe wau amb6onmsauuun. Bo
n3bexxaHne MOBPeXAeHUSA NPOBOAHMKA BO BpemMsi MaHUNYNALWIA WU3BNEKUTE UHTPOLbIOCEPHYHO
Urny n neperngmTe K nyHKTY Ne 5.

5. BBefuTe KOoaKCUanbHyK napy MHTpPoAbOCep/amnaraTop yepes nNpoBOgHUK anametpom 0,018
(0,46 mm) 1 npoaBuranTech K Tpebyemoli Touke.

6. N3BneknTe gunaratop U NpoBoAHUK agnameTpom 0,018" (0,46 MMm), OCTaBMB MHTPOALIOCEP HA
mecTe.

MPNUMEYAHWME: T[MpugaBute nanbLeM BTY/AKY WHTpoAbloCepa,
KPOBOMOTEPIO Y PUCK MonafaHus Bo3ayxa.

7. Beegnte npoBogHuK guametpom 0,035 (0,89 mm) nnum 0,038" (0,97 MM) yepes MHTpoLbOCED.
8. V3Bneknte WMHTpOAblOCEp, OCTaBMB MPOBOAHMK auametpom 0,035" (0,89 mm) wnm 0,038
(0,97 mM) Ha mecTe.

yTO6bI MWUHUMU3NPOBATb

OCHOBHBbIE ®YHKUMNOHANBbHBIE XAPAKTEPNCTUKW U3OENNA:

XAPAKTEPNCTUKA CNEUNDPNKALINA

KoakcmanbHas napa ( MUHTpoAabtocep/annarartop), reivfociai nueckunin kannaH

WHTpoabtocep. BHYTPEHHWIA
Anametp (ID)
BHewwHwnin gnameTtp (OD)

VHTpoabtocep, athdhekTnBHas
AMHa

[wvnatatop, BHeLUHWi
ounamveTp (OD)
[wvnatartop, BHYTPeHHUI
Aavnametp (ID)

OunnataTop, addekTnBHan
AnMHa

Junaratop, gnnHa
KOHYCHOTO CY>XeHUst
[Jwvnatarop.macca
WHTpoaktocep, mMacca
"feMoCTaTMYeCKMiA KnanaH

4F(1,3 mm): 0.50 mm
5F(1,7 mm): 0.50 Mm
4F (1.3 mm)
5F(1,7mm)

4F (1,3 mv): 10 cm
5F (1,7 mv): 10 cm
4F (1,3 Mm)

5F(1,7 mMm)

4F(1,3 mMm): 0.45 Mm
5F(1,7 Mm): 0.46 Mm
4F,5F-12.5¢cM

4F (1,3 Mm): 5,0 mm
5F (1,7 mm): 5,0 Mm
<5r

<5r

<15 .

WcnbiTaHne NpoYHOCTH
pa3bemMa Ha paspbiB
OTCyTCTBME YTEYEK 13
VHTpOAbIOCEpa

Ycunuve Ha paspbiB
(MHTpOAbtOCEP Y CoeaMHEHNE
MEXy WHTPOLHHOCEPOM U
pa3beMoM)

Ycunuve Ha paspbiB
(coeguHeHve mexay
CTEPXXHEM VHTPOZbHOCEPa U
CEerMeHTOM MapK1UPOBaHHOIO
HaKOHEYHWKaA)

Ycunve, He06X0AMMOe 419 OTCOeAMHEHUS pasbeMa AOHKHO
npesbiWwatb 2,25 yHToB (10 H)
OtcyTcTBme yTevek npu gasneHnn 300 KINa BO BpeMs MCTMbITaHUA

MwuHuManbHOE yeunve Ha paspbis - pasmepsl oT 4 F /5 F >3,37
(oyHTOB (14,99 H)

MuHMManbHOe YCunme Ha paspbis - pasmepbl 4F/ 5F >3,37 yHTOB
(14,99 H)
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XAPAKTEPNCTUKA

3amKoBOe coeiHeHne
pasbem
WHTPOAbOCEPa/KOMNayvoK
Cwvina pacTskeHus ona
CHATMA KONMNayka ¢ pasbeMa
VcnbiTaHne Ha BbITArMBaHMe
GOKOBOro pyKaBa
VicnbiTaHve gaBneHviem Ha
yTeuKy 13 60KOBOro pykasa
CkopocCTb MoTOKa 60KOBOr0
pykaBa

MpOYHOCTb COeAMHEHNS
(Mexkay pasbeMom U
AunaTaTtopom)

3aMKOBOE COefivHEHME MeX Y
[MNaTaTopoM 1 pa3beMoMm
NHTpOAbLOCEpa

MpOYHOCTb COEAMHEHNS -
O6Typatop

(mexxay pasbemom u
CTEPXXHEM)

3aMKOBOe COefiIMHeHe
06Typartopa C pa3bemMoM
WHTpOZbIOCEpa

CNEUVPUNKALNA
MuHMMansHoe ycunue Ha paspeEB >9,0 diyHToB (40.03 H)

MuHUManbHoe ycunune otpbiea >3,37 gyHTOB (] 4,99 H)

He BO3HMKHET YTeUKM Unn oTcoeanHeHns <90qyHT/aronm?2 (6.328
Krc/cm2)
>600 ma/MyH (200 MM pT.CT. C BOLOW)

MwuHVMansLHOe ycunme Ha paspbis
ans pasmepos4 Pu 5P>2,25 dyHT08(10,01 H)

4 F MuHumanbHoe yeunue 4.75 (21,13H)
5 F MuHumasnsHoe yeunume 4.5 (20,02 H)

MuHUMasibHast MPOYHOCTb Ha N3/10M:
4F, 5F > 2,25 thyHToB (10.01 H)

MuHumansHoe yeunue: 4,5 (20.02H)

MPOBOAHWMK 0,018” (0.46 MM)

BHeLwHWiA grnameTp
DhheKTUBHaAA A/IMHA

MuHUMaNbHaA NPOYHOCTL
Ha pa3pbIB ANUCTaIbHOMO W
MPOKCUMaJIbHOr0
coefiMHeHMs NPOBOAHMKa(
MPOYHOCTb Ha PacTsXeHWe)
INpoYHOCTL coeanHeHNs
CTEPXHSA 1 Crvpain
(MPOYHOCTL Ha PacTsHKEHNE)
Macca { B uexn”

0.46 mm (0,018”)
40 cm

2,25 tyHTOB (FOH) MMHUMYM

> 0,5 dyHTa (2,22 H). MUHMManbHOE YCUIne pacTaXKeHWs

<5r

NINA C 3XO-Haceukoit 21G (0.8 Mm)

BHeluHWin gnameTp:
BHyTpeHHUIA gnameTp;
MonHas anivHa Tpy6Ku
Urnbl:

IMpoYHOCTL CcoeanHeHus
TPY6KM 1 FONOBKMN UIbI:
Ycunve Ha n3rné

Twvn 3aTOYKK UMb
XapaKTepucTUKN oCTpus
LiBeTOBOE KOAMpOBaHMe
LLIepoxoBaToCTb
MOBEPXHOCTU

Paguyc nputynnieHms
paboueit yacTu

Macca
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0,80 Mm
0,547 Mmm

70 Mm

40 Mm

He MeHee 44H

15H (makcumanbHoe OTK/IOHeHKe 0,50 M)
TpexrpaHHbIN

Cpe3 KOpPOTKMiA Nog yrnom 1742®

no 1SO 6009

He 60s1ee 0.4 MKM

He 6onee 0,03 Mm

<2 T.



HavveHoBaHVie v30enva Wi Jetamm Marepuan
KoakcmanbHas napa ( MHTpoabtocep/gunatatop).

