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Manufactured by:

Merit Medical Systems, Inc.
1600 West Merit Parkway South Jordan, Utah, 84095, USA

The place of production of the medical device
1) Merit Medical Systems, Ine.

1600 West Merit Parkway

South Jordan, Utah, 84095, USA

2) Merit Maguiladora Mexico, S. DE R.L. DE C.V., Avenida Sor Juana Ines de la Cruz
19970 Interior B, Edificio 2, Parque Industrial Frontera Tijuana, Baja California, MEXICO 22630

3) Merit Medical Systems, Inc.

14646 Kirby Drive Houston, TX 77047

The authorized representative ofthe manufacturer on the territory ofthe Russian Federation:
"Merit technologies”

Ofthe Russian Federation, 115054, Moscow Bakhrushina street 32, building 1
phone: +7 (495) 221-89-02
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1. DEVICE DESCRIPTION

Kits of The ReSolve Biliary Locking Drainage Catheter designed for biliary drainage, namely
procedures in order to ensure drainage of the clogged biliary system through the biliary drainage
catheter placed through the skin into the bile duct.

The products are designed for use in clinics, hospitals and other medical institutions.

Kits of The ReSolve Biliary Locking Drainage Catheter is packaged with the following
components:

1) Kit ofthe ReSolve RBC Biliary Locking Drainage Catheter, the catheter diameter
8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40 cm,
consisting of:

- RBC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
- The metal cannula -1 pc
- Flexible cannula- 1pc
Repositioning Tool - 1pc
Pigtail Straightener - 1pc
Deadend cap -1 pc.

2) Kit ofthe ReSolve RBDC Biliary Locking Drainage Catheter, the catheter
diameter 85 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40
cm, consisting of:

- RBC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
- The metal cannula -1 pc
- Flexible cannula- 1pc
Repositioning Tool - 1pc
- Pigtail Straightener - 1pc
Deadend cap -1 pc.

3) Kit ofthe ReSolve RBC Biliary Locking Drainage Catheter Plus, the catheter
diameter 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40
cm, consisting of:

- RBC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
- The metal cannula -1 pc
- Flexible cannula- 1pc
Repositioning Tool - 1pc
- Pigtail Straightener - 1pc
Deadend cap -1 pc.
Revolution catheter securement device - 1pc

4) Kit of the ReSolve RBDC Biliary Locking Drainage Catheter Plus, the catheter
diameter 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40
cm, consisting of:

- RBDC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
The metal cannula -1 pc
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- Flexible cannula - 1pc

Repositioning Tool - 1pc

Pigtail Stralghtener - 1pc

Deadend cap -1 pc.

StayFix catheter securement device 1pc

5) Kit of the ReSolve RBC Biliary Locking Drainage Catheter Plus, the catheter
diameter 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40
cm, consisting of;

- RBC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
- The metal cannula - 1pc
- Flexible cannula- 1pc
- Repositioning Tool - 1pc
- Pigtail Straightener - 1pc
Deadend cap -1 pc.
StayFix catheter securement device - 1pc

6) Kit ofthe ReSolve RBDC Biliary Loeking Drainage Catheter Plus, the catheter
diameter 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); length 40
cm, consisting of:

- RBDC catheter ReSolve Biliary Locking Drainage Catheter of the "pigtail”
(pigtail) with hydrophilic coating- 1 pc
- The metal cannula - 1pc
- Flexible cannula - 1pc
Repositioning Tool - 1pc
Pigtail Straightener - 1pc
Deadend cap -1 pc.
Revolution catheter securement device - 1pc

The ReSolve Biliary Locking Drainage Catheter is made of single lumen tubing with 17 or 18
drainage holes depending on French size with one of the drainage holes also serving as a suture
hole. The catheter is available in 8.5, 10, 12 and 14 French sizes with depth markers placed every
centimeter beginning one (1) cm from the distal catheter tip and ending at the hub. The 8.5 and 10
French catheter configurations have 17 drainage holes and the 12 and 14 French configurations
have 18 drainage holes as the latter have larger shaft diameters that allows for an additional
drainage hole. The RBC (long) configuration has a lesion gap (distance between the proximal
pigtail and the distal shaft hole) of 5cm. The RBDC (standard) has a lesion gap of 2 cm. This
provides two (2) possible options of drainage hole configurations for the clinician to choose from
based on patient anatomy. Both RBC and RBDC configurations are offered in the same French
sizes (8.5, 10, 12, and 14) with a standard 40 cm working length.

A single radiopaque marker band is located adjacent to the most proximal drainage hole and helps
in accurate placement of the drainage holes within the biliary duct under direct fluoroscopic
guidance.
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Figure 1- RESOLVE BILIARY CATHETER

In all sets, biliary drainage catheters ReSolve includes the following auxiliary components: a metal
cannula; a flexible cannula; the device repositioning (Repositioning Tool) to unlock the locking
mechanism biliary drainage catheters; rectifier loop of the "pigtail" (Pigtail Straightener), to
facilitate the introduction ofthe rigidity of the cannula, and end cap (Deadend cap) (see figure 1)

Sets, biliary drainage catheters ReSolve can Include the locking device ofthe catheter or Revolution

StayFix designed to secure the catheter and prevent movement and accidental removal of the
catheter.

The fixing deviee Revolution catheter includes a filament for stabilizing and securing the catheter
in place while leaving the injection site open, and has a special cover to provide additional
protection against ingress of water (see figure 2,3).