[Ounartarop 4F/SF (kopryc) HepxasetoLLpa CTaslb
Momvamng
Cynbthat Gapust
Kpacuenb: cuHuin
[Jvnatatop 4F/5F (pasbem) NO/MATWIEH BbICOKOWA nnioTHocTK (M3BIM)

[Junatatop 4F/5F (nepexogHumK) ABC-nnacTvk

Kpacurenm;

4F KpacHblin /5F CBETO-Cepbli
VIHTpoabtocep 4F/5F ( Kopryc) MonvammaHbIin anactomep Pebax

Cynbthat Gapms

Jokena TntaHa
WHTpoaptocep 4F/5F (pasbem) Mormammg,

Jokenn TutaHa

UepHwuna gnd nedvarm:

4F KpacHblin /5F cBETNO-Cepbli
3awmtHas Tpybka [oNMaTUIEH HU3KOI MNIOTHOCTM

KnanaH remMoctatnyeckuii ¢ 3-X X040BbIM KpaHUKOM
( s BapraHToB McronHeHs PAK, PAK Stiffened)

KnanaH (kopryc) Morvkap6oHaT

MarkeTa KnariaHa MeLLHCKAA CWIKOH

Konnayok KraraHa Monvkap6oHaT
Kpacutenb: CuHwi

Kopryc 3anopHoro KpaHa Mormkap6oHaT

Pyuka 3anopHoro kpaHa ALgeTabHbIA FOMOMNOMMED BbICOKON BA3KOCTU
Kpacvirenb: CuHwi

CwasblBaroLLiee BELLIECTBO 3aMOpHOro KpaHa MoNMaMMETCUNOKCAHHASA YXUAKOCTL ZWA CMa3KU

Vrna npoBoaHMKOBas € 3x0-Haceukoi 21 G (0.8 mm) annHoii 40 Mm, 70 MM.
(Bce BapyaHTb! UCTONMHEHNS)

Tpy6Ka urnbl; HeprkasetoLLgs cTasib
OcHoBaHvie Urmb. Monvkap6oHar

Kpacutenb (YepHuna 4ns nevarn); YepHbii
3aLupTHan TpyoKa; MonmaTWIEH HU3KOW M/IOTHOCTM

MpoBoaHmK 0,018" (0,46MM) HUTUHONOBLIV C NaNNAANEBBIM KOHUYMKOM
(' BCE BapViaHTbl UCMOMHEHMS)
MpoBogHvk  0,018” (0,46MM) HWTMHONOBLIA € HuTVHON /Mannaguin
Na/1aameBbIM KOHUMKOM
WHavBmayanbHas ynakoBka

ViHovBmayanbHas YMaKoBKa, repvetvuHo - Tyyek® 1059B
3aneyaTaHHas [NMHEHDBIA NOMMSTNEH HM3KOIA M/I0THOCTU
CTEPUNTN3ALNA

CTepunusaums atuneHokcugom ( 30) .[aHHoe u3genue He npeAycMaTpuBaeT MOBTOPHYIO
CTEPMIN3aLMIO NOMb30BaTENEM.

YMNMAKOBOYHbBIE MATEPUANBI N KOMIMJIEKTALNA

B komnnekTtaumio HabopoB Cuctema LNA YPECKOXKHOro muHu-goctyna Merit PAK B Habopax,
BapuaHTbl ncnonHenna: PAK, PAK Stiffened, napa koakcmanoHas (MHTpoAbloCcep/gunanatop) 4
F wnm 5 F, nposogHmk 0,018” (0,46mMMm), nrna npoBofHUKOBas 21 kanumbpa C 3X0-HACEYKOW,
KnanaH remMoctatuyeckuii ¢ 3-X X0A40BbIM KpaHWKOM. KOMNOHEHTbl Habopa ynakoBbIBalOTCS B
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Habop B MHAMBMAYaNbHOW YyNakoBKe B KO/MMYECTBE 5 LIT. YNaKOBbIBAOTCA B TPAHCMOPTHYHO
KOpobKy 13 200 rp. kapToHa Natural Kraft E-flute 1 MapKupytoTca B COOTBETCTBMU C TEXHUYECKOM
LOKYyMeHTauuen

NMHPOPMALINA O MAPKWPOBKE MNMPOAYKTA

dopmaTbl 3TUKETOK M34enuit Gbinyu paspaboTaHbl U OAOGPEHbl ANS OTAENbHbIX W3AENui,
CTEPUNIbHBIX YMAaKOBOK M TPAHCMOPTHOM YMakoBKW. YTBEpPX/[eHHas MapKMpOBKa HaxoguTcs B
TEXHONOTMYECKOM PEernaMeHTe usaenus.

CumMBO/SIbI, paCLIJI/ICb[)OBKa CMMBOJ10B, HAHECEHHbIX Ha YMakKOBKY Mpon3BoaAnTenNns

. W3rotosutesb
1]
\EC REP YNONHOMOYEHHbIN NpeacTaBuTeNb B EBpONeNcKoM co06LLecTBe
jw f Jlata n3rotosneHuns
O:) 3anpet Ha NOBTOPHOE MPUMEHEHME
REF Homep no karanory
LOT i Kog napTum
ISTERILE CTepunusaums oKCMaoM aTuneHa
|:/\0n|y OcTopoxHo: deaepanbHblii 3akoH CLUA orpaHnM4nMBaeT Npoaaxky 3Toro
M30enns, TONMbKO MO 3aKasy Bpauya.
Vcnonb3oeatb 4,0....
A OcTopoXHO! OBPATUTECH K MHCTPYKLMW MO NPUMEHEHMIO
(8) He ncnonb3oBath NPy NOBPEXAEHWN YNaKoBKY

)I( AnuporeHHo

TPAHCIOPTUPOBKA U XPAHEHWE

XpaHWTb B NPOXNafHOM, CyXOM W TeMHOM MecTe. lpu XpaHeHWM U36eraTb BO3MOXXHOIO
BO3Je/iCTBMA OPraHWYeCcKUX pacTBOPUTENElN, WOHMU3NPYHOLWMX W3NYYeHWUA, ynbTpaduoneta u
BbICOKMX TemnepaTyp. icnonb3oBaTh A0 AaThl YKa3aHHOW Ha yrnakoBke. M3fenus, U3BneyeHHble
13 TPAHCMOPTHOW YNaKoBKWU, XPaHUTb B CNefyOLWNX YCN0BUAX OKPYXKatoLLel Cpeabl:

XpaHeHue Ha cknage
MapameTp 3HayeHune
TemnepaTypa oT +5°C pgo +27 °C
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OTHOCMKTEeNIbHAsA BNAXHOCTb oT 10% a0 90 % (6e3 KoHAeHcaLUK)
[JaBneHune 84.0 kMa- 106.7 kMa (630 - 800 MM pT.CT.)

Ycnosus cpefbl 45 TPAHCMOPTUPOBKY

MapameTp 3HayeHune

TemnepaTypa 0T-35°C po +55 °C

OTHOCUTENbHAs BNaXXHOCTb oT 10% pao 90 % (6e3 KOHAEHCcALMK)
[aBneHune 84.0 «kla- 106.7 klMa (630 - 800 mm pT.CT.)

Ycnosusa npuMeHeHus

[wnana3oH TemnepaTyp He npesblwaer +25°C

Temnepartypa ucnonb3osaHuns - temnepatypa tena ot 32°C go 42°C
BnaxHocTb 100% ( NpsIMOI KOHTAKT C KPOBbH)))

ATmocepHoe gaBneHme 86-106 kla

CPOKTOAHOCTM
CTtepunbHoro nsgenusa - 36 mecaues ( 3 roga)

YTUNN3ALUNA

Bo n3bexaHne BOSHUKHOBEHWS! PUCKOB A1t 340P0Bbs NPU YTUAU3ALUN MeJULNHCKNX N3NNI,
a Tak)Ke BO3HWKHOBEHWSI PUCKOB [/15 OKPYXKalolLeid cpefbl, CBA3aHHbIX C YTUM3aLUE
MEeAULMHCKUX U3AENNiA, MEPCOHAN OMKEH YTUAN3NPOBaTL M Mo NPOTOKONY, NPUHATOMY B
OTAE/bHO B3SITOM YUPeXaeHunu.

MepguumHckoe nsgenne Cuctema A8 UPECKOXHOro mMuHU-goctyna Merit PAK. B Habopax,
BapuaHTbl ucnonHenusa: PAK, PAK Stiffened, PAK Hydrophillic B cootsetcTteun ¢ CanlunHom
2.1.7.2790-10 oTHoCcATCA K Knaccy B (3nnaemMmnonormyeckun onacHble 0TXogbl) MUHOULMPOBaHHbIE
Y NOTEHUMAIbHO MHULNPOBaHHbIE OTXOAbI.

MPEAYMNPEXAEHWE O 3AMPETE MOBTOPHOIO NCMOJIb3OBAHNA
Mcnonb3oBatb TONLKO A48 O4HOrO NayueHTa. MoBTOPHOE UCNONb30BaHKe, 06paboTKa U
cTepunmsayua 3anpeLleHbl. MOBTOpHOE NUCNOb30BaHKe, 06paboTKa UNn cTepuansaLnsg MoryT
HapyLWNTb LEeNOCTHOCTb KOHCTPYKUUN U34eNnns n/unu npuBecTu K 0TKasy W. Kak cnefcTsue, K
TpaBMe, 3a60/1€BaHNIO UK CMEPTU naymeHTa. MoBTOpHOE MCMoNb30BaHMe, 06paboTKa u
cTepuAn3aLmsa MOryT TakXe c034aTb PUCK 3arpsa3HeHUs yCTpoicTBa U/vnm NpuBecTn K
3apaXKeHUIO UK NepeKpPeCcTHOMY 3apadKeHWUI0 nauueHTa, BKIYas, NOMUMO NPOYero, nepeHoc
NHMEKLMOHHbIX 3a00M1eBaHMI OT NauneHTa K naymeHTy. 3arpsasHeHmne n3genms MoXeT NpUBeCTy
K TpaBMe, 3a60/1€BaHUI0 WX CMepPTU NayuneHTa

FAPAHTUWNHBLIE OBA3ATE/ILCTBA

OrpaHunyeHHas rapaHTUsa M 0TKa3 OT OTBETCTBEHHOCTHU

Komnaunsa «Meput Megukan Cucteme, WHK» rapaHTUpyeT COOTBETCTBME NpPoOAYyKUUN
crneungukaunsam BO Bpems OTrpy3ku [lokynaTento M OTCYTCTBMe [e()eKTOB MaTepuanos U
M3rOTOB/IEHUS B TeYeHWe Mepuofa, YKa3aHHOro B MWCbMEHHON OrpaHWYeHHOW rapaHTuu,
npunaraemMoin oTAeNbHO K KaXXA0MY n3fennto. MapaHTUIAHbIA CPOK XpaHEHUS U3LeNns CoCTaBnseT
3 rofa. Ata rapaHTUs He pacnpocTpaHaeTcs Ha NPOAYKLUNIO, KoTopas 6bina: (i) MoguguymposaHa,
M3MeHeHa, MOABEPrHyTa PEMOHTY, BOCCTAHOB/IEHWNIO, NepepaboTKe WM U3MEHEHUAM APYroMu
KomnaHuel, nommmo «Meput Megukan Cucteme, NHK»; (ii) ncnonb3oBaHa He N0 Ha3HAYEHUIO,
noABeprHyTa HenpaBWAbHOMY 06palleHnto, MNOBTOPHOMY WCNO/Ib30BaHWIO WM NOBTOPHOIA
cTepunusauuu, nocTtpagana B pe3ynbTaTe HecuyacTHOro Cc/iyyasd, HapylleHUs npasun
aKcnayaTaumm, XanaTHOCTM UAM NOCTOPOHHEro BMelLaTenbCTBa; (iii) noBpexieHa B pesynbTaTe
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(hM3MYeCcKoro, MNPUPOAHOI0 WAN 3NEKTPUYECKOro BO3AENCTBUA, a TakKXe C W3MEHEHHbIM,
NOBPEXAEHHbIM UK YaNneHHbIM CepUiiHbIM HoMepoM; (iv) MCnob30BaHa B COYETaHUN C NO6bIM
Apyrum msgenuem; (V) UCMNonb3oBaHa He B COOTBETCTBUM C YKa3aHUAMM MO NPUMEHEHUIO, 4TO
YCTaHOBNEHO YMO/IHOMOYEHHOW OpraHu3ayueii, NCnonb3oBaHa He B COOTBETCTBMM C 06/1aCTbiO
NPYMeHeHUs, yKazaHHOW B cneyudukaymm, UM B yCnoBUSX, He NPeAyCMOTPEHHbIX AN AaHHOT0
BMAa n3genunin. Jliobble TEXHUYECKME peKoMeHauuu OT MMEeHM KomnaHuu «MepuT Mepgukan
Cucteme, WHK» npegocTaBnsatoTca 6e3 0653aTeNbCTB UM KOMMEHcauun, Komnaumsa «Meput
Meankan Cucteme. WHK» He MNpuUHUMAET Ha cebs Kakux-nmbo 06s3aTeNbCcTB UK
OTBETCTBEHHOCTU, BCE MOAOOHbIE PeKOMEHAAUUN [AKOTCA Y NPUHUMAKOTCA NOA OTBETCTBEHHOCTb
Mokynatens. 3A WCK/AKOYEHMEM BbIWEYKA3AHHbBIX CNYYAEB, KOMIMAHWA
«Meput Megukan Cucteme, WHk» HE OAET 3ABEPEHUIN UMW TAPAHTUW NHOBOTO
POOA B OTHOWEHWMM QMPOAYKUMWN. KAK HABHO BbIPAXEHHbLIX, TAK W
NMOAPA3YMEBAEMDbIX, MOKYMNATENKO. KOHEYHOMY TMOTPEBUTENO. TPETbM
NNUAM. «Meput Megukan Cucteme, IHk» OTK/TIOHAET U MCKTKOYAET JTKOBbIE N BCE
BbIPAXXEHHbIE, NMOAPA3YMEBAEMBIE 7 3AKOHOAATENBHO
MPEAYCMOTPEHHbLIE TAPAHTUWN, BKNKOUYAA TAPAHTUMN OT HAPYLUEHWA W
NMOAPA3YMEBAEMbBIE TAPAHTVN TOBAPHOIO KAYECTBA VI MPUTOAHOCTW.

OrPAHVWYEHUE OTBETCTBEHHOCTW

HMN TMPU KAKUX OBCTOATE/LCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTb MEPE[ 3AKA3UMKOM WAV JIIOBLIM APYTUM ®UINYECKUM
UM IOPUAUYECKMM  JIMLUOM  3A  LWUITPA®HBLIE.  CMELMA/BHBIE.
HENPEAHAMEPEHHBIE WM MPEACKA3YEMBIE  KOCBEHHBIE  YBbITKW.
MOHECEHHBLIE BCNAEACTBUE YTPATbl PENYTAUWUW. HEAOMNONYYEHHOM
MNPUELINM  OT TMEPEMPOAAXMW, MPUOCTAHOBKU PABOTbI. MOBPEXAEHWSA
NPOAYKUMW, MOPYM APYTOW MPOAYKLMU WU UHBIX MPUYNH, BY b TO NCKMN
BCNEACTBWE HEUCMOMIHEHNSA KOHTPAKTHBIX OBA3ATENLCTB, FTPAXIAHCKUX
MPABOHAPYLIEHVA W T.4. BO3MWKAKILMX B PE3Y/NbTATE HAPYLIEHWSA
MOJIOXEHWI FTAPAHTUN. JOTOBOPA, 3ALEPXKW, XATATHOCTW, BE3YC/IOBHOW
OTBETCTBEHHOCTMU WV MHAYE.

10. PEK/TAMALNA

OpraHusayms, NnpyuHUMaroLLas Ha TepputTopumn Poccuinickoin ®egepaunn NpeTeHsnn ot
noTpebuTens no KayecTBy MPOAYyKTa:

O6LWecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbD «Meput TekHonopxkuc» (OO0 «Meput
TekHonomxuc»). ONPH 1117746679533. MHH 7705960130

KOpuanueckuin agpec: P®. 119017. ropog MockBa. 1-biii Kasaunii nepeynok g. 7. atax 1. KOM. 6
Ten/thakc: +7 (495) 221-89-02

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



WNHCTPYKLMSA NO NMPUMEHEHUIO
MEONUWMHCKOE U3AENVNE
CucTema gnsi YUpecKoXHOro MuHu-goctyna Merit PAK, B Habopax,
BapuaHT ucnonHenus: PAK Hydrophillic
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OMNCAHWE MPOAYKTA

Merit PAK (Pedal Access Kit): BapuaHT ucnonHeHmsa PAK Hydrophillic Bkntouaet B cebs
ManieHbKUN KOoaKCchanbHbIA WMHTPOAbIOCEP C AMNAaTaToOpoM M MNPOBOAHWK Ans YCTaHOBKW B
COCYAWUCTYHD CUCTEMY MPOBOAHWKOB 60MbLWIOr0 AuMameTpa, Korga O06blY4HO WCMOMb3yeTcs
MafieHbKas urna.

Merit PAK (Pedal Access Kit) coctout u3 cnefytowmx KOMMAEKTYOLWMNX W3Lennin. ITu
KOMMJIEKTYOLWME U3LeNnsa MOTYT BbITb YNaKoBaHbl B OAUH NAKET WX MO OTAENbHOCTMY.

*  WNHTpoabtocep 4F (1.3 MM) € 3-X XOA0BbIM KpaHUKOM- 1 LuT.

e [Ounatatop 4F (1.3 mm) - 1.

e [MpoBogHuk 0,018 (0.46 mMm) - 1 wT.

*  Wrna npoBoAHMKOBas € 3X0-Haceukoii 2 1G (0.8 Mm x 40 Mm) -1 T, (MpK HEOOXOAUMOCTW).

*  Wrna npoBoaHMKOBas € 3x0-Haceukol 21G (0.8 Mm x 70 Mm) -1 . (Mpn HeO6X0AMMOCTN).

e WHcTpyKums no akcnayatauum - 1 wr.

Mogens: PAK Hydrophillic

2. TMpoBogHwk 0.018" (0.46mm)
3. Wrna npoBOAHMKOBAs C 3X0-Haceukoi 21G ( 4nnHa 40 nam 70 mm)
7, [Awnnararop
8. Nwpopbtocep 4F ¢ 3-X XOA40BbIM KpaHUKOM

KNACCUNPUNKALNA N3LAENNA
Knacc pucka nsgenuii - 2a

Knaccngumkauuto nsgenma Cuctema anst YpeCKoOXHOro mmHn-goctyna Merit PAK. B Habopax,
BapuaHTbl ucnonHenus: PAK, PAK Stiffened, PAK Hydrophillic cm Huxe

N3AENNE KNACCNDOUKALNA

CucTema ans YpecKoXXHOro MuHK- V3aenve, NpucoeanHAEMOe U3BHE N KOHTaKTMP ToLLEe C

poctyna Merit PAK B Habopax, LUWPKYNMPYHOLLE/ KPOBbIO B TEUEHME OTPaHUYEHHOTO

BapuaHTbl ucnonHeHus: PAK. PAK neproaa BpemeHn (<24 4acos). M3aenuns npefHasHayeHbl

Stiffened, PAK  Hydrophilic ana nHBasuBHOro npuMeHeHns (Temneparypa

(UHTpoabtocepbl.  AunaToTopsl, Wcnonb3osaHusa oT 32°C o 44°C. BnaxHoCTb 100% (

MPOBOAHWKM, UIIbl) MPAMOIA KOHTaKT C KPOBbHO)

KnanaH remocTaTnyeckui W3penve, npucoenHAeMoe 13BHe U KOCBEHHO
KOHTaKTUPYHOLLEe C KPOBbIO B TEUEHUE OrpaHNYeHHOro
rnepvoja BpeMeHn (< 24 4acos).
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MPEAHA3HAYEHWNE

Cuctema N9 YPECKOXHOTO MUHU-AOCTYna B Habope, B BapuaHTax WUCMNonHeHus «Cuctema Ans
4peckoXXHoro MnHK-goctyna Merit PAK B Habopax, BapuaHTbl ucnonHeHus: PAK. PAK Stiffened. PAK
Hydrophilic»  npefHasHayeHa AnA BbINOMHEHWA TEXHWKU «MUKPOMYKLMSA», KOTOPas 3ak1to4yaeTcd B
06MerYeHMN YPECKOXKHOrO BBEAEHWSI MEAMUMHCKMX u3genuii  6onbliero  auvaveTpa  (KaTeTepos,
MPOBOAHWKOB, 6aNIOHOB, CTEHTOB) B TE/I0 MauMeHTa

MNMPEAOOCTEPEXEHIWNA

N3BneyeHune, BbITATMBaHME WAN MAHUMYASUUM  AUCTaNbHBIM KOHLOM MPOBOAHMKA Yepes
HaKOHEYHUK WT /bl MOXET NPUBECTU K NOIOMKE MW am6onm3auun. He BbITATMBaThL C YCUINEM.
3anpelaeTca NpoABuraTb NPOBOAHMK, eCi GblNI0 BCTPEUYEHO COMPOTMBIEHME.

NMPEAYMNPEXAOEHUNA

* [lepes npuMeHeHNEM 03HAKOMbTEChH C UHCTPYKLMEN.

* YCTpPOWCTBO MpeAHa3Ha4YeHO TONbKO ANA OLHOKPATHOro MpuMeHeHus. 3anpelyaercs
NOBTOPHOE NPUMEHEHNE UMW CTEPUIM3ALINA.

* l3genue CTePUIbHO, €C/IN YNAKOBKa 3aKpbiTa U He NMOBpPeXeHa.

e V3genue anuporeHHo

e W3genune npegHasHayeHo TONbKO 415 NPUMEHEHUA MESULIMHCKUM NEPCOHANO0M, MPOLUeALW M
npoeccMoHanbHY0 NOArOTOBKY N0 paboTe € JaHHbIM BUAOM U3Zennii

* YCTpOWCTBO MpeAHa3HauYeHO TONIbKO A1 OLHOKPATHOro MNpuMeHeHMs. 3anpelyaeTcs
NOBTOPHOE NMPUMEHEHME UK CTEPUNU3ALNA.

* [lepeg ncnonb3oBaHWeM ybeanTeCb YTO UHTPOALIOCEDP W AWNATATOP MMEKT MOAXOAALLUI
pasmep 4S8 AOCTYNa B COCYA, a Takxke APYrux U3fenunid, Kotopble 6yLy MCrnosb3oBaTbCs

MPOTNBOMOKA3AHWNA:
PaauanbHbIil LOCTYN MPOTUBOMNOKA3aH NPU HEY[0BNETBOPUTENbHBIX pe3ynbTaTax Tecta A/feHa,
nynbcaluum Ny4eBoit apTepun 1 NpU HeLOCTAaTOYHOM [BOWHOM apTepuanbHOM KPOBOCHABXEHUU.

BO3MOXHbIE OCJTOXHEHWA

(Cnucok He #BNSETCA WCYEPNbIBAKOWMM): BO3A4ylIHas 3MO60MMA, WHQeKUMs, remMaToma,
KpoBoTeueHMe, nepdopauns WM paspbiB CTEHKM cocyaa, o6pasoBaHMe Tpomba, o06pasoBaHue
NOXHOI aHeBPM3Mbl, 3IM60/IM3aLMA MPOBOIOYHBIM NPOBOAHMKOM, CMa3M CoCyaa U CTaHAApPTHbIe
PUCKW, CBSI3aHHble C UYPECKOXHbLIMW  [AMArHOCTUYECKUMU U (MAKM)  UHTEPBEHLMUOHHBLIMY

npouesypamu.

NMH®OPMALUWA O MOTEHUWMANBHBLIX MOTPEBUTENAX:

MepcoHan MeAMLMHCKUX YYepexAeHWui (MHTEPBEHLUOHHbIE XUPYPru, COCYAUCTblE XUPYpPrW,
CMEeLNanuncTbl ANarHOCTUUYECKUX U XMPYPTUYECKNX OTAENEHUIA M LEHTPOB M Np.). NPOLIeALLNii
npogeccmoHanbHY0 NOAroTOBKY No paboTe ¢ AaHHbIM BUAOM W3AeNnii

ycnosmda NPMMEHEHNA

JnanasoH TemMnepatyp B MOMELLEHUN: oT1+15°C pgo +30°C

Bna)HOCTb B MOMELLEHUN: <80% (6e3 KoHAeHcaLun)
ATM.faBneHne 84.0 - 106.7 kMa (630 - 800 MM pT.CT.)
BbicoTa pacnonoXXeHns nomMeLLeHns: MakcuMmyM 1500 m Haf ypoBHEM Mops

NMHCTPYKUWNA no MPUMEHEHWNIO

CnepaytoLine MHCTPYKLMW NPeACcTaBNSOT COB0M TeXHMYEeCKMe PeKOMeHJaLun, HO He UCKoYatoT
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HeobxoAnMOoCTH opmManbHOro obyyeHus nepes UCMonb3o0BaHMEM YCTpoicTBa. OnucaHHble
MeTOANKMN M NPOLEeAYPbl HE OTPaXatoT BCEX NMPUEMNEMbIX MEAULMHCKNX MPOTOKOIOB U HE MOTYT
3aMeHUTb OMNbIT U MHEHWE Bpaya Npu JIeHeHNN KaXKoro KOHKPeTHOro nauuneHTa.

1. OnpegennTe MeCcTo BBEAEHUA U NOArOTOBLTE €70 MPU MNOMOLLM COOTBETCTBYOLUX
acenTUYeCKUX CPeLCTB M MECTHOW aHecTe3unu.

2. 13BneknTe KOMNOHEHTbI rnapoduibHOro nHTpogbtocepa PAK Hydrophillic n3 ynakosku c
NMPUMEHEHNeM COOTBETCTBYHOLLMX aCENTUYECKNX METO/OB.

3. MpomMoitTe BCe KOMMOHEHTbI renapuHU3MpoBaHHbIM (3PacTBOPOM W/ COOTBETCTBYHOLL UM
N30TOHNYECKUM pacTBOpOM. O653aTe/IbHO HAMOYMTE BHELLHIOK MOBEPXHOCTb MHTPOAbLIOCEPA,
4yT0ObI aKTUBMPOBATb MAPOMMILHOE NOKPbLITUE. 3anpeLLaeTcs UCNOb30BaTb MHTPOAbIOCED B
CYXOM COCTOSHUM.

MpegynpexaeHue: MNocne NpoMbiBaHMS 6OKOBOro NopTa nepeBeanTe 3anopHbIl KpaH B 3aKpbITOe
NONOXeHWe, 4TOObI NOAAepPXKMBAaTL NPOTOK B 6OKOBOM NOpTe M NpeaoTBpaTuTb 06paTHbIN TOK
KPOBW Noc/ie BBEEHUA B COCYS.

MpeaynpexxaeHune: He npoTupaliTe BHELIHIOK MOBEPXHOCTb MHTPOAbIOCEPA CYXON Map/ieBoM
caneTKoi.

4. BBeanTe COCyAUCTbIV amnaTaTop B rnapodmnbHbIn nHTpoabtocep PAK Hydrophillic yuepes
remoctaTuyeckunin knanaH n 3a)MKCMpyinTe ero Ha mecTe.

Mpegynpexaexnve: AunataTop LO/MKEH OblTb HAAEXHO 3aDMKCUPOBAH Ha MeCcTe BO U3bexaHune
MoOBPeXeHuns cocya.

5. BeeauTe B cOCy/ COOTBETCTBYIOLLYIO MPOBOLHUKOBYHO WUrNY.

a. B cnyyae npumeHeHns meTanimyeckoi NpoBOAHWKOBON UIbl: yaepXuBas

MPOBOAHWKOBYIO UrNY, NPOBeUTe TMOKWIA Unn J-06pa3Hblil KOHYMK NPOBOLHMKA Yepes
MPOBOLHWKOBYI WUy B COCYL.

b. B cnyyae npvMeHeHWs NMPOBOLHUKOBOMN WUI/bl C BHYTPEHHEeW MeTanIMyeckon Urnoi un
BHELLUHEN NNacTUKOBOW KaHo/ei: Nocne NofyvyeHNs COOTBETCTBYHOLLEro AoCTyna

N3BNEKNTE BHYTPEHHIO METAINIMYECKYIO UINY. Y AepXunBas Nn1acTUKOBYIO KaHI/0
NPOBOAHUKOBON WUINbl, MPOBeANTE TMOKUIA Unn J-06pasHblii KOHYUK NMPOBOAHUKA Yepes
NNacTUKOBYIO KaHIOKO B COCYS,

MpumeyaHune: N3yunTe aTUKETKY U3LeNns, 4ToObl y3HaTb, MPOBOLHUK KaKOro pasmepa
COBMECTUM C KOMMOHEHTaMN CUCTEMBI.

MpeaynpexxaeHne: HUKorAa He BCTaB/ANTe NOBTOPHO BHYTPEHHIOK META/INYECKYIO UTY B
MNacTUKOBYIO KaHHMO.

Mpegynpexgexnve: He npoasuraiTe NPpoBOLHUK KaTeTepa NPy BOZHUKHOBEHUU COMPOTUB/IEHUS.
Mpex e Yem NPOJO/IXUTL BBEJEHWNE, YCTaHOBUTE MPUYMHY 3TOr0 CONPOTUBIEHUS.

6. Y epxuBas NpOBOAHWK Ha MeCTe, U3B/IEKUTE MPOBOAHUKOBYIO UIy. [MNpmxumMarite nanblem
061acTb HaJ MeCTOM MYHKLMX BO BPEMS U3B/IEYEHUA UT/bI U 40 TEX NOP, NOKa napa
WHTpoAboCcep/amnanaTop He 6yfeT ycTaHOB/EHA.

MpegynpexaeHue: Ecnn npyMeHseTcs Urna ¢ MeTanIMyeckol KaHiooen, 3anpeLyaercs
n3BneKaTb NPOBOAHMK NOCNe TOro, Kak oHa 6blna BBeAeHa, MOCKO/bKY 3TO MOXET NMOBPenTb
NMPOBOAHMK.

7. BBeuTe napy UHTpoAblOCep/annaraTop vyepes NPOBOAHUK B cocyf. BpalyatenbHbIM
ABWKEHWEM NPOJBUraiiTe napy MHTPOAbIOCEp/AnnaTaTop Yepes TKaHW B cocys,.
MpenynpexgeHune: MNepep BBefeHneM y6e[nTeChb, YTO NOBEPXHOCTb UHTPOAbIOCEPA YBIaXHEHa.
3anpeLyaeTcs UCNo/b30BaTh MHTPOALIOCEP B CYXOM COCTOSHUMN.

MpegynpexzaeHvie: Bo Bpemsa BBeAeHUS AepXUTe Napy MHTPoAblocep/aunaratop psagoMm ¢
AUCTaNIbHbIM KOHLLOM MpWY NPOBEAEHWN Mo NPOBOAHMKY B COCY[, YTOObI 136exaTb nepernoba.
8. Mocne BBeAeHMA Napbl MHTPOAbIOCEP/AUNATATOP B COCY[ OTCOEAUHUTE AnnataTop oT
WHTPOAblOCEPa, CNerka OTONHYB pa3beM Ausiatatopa BHU3 (3TO NO3BONUT OTAENUTb Pa3beM
Aunaratopa oT Ko/inayka MHTpoAblocepa). Y epXKmBas MHTPOAbIOCEP, OCTOPOXKHO U3BMIEKNTE
Aunaratop BMecTe C NPOBOAHWKOM, OCTaBUB MHTPOAbLIOCEP B COCY[E.

9. MNpoBefuTe acnupaymnio Yepes yATNHUTENbHYO TPYOKY 60KOBOro nopTa, YTobbl yaanuTb

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



BO34YX W MHOPOAHbIe YacTuubl. o 3aBepLieHny acnupaymm NpoMoinTe 60KOBOW NopT
COOTBETCTBYHOLLUM PacTBOPOM.

MpepynpexaeHue: PyKoATKa 3anmopHOro KpaHa Ao/kKHa 6biTb YCTaHOB/IEHA B 3aKPbITOe
nonoxeHue (MNOBepHyTa B HanpaB/ieHWN pa3beMa UHTPOAblOCEPa), YTOObI NPeaoTBPaTUTD
HeXenaTte/ibHyH NoTepr KPOBMU.

10. ByibTe OCTOPOXXHbI NPU BBEAEHUW M U3B/IEYEHUN COOTBETCTBYHOLLMUX YCTPONCTB
(NpOBOAHMKOB, KaTETEPOB 1 T.4.) Yepe3 rmapodunbHblil nHTpoastocep PAK Hydrophillic
MprmeyaHne: Bo BpeMs BBeAeHUS, YCTAHOBKN W U3B/EYEHNS YCTPOMCTB yaepXuBanTe
MHTPOAbIOCEP Ha OAHOM MecTe. Bcerga mMea/ieHHO NpoaBuralite yCTpoONCTBa Yepe3 MHTPOAbLOCEP
Mpw 3aMeHe N U3BNeYEHUN.

11. N3BBNEYEHWE: NHTpoabtocep HEO6X0AMMO M3B/eYb B TedyeHne 24 yacoB. Heo6xoanMmo
HaXXMMaTb Ha COCYJ Haj MEeCTOM MYHKLUUW BO BPEMSA MEAJ/IEHHOr0 U3BNEYEHUA UHTPOLbLIOCEPA.
MpumeyaHue: Mepep N3BAeYEHNEM UHTPOAbIOCEPA 06Pa30BaBLUMNIACA HA ero KOHUYMKe (GUOpuH
MOXHO acnupupoBaTtb 4Yepe3 60KOBYH TPYOKYy.

12. YTUAn3npyinTe NHTPOALIOCEP HaAexXallum 06pasom.

OCHOBHBbIE #YHKUWMOHAJIbBHBIE XAPAKTEPUCTUKW N3AENNA:

Tabnmua 3.1. CrneyndmKaumm aKcnIyaTauMOHHbIX XapaKTepUCTMK

XAPAKTEPUCTUKA

WHTpoabtocep, BHYTPEHHWIA
AnamveTp (1D)

BHeLuHwnin gnameTp (OD)
VHTpoabtocep, adeKTMBHasA
ANnHa

[wvnatartop, BHELUHWIA
Anametp (OD)

[wvnatatop, BHYTPeHHUI
ounameTp (1D)

[OvnataTop. athheKTnBHasA
ANMHa

Ounatartop, onnHa
KOHYCHOIO CY>eHWs
Junatatop, reomeTpus
CY>KEHUA AUCTa/IbHOTO KOHLA
[Jwnnaratop,macca
WHTpoabtocep ¢
TPEXXOL0BbIM KPaHNKOM
(tonbko PAK Hydrophillic)
VcnbiTaHne npoyHocTH
pa3bema Ha paspbIB
OTcyTCTBUE YTRYEK U3
MHTpOAblOCEpa

Ycunne Ha paspbis
(MHTpOLbtOCEP U COEAMHEHME
MEXY WHTPOALIOCEPOM W
pasbeMom)

Ycunve Ha paspbis
(coegnHeHve Mexay
CTEPXXHEM UHTPOAbOCEpPa U
CerMeHTOM MapKMpPOBaHHOTO
HaKOHEYHWKaA)

Tarosasa cuna aunaraTopa,
KnanaH (Tonbko PAK
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CNEUNDPUNKALNA
4F(1,3 mm): 0.50 mm

4F (1,3 mMwm)
4F (1,3 mm): 7 cm

4F (1,3 mMm) £ 0.03 mm
4F(1.3 Mm): 0.45 Mm
4F-12.5CM

4F (1,3 mv): 5,0 Mm

Hannume KOHYCHOro Cy)keHus, OTLWANGOBAHOIO Kpasi, Kpain He
[O/MKeH 6bITb OCTapbIM, 6e3 TpeLmH, 6e3 LapanuH

<5r

<I5r

Ycunme, He06X04MMOe 4151 OTCOeAMHEHNS pasbeMa AO/HKHO
npesbiwats 2,25 yHTOB (10 H)

OrtcytcTBue yTeyek npu gasneHun 300 kla BO Bpemsi UCNbITaHWSA

MuHMManbHOE yCune Ha paspbiB - pasmepsbl oT 4 F /5 F>3,37
thyHTOB (14,99 H)

MuHMMaNbHOE YCUne Ha paspblB - pasmepsbl 4F, 5F >3,37 qyHTOB
(14,99 H)

Cneuundmkaums komnaHum «Meput Megukany»: < 2,0 yHuun (0,057
Kr)



Tabnuua 3.1. Cneun(bvkanmm akcnayaTaunoHHbIX XapaKTepUcTUK

XAPAKTEPUCTUKA

Hvdrophillic)

MpoTArneBaHMe HakOHeYHUKa
WHTPOAbIOCEPA ANAaTaTOPOM
(Tonbko PAK Hvdrophillic)
HaTtskeHne konbLa ans
(hrKcauun LLIOBHbIM
matepuanom (Tonbko PAK
Hvdrophillic)

Mopaynb BOJIOKHA
WHTPOAbIOCEPA B MOKPOM
cocTosHuM (Tonbko PAK
Hvdrophillic)

Y anvHeHve NHTpoAblocepa
MpY CKPy4MBaHUM (TONIbKO
PAK Hvdrophillic)

Yron BocCTaHOB/IEHMA Npu
CKpYyUMBaHUM MHTPOZbOCEPA
(Tonbko PAK Hvdrophillic)
Mogynb ynpyroctu
Aunaratopa npu usruoe B
cyxom Buge (tonibko PAK
Hvdrophillic)

MoKpoBHas cMa3blBaeMOCTb
(Tonbko PAK Hvdrophillic)
MokpbITHE
oxgat/npunvnadune (ToNbko
PAK Hvdrophillic)
INokKpbITaa gavHa
NHTpoabtocepa (Tonbko PAK
Hydrophillic)

Ycunve ona seefeHNs
HaKOHeUHMKa UHTpobkoCepa
(Tonbko PAK Hvdrophillic)
MpoyHOCTL CoefMHeHs -
Ob6Typatop

(Mexxay pasbeMoMm U
CTepXHEM)

VcnbiTaHne Ha BLETArVBaHMe
GOKOBOrro pykasa
VcnibiTaHne gasnieHneM Ha
yTeuKy 13 6GOKOBOro pykasa
CKOopoCTb NMOTOKa 60KOBOro
pyKaBa

MpoyHoCTL coenHeHNs
(Mexay pa3bemoM K
AMnataTopom)

3amMKOBOE COoefiMHeHMe
MeXZy AniaTaTopom u
pasbeMoM MHTPOAbOCEpa

3aMKOBOe CoeauHeHue
06Typartopa ¢ pasbeMoM
VHTpOAbIOCEpa
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CRELINOUNKALINA

Cneungmkaums komnaHmm «Meput Megukan»: < 30 yHuuii (0,850
Kr)

Cneumndmkaums komnaHum «Meput Megukan»: > 3,37 ¢yHTa (14.99
H)

Cneumndrkaumsa komnaHum «Meput Megukas»:
4F: 100 000 - 152.984 doyHT/atorim2 (7 031 - 10 756 Kr/cm2)

Cneumngukauma koMmnaHum «MepuT Megukas»:
4F:> 14,23 Mm

Cneumngukauma komnaHum «MepuT Megukan»: 90 rpasycos
MUHUMYM

Cneuundmkaumsa komnaHum «Meput Megukan»:
4F: 6,7 £ 0,50 rc (0,066+ 0.005 H)

Cneumngmkaums komnaHum «MepuT Meaukan»: < 38.2 rc (0,375 H)
B CpefiHeM npu ycunum 3axsaTa 500 rc (4,903 H)

Cneumndmkaumsa komnaHum «Meput Meamkan»: 3 HEMOKpPbITbIe
061acTi > 5 MM2 unn 1 HenokpbiTas 061acTb > 15 Mv®

Cneumndmkaumsa komnaHum «MepuT Megukany»: PaccTosiHie Mexay
KOHLIOM KOMreHcaTopa HaTshkeHNs 1 nokpbiTvem < 0,25 (0.64 cm)

4F: 1< 14899 1 (14,61 H) (CTAHZ,. OTK/. < 334 r (3,275 H))

CoO0TBeTCTBYET cneumgukalmsam, cornacHo 1ISO 11070,
MpunoxeHune C

MwuHMUMabHas NPOYHOCTL Ha U3M10M;

4F, 5F > 2,25 ¢yHT0B (10,01 1)

Cneunpukaumsa komnaHum «Meput Meaukan»: MUHAMaIbHOe
ycunve oTpbiBa >3,37 dyHTOB (14,99 H)
Cneumndmkaums komnaHum «Meput Megmkan»: He BO3HUKHET
yTeUKN uim otcoeguHeHmns <90¢yHT/aroinm2 (6.328 krc/cm2)
>600 mMn/MyH npn 200 MM pT.CT. ¢ BOAON no nco 10555-3

MWUHMManbHOEe yCune Ha paspbIiB
ans pasmepos 4 F n 5 F > 2,25 thyHtos (10,01 H)

MuHumansHoe ycunue: 4.75 ¢yHTa (21,13H)
MuHumansHoe ycunue: 4,5 dyHTa (20,02H)

MwuHumansHoe yeunue: 4,5 (20,02H)



Tabnuua 3.1. CneumpurKaLm aKCnIyaTauMoHHbIX XapaKTePUCTUK

XAPAKTEPUCTUKA

CMNELMPUKALINA

MPOBOAHWMK 0,018" (0.46 MM)

BHewHuii guameTp
AddekTrBHAA LMHA

0.46 mm (0,018™)
40 cm

MuHMMaIbHasA NPOYHOCTb
Ha paspbIB AVUCTaIbHOIO W
MPOKCUMASbHOro
COefiMHEeHMS NPOBOAHMKA (
MPOYHOCTb Ha PACTAXEHUE)

2,25 toyHTOB (FOH) MUHUMYM

MpoyHOCTL cCoeanHEHNA
CTEPXXHA 1 Cnvpan

(MPOYHOCTL Ha PacTAXeHUE)

Macca ( B uexsne)

NI NA C 9XO-Haceukoi

21G(0.8mm)

BHeluHuin gnametp:
BHyTpeHHWiI1 anameTp:
MonHasa gnviHa TpyoKn
Urbl:

MpoyHOCTL cCoeanHEHNA
TPY6KYM U1 FOMIOBKN Wbl
Ycunve Ha n3rnbé

Twn 3aTOYKN UMb
XapaKTepucTUKN oCTpUs
LiBeToBOE KOAMpPOBaHWE
LLIepoxoBaToCTb
MOBEPXHOCTM

Paguyc nputynneHuns
paboueli YacTu

Macca

BHewwHuiA guametp
DhheKTNBHASA A/INMHA

> 0,5 dyHTa (2. 22 H). MUHMMansbHOoe ycunme pacTsxeHus

<5r

0,80 Mm
0,547 mm

70 Mm

40 Mm

He MeHee 44H

TPeXrpaHHbIi

Cpe3 KOPOTKMIA nog yrnom 17+2°
no 1SO 6009

He 6onee 0,4 MKM

He 6onee 0.03 Mm
<2T.

0.46 mm (0,018”)
40 cm

MuHMMa/IbHas MPOYHOCTL
Ha paspbIB AVCT/ILHOT O 1
MPOKCVMaIbHOr0
COe/iMHEHMA NMPOBOAHMKaA (
MPOYHOCTb Ha PACTSHKEHNUE)
MpOYHOCTb COeANHEHNS
CTEPXXHSA 1 CNpan
(MPOYHOCTL Ha PacTSHKEHNUE)
Macca ( B uexne) <5br

2,25 thyHTOB ( FOH) MUHUMYM

> 0,5 ¢yHTa (2, 22 H). MHUMaIbHOE YCUne pacTsXeHus

CNEUNPNKALNN MATEPUAJIOB

HavveHoBaHve vi3oeva W JeTarm Mareprian
KoakcuaribHast napa ( UIHTPO/LHOCEP € TPEXO/I0BbIM KPaHWUKOM/TH1aTaTop).
BapuiaHT crnonHeHnss PAK Hvdrophillic

Pazbem gunararopa 4F Mo/m3TWIEH BbICOKOI M/IOTHOCTU
Kpacumerb: KpacHbIA

Tpybka gurararopa 4F INowmnponesieH
Cynbthar Gapus .
Kpacumenb: KoacHbLI

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



Pasbem uHTpoabiocepa 4F OranenveTpadropITHIEH

Tpyb6xa nutponstocepa 4F ITHREHTETPAPTOPITUIACH
I napodmuibHOe NOKpUITHE
Konbuo mis pukcauys wosHbM matepraiom 4F MonwsTunen Petrothene
Kpacutesns: kpacHbiil
Pasrpy3ounas mydra TepmonacTHYHmMA INacTOMEp,
Konnauox xnanasa NonuxapGonar
Kpacurens: kpacHuil
Knanau Cuankonosui#l kayuyk Elastosil
Cwmazka ann knanaHos CHANKOHOBAR KHIKOCTL ANS  HCNIONL3OBAHWA B
MeZHUHNE
Bokosaa Tpybxa MonuypeTaHoBas <MONa INA  MCMONL3OBAHMA B
meanunne Carbothane
Adre3ns UHAHOAKPHIOBLIH
3-x x02080H 33NOPHbIH KpaH Kopiiyc 3anopHoro kpana
Nounnxapbonar
PyxosTxa 3anopHoro kpana

Aueransias cmona Kpacurens: xpacHbili

Koanauok 3anopHoro kpana Benwii ABC-nnactuk
Hraa nposoasnkopan ¢ 3xo-Haceakol 21 G ( 0.8 mm) anunoii 40 mm, 70 Mm.
(BCE BAPHAHTH HCTIONHEHHA)

Tpybxa urnst: Hepxasetounas cTanb
OcHOBaHKE HINL: MonuxapSonar

Kpacurens (uepHuna ans nevarte): vepHblil
3awmurnas Tpybxa: MoAn3THACH HHAXOA NAOTHOCTH

TMposoannx 0,018” (0,46MM) HUTHHONOBLIH € NANNAAHEBBIM KOHMHKOM
( BCE BAPHANTL HCTIONHEHUR)
Nposonuuk  0.018" (0.46Mm) nurusonosuit ¢ | Hurhnon /Taunaandi
NANAAAHEBLIM KOHYHKOM

HnansHayaILHES YRAKOBKS
HuansnayansHas ynaKoBKa. repMeTnuno | Tyvek® 1073B /EVA/Surlyn®/EVA
3aneuaTtanHas

CTEPUIMIALIMA
Crepunuzauns stuneHokcnaoM ( 30) JlanHoe u3nenne He npeaycMarpHBacT NOBTOPHYIO
CTEPHIIN3ALIMIO NONL30BATENEM.

YINNAKOBOYHBIE MATEPHAJIBI H KOMILNEKTALIHA

B xomnnextaunio HaGopa PAK Hydrophilic Bxoaut uutpoabiocep 4F ruapodpunbhbiit ¢ 3-x
XONOBHIM KpaHukoM. npoBoaHuk 0,018 (0,46mm), urna nposoaHukosas 21 kanmnbpa ¢ Ixo-
naceuxoif, aunararop. KoMnonenTol Habopa ynaxoBbLIBAIOTCA B HHAWBUAYATbHYIO CTEPHAbHYIO
OAHOPa3OBYIO YMakoBKY H3 monustHnesa seicokoli nnotHocth (HDPE) Tyvek® 1073B.
Komnnexranus Habopa MOXET MEHATHCA B 3aBHCHMOCTH OT NOTpeGHOCTEH Bpaya B TOM WJIH HHOM
KOMIIOHEHTE, B 3aBHCHMOCTH OT KJIIHHHYECKOTO Cllyy4as.

HaGop B aHauBRAYanbHOH YNaKOBKE B KOJHYECTBE 5 IWIT. YNAKOBBIBAIOTCA B TPAHCHOPTHYIO
KopoOky u3 200 rp. xaprona Natural Kraft E-flute # MapkupyioTca B COOTBETCTBHM C
TpeGOBAHUAMH TEXHHUECKOH JOKYMEHTalHH

HHOOPMALIUSA O MAPKHPOBKE MMPOAYKTA

QopMaThl ITHKETOK H3zenuit Obinn paspabotanbl W OHOOPEHM INA OTACNbLHBIX W3AenHi,
CTEpHIILHBIX YNAKOBOK M TPAHCMOPTHOH ynakoBkH. YTBepXKIACHHAa® MapKHPOBKA HAXOAHTCS B
TEXHONIOTHYECKOM PETIaMENTe H3ACTNA.
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CuMBO/bI, paclinpoBKa CUMBOIOB, HAHECEHHbIX Ha YNaKOBKY NPOU3BOAUTENS

i J M3rotosutesnb
EC REP YNoNMHOMOYEHHBIV NpeAcTaBuTe/b B EBponeickom coobLuecTse
jwT [laTa U3roToBneHus

3anpeT Ha NoBTOPHOE MpUMEeHeHNe

1REF Howmep o Katanory
LOT Kog, napTum
ISTERILE | eo] Crepunumsauys OKCUAOM 3Tu/eHa
0n|y OcTopoxHO: ®efiepasibHbIli 3akoH CLLIA orpaHnuvBaeT Npogaxy 3aToro
U3Aennsd, TOMbKO MO 3aKasy Bpaua.
Wcnonb3osarts 0 ...
)K OcTopoXxHO! O6paTUTECh K MHCTPYKLUMMW NO NPUMEHEHUIO

He ncnonb3oBatb npn NoBpeXXaeHNN YNnakoBKU

)I( AnunporeHHo

TPAHCIOPTUPOBKA N XPAHEHUE

XpaHUTb B MPOXNafHOM, CYXOM W TeMHOM MecTe. lMpu XpaHeHUW wu3beraTb BO3MOXHOFO
BO3AEWCTBUS OpraHMYeCcKUX pacTBOPUTENEl, WOHM3MPYIOWMUX W3NYUYEHWIA, ynbTpadunoneta u
BbICOKMX TemnepaTtyp. Micnonb3oBaTh A0 4aThbl YKa3aHHOW Ha yrnakoBKe. 3aenus, n3eneyeHHble
3 TPAHCMOPTHOW YNaKOBKM, XPaHUTb B CMEAYIOLLMX YCNOBUAX OKPYXKAKOLLEA cpefbl:

I XpaHeHue Ha cKnage
MapameTp 3HayeHune
Temnepartypa oT +5°C po +27 °C
OTHOCUTENbHAA BNaXKHOCTb ot 10% po 90 % (6e3 KoHAeHcaunn)
[aBneHune 84.0 kMa- 106.7 kMa (630 - 800 Mm pT.CT.)

Ycnosus cpeapbl AN TPAHCMOPTUPOBKM

MapameTp 3HauveHune

TemnepaTypa 0T -35°C pgo +55 °C

OTHOCKTENbHAA BNAXHOCTb ot 10% po 90 % (6e3 kKoHAeHcaLun)
[aBneHune 84.0 kMa - 106.7 kMa (630 - 800 mm pT.CT.)

Ycnosusa npuMeHeHns

[vnana3oH TemnepaTtyp He npesbillaet +25®C

1'emnepaTypa Ucnosb30BaHUsA - Temnepatypa Tena ot 32°C go 42°C
BnaxHocTb 100% ( NpsMOl KOHTAKT C KPOBbHO))

ATmocepHoe gaBneHune 86-106 kla
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CPOKropgHocTH
CTtepunbHoro usgenus - 36 mecsues ( 3 roga)

YTUNN3ALNA

Bo n3bexaHne BOZHUKHOBEHWS PUCKOB A/15 3[0POBbs NPW YTUNMU3ALUM MEANLUHCKNX U3AENNiA,
a TaK)Xe BO3HUKHOBEHUS PUCKOB A/ OKpYXKatoLleli cpefibl, CBS3aHHbIX C YTUNU3aLMel
MeAULMHCKNX N3aennii, nepcoHan AonXeH yTunnanposaTb M no npoToKony, NPUHATOMY B
OT/IENbHO B3STOM YUpeXAeHUN.

MegnunHckoe unsgenne Cuctema ANS YPECKOXHOro MuHu-goctyna Merit PAK, B Habopax,
BapunaHTbl ucnonHeHuns: PAK, PAK Stiffened, PAK Hydrophillic B cootBetcTBun ¢ CanlnHom
2.1.7.2790-1 0 oTHOCATCA K Knaccy B (3nnaemMnonormyeckmn onacHble 0TXo4bl) MHGULUPOBAHHbIE
N NOTEHUNANbHO MHDULMPOBAHHBIE OTXOAbI.

MPEAYTMPEXAEHWE O 3AMPETE NMOBTOPHOIO NCIMO/Ib3OBAHUA

TonbkKo [Ans OofHOro nauueHTa. He wcnonb3yiiTe NOBTOPHO, He nepepabaTbiBaiiTe U He
CTepunn3yinTe MoBTOPHO. [OBTOPHOE WCMO/b30BaHME, MOBTOPHas 06paboTka WM NOBTOPHas
cTepunm3aymsa MOryT HapylWTb CTPYKTYPHYK LENOCTHOCTb YCTPOMCTBA M / UAX NPUBECTU K
BbIXOAY W3[eNns u3 CTPOfA, 4TO, B CBOK OYepedb, MOXEeT MPMBECTW K TpaBMe MauueHTa,
3abonesaHunio unm cmeptu. NMoOBTOPHOE UCMNO/b30BaHWe, NOBTOPHAaA 06paboTKa MAM MOBTOPHAS
cTepunn3aLmsa MOryT TakxXe CO3JaBaTb PUCK 3arpA3HeHNs n3Lenns u/ unm Bbi3biBaTb UH(EKLUIO
NN NepeKpPecTHOe 3apaXKeHue MnauueHTa, BK/OYas, HO HEe OrpaHuMYmMBascCb 3TUM, Mepegavy
NHPeKLMOHHOro 3abonesaHns (3aboneBaHnii) OT OAHOro nauueHta gpyromy. KoHTaMuHauus
N3[ennsa MOXeT NMPUBECTU K TpaBMe, 60/1€3HN UM CMEepPTU NauueHTa.

FTAPAHTUIHbLIE OBA3ATE/ILCTBA

OrpaHn4yeHHada rapaHTUAa KU 0TKas OT 0TBeTe ! BEHHOCTU

Komnanns «Meput Megukan Cucteme, WHK» rapaHTMpyeT COOTBETCTBME MPOAYKLMU
crneungmkaunsaMm BO Bpems OTrpys3ku [llokynatento M OTCYTCTBME Ae(DeKTOB maTepuanos W
N3roTOB/IEHNA B TeYeHWe Mepuofa, YKa3aHHOr0 B MWUCbMEHHOW OrpaHWYeHHON rapaHTum,
npunaraemol OTAeNbHO K KXKA0MY 13aenunto. FapaHTUiiHbIA CPOK XpaHeHUst 3aennsa cocTaBnseT
3 roga. 3ta rapaHTUs He pacnpocTpaHAeTca Ha NPoAYKLUUIO, KoTopas 6bina: (i) mogndguumposaHa,
M3MeHeHa, MOABEPrHyTa PEMOHTY, BOCCTAHOBMEHMIO, NepepaboTKe WAM WU3MEHEHWSM [pYyrol
KomnaHuen, nommmo «Meput Megukan Cucteme, VHK»; (ii) ncnonb3oBaHa He N0 Ha3Ha4YeHUo,
noaBeprHyTa HenpaBUNbHOMY 06palleHn0, MOBTOPHOMY WCMNOMb30BAHWIO WAM MOBTOPHOWA
cTepunmsaumy, nocTpajgana B pe3ynbTate HeCYaCTHOro Cny4yas, HapyweHus npasus
aKcnayartaumm, XanaTHOCTU WAM MOCTOPOHHEro BmellaTenscTsa; (iii) nospexaeHa B pe3ysibTaTe
(hM3MYecKoro, MNPUPOAHOI0 WU 3NEKTPUYECKOr0 BO3AENCTBMA, a TakKKe C W3MEHEHHbIM,
NOBPEXAEHHbIM U/IN yAaNeHHbIM CepuiiHbIM HOMepoM; (iv) MCNonb3oBaHa B COMeTaHWUK C N06bIM
apyrum unsgenvem; (V) Mcnosib3oBaHa He B COOTBETCTBMU C YKa3aHUAMWU MO NPUMEHEHUIO, YTO
YCTAHOB/IEHO YMNO/IHOMOYEHHON OpraHusaumeli, ncnosb3oBaHa He B COOTBETCTBMU C 061acTbio
NPYMeHEeHNs, yKazaHHON B crieyudukalmm, Uam B yCnoBusaX, He Npea>CMOTPEHHbIX NS 4aHHOTO
BMAa nsgenunin. Jlrobble TeEXHUYECKME PEKOMeHAauuMn OT UMeHU KomnaHunm «MepuT Megukan
Cucteme, NHK» npepocTaBnsatoTca 6e3 0653aTenbCTB WAM KOMMeHcaunn, KomnaHuma «Meput
Megukan Cwucteme, WMHK» He TMpuUHUMaeT Ha ceba Kakux-nnbo 0653aTenbCTB UK
OTBETCTBEHHOCTWU, BCE NOAOGHbIE peKOMEHAALUN AAKOTCA U MPUHUMAKOTCA NOJL OTBETCTBEHHOCTb
Mokynatensa. 3A WCKAKOYEHWMEM BbILUWEYKA3AHHbLIX CNYYAEB, KOMMAHWA
«Meput Megukan Cucteme, WHk» HE OAET 3ABEPEHWN VNN TAPAHTWW NHOBOrO
POOA B OTHOWEHMWM MrPOAYKUNN, KAK ABHO BbIPAXEHHbBIX. TAK WU
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NMOAPA3IYMEBAEMBIX, MMOKVYIIATE/NIO, KOHEYHOMY ITOTPEBUTEJIIO, TPETbUM
JIMLAM. «<Meput Meaukan Cucreme, Uy OTKJIOHAET K UCKJIOYAET JIIOBBIE Y1 BCE
BBIPAXXEHHBIE, [MOAPA3YMEBAEMBIE 41 3AKOHOJZIATEJIBHO
[MPEAYCMOTPEHHBIE T'APAHTHHU, BKJIOYASI TAPAHTUM OT HAPVILEHUS U
[MOJIPA3YMEBAEMBIE TAPAHTHH TOBAPHOI'O KAYECTBA UJIU ITPUT'OAHOCTH.

OI'PAHHYEHHE OTBETCTBEHHOCTH

HU IMPU KAKHUX OBCTOSTEJBCTBAX KOMIAHUS «MEPUT» HE HECET
OTBETCTBEHHOCTb IMEPE]] 3AKA3YMKOM WJIM JIIOBbIM JIPYTUM ®HU3UUECKUM
WM  OPMMYECKUM  JIMLIOM  3A  IUTPAGHBIE, CIELMAJILHBIE,
HETPE/IHAMEPEHHBIE WM MPEACKA3VEMBIE KOCBEHHBIE VYBBITKY,
[MOHECEHHBIE BCJEACTBUE YTPATBl PEIYTALMM, HEAOIOJIYYEHHOH
[PUBBIIA OT TIEPENPOJAXH, IPUOCTAHOBKU PABOTBHI, TOBPEXAEHUA
MPOAYKLIUM, ITOPUU APYT O MPOAYKLIMUA UM UHBIX MTPUYUUH, BY/Ib TO UCKU
BCJIEJICTBUE HEUCIIOJIHEHUA KOHTPAKTHBIX OBS3ATEJILCTB, TPAXTAHCKUX
[MPABOHAPVIIEHWUI U T.J., BOSHUKAIOIIMX B PE3VJLTATE HAPVYLUIEHUA
[MOJIOXKEHU TAPAHTUH, JIOTOBOPA, 3AJIEPXXKH, XAJIATHOCTH, BE3YCJIOBHOH
OTBETCTBEHHOCTHU MU UHAVYE.

PEKJIAMAILINS

Opranuzanud, MpHHUMAIoLLAas Ha TeppuTOpHH Poccuifckoit Peaepauun npeTeH3un ot
norpeGHTENA NO KAYECTBY MPOAYKTa:

O0mecTeo ¢ orpaHmueHHol orTBeTcTBeHHOCTBHIO «Meput TekHonomkue» (OO0 «Mepur
Texronomxuc»), OI'PH 1117746679533, UHH 7705960130

Opuanueckuii aapec: PO, 119017, ropoa Mockea, 1-wit Kasaunit nepeynok a. 7. otax 1. xoM. 6
Ten/daxe: +7 (495) 221-89-02
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Poccuiickas depepauus
Mopog Mocksa

[leBSTOro Mons aBe ThicAYN ABaALATOrO roga

A, Akumos I'ne6 bopucosuy, HOTapuyc ropoga Mocksbl, CBUAETENLCTBYH NOAAMHHOCTb NOANUCK
nepesofuvka NaHkosa AHApes BuKTOpoBmya.
Moanwuck caenaHa B MOEM NPUCY TCTBUN.

JINYHOCTb NofnucaBsLLUEero JOKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo B peecTpe: Ne 77/09~H/77-2020-
B3bICKaHO rocyaapcTBeHHON nonnuHbl (Mo Tapudy): 100 pyo.
YnnaueHo 3MBLL a”*e ycnyr NpaBoBOro 1 TexHWYecKoro xapakTepa: 300 pyo.

'b. AKumoB

/lomapuyc
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