Figure 2 - StayFix
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Figure 3 - Revolution

2. INTENDED USE / INDICATIONS FOR USE. CONTRAINDICATIONS.

Indications:
The ReSolve Biliary Drainage Catheter with locking pigtail and hydrophilic coating is used for
drainage of bile within the biliary system.

Contraindications:

The ReSolve Biliary Drainage Catheter is contraindicated for use where percutaneous biliary
drainage catheterization is unacceptable. The ReSolve Biliary Drainage Catheter is contraindicated
for intravascular use.

Cautions:

Where long-term use is indicated, it is recommended that indwelling time not exceed 90 days. This
catheter should be evaluated by the physician on or before 90 days post-placement. To maximize
the advantages of the hydrophilic coating on the surface of the distal portion of the catheter, wet
the catheter prior to use with sterile water or saline. Keep catheter wet during placement.

Warnin2s:

* RX Only Caution: Federal Law (USA) restricts this device to sale by or on the order of a
physician.

* Contents of unopened, undamaged package are sterile and non-pyrogenic

« This device is intended for single use only

» DO NOT wipe catheter with dry gauze or any solvents because it may damage the catheter coating
* DO NOT over tighten the connection between the drainage catheter and drainage tubing or dead
end cap e If using alcohol to clean the catheter hub, allow sufficient time for alcohol to dry before
connecting the drainage tubing or dead end cap

» Do not modify the catheter as modification may damage the catheter REUSE PRECAUTION
STATEMENT For single patient use only. Do not reuse, reprocess or resterilize. Reuse,

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



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.

Potential Complications;
* Hemobilia

» Cholangitis

* Pancreatitis

* Pneumothorax

* Hemothorax

* Bilithorax

* Sepsis

* Biloma

* Fever

« Catheter leak

« Catheter occlusion

« Catheter dislodgement

» Hemorrhage

* Bile peritonitis

« Skin Infection

« Perforation ofthe bile ducts, liver and/or duodenum

Stay Fix

INTENDED USE

The StayFIX Fixation Device is intended to secure non-vascular catheters and tubes.
INDICATIONS FOR USE The StayFIX Fixation Device is indicated to adhere to the skin and
secure a percutaneous non-vascular catheter or tube to help minimize movement and/or accidental
removal.

Contraindications
* Use on patients with known tape or adhesive allergies
* Use with vascular catheters

RESTRICTED DEVICE
Rx Only: Caution: Federal (U.S.A.) law restricts this device to sale by or on the order ofa physician
trained and/or experienced in the use of this device.

Precautions:

» Read manufacturer’s instructions prior to use.

* Contents are sterile.

* Do not use if packaging is opened, damaged, or broken.

 For single patient use only. Do not reuse, reprocess, or resterilize. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the deviee 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 cross-
infection, 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 ofthe patient.
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* Do not use after expiration date.

» Store in a cool, dry place.

* After seven (7) days (sooner if the fixation device becomes loose for any reason) remove the old
StayFIX Fixation Device and replace with a new StayFIX Fixation Device

.*» When removing the old StayFIX Fixation Device, use care not to move or accidentally pull out
catheter or tube.

REVOLUTION
Catheter securement device

INDICATIONS FOR USE: The Revolution catheter securement device is designed to secure a non-
vascular catheter placed in a patient to help minimize catheter movement and accidental removal.

CONTRAINDICATIONS:
The Revolution catheter securement device is not intended to be used on vascular catheters.

CAUTIONS:

* Read instructions prior to use.

* Rx Only - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.
» Contents of unopened, undamaged package are sterile.

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 cross-infection, including, but not limited to, the transmission of
infectious disease(s) from one patient to another. Contamination of the device may lead to injury,
iliness or death of the patient.

3. Classiflcation

Class Ilb
Rule 8
According to Annex Il of the Medical Device Directive 93/42/EEC

4. Sterilization Method

Merit Medical Systems, Inc. utilizes Ethylene Oxide (EO) sterilization for all ReSolve
product configurations. The EO sterilization cycle is validated in accordance to the requirements
of The European International Standard 1SO 11135. Annual re-validation occurs assessing a worst-
case reference load based on density and boxing configuration, which allows routine sterilization
of a mixed-pallet load. Merit’s products meet ISO 10993-7 requirements for ethylene oxide
sterilization residuals.

The protoeols and reports validating the sterilization process are maintained in Merit’s
Document Control system and are referenced on Merit’s Sterilization Summary (Table 942).

This device is not intended to be re-sterilized by the user.
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ReSolve Catheter product is less complicated than a standard process challenge device (PCD)
that represents a worst case configuration and is readily adopted into Merit’s validated sterilization
cycle.

Revolution and StayFix or are sterilized using gamma radiation and have passed the validation
process. Validation was performed according to EN 1SO 11137-2 - Sterilization of health care
products. Exposure. Part 2. Establishing a sterilizing dose. On the basis of this check the minimum
dosage for sterilization is 25 kGy.

The standard was verified dosages and verification of bioburden in accordance with EN 1SO 11137-
2 to verify that the dose for sterilization continues to achieve the desired SAL (10'").

5. DEVICE SPECIFICATIONS

5.1 ReSolve Biliary Locking Drainage Catheter pigtail

Characteristic 85F 10F 12F 14 F
0,112” £ 0,131 £ 0,158” £ 0,184” £
0,002” 0,002~ 0,002~ 0,002”
(284 mm=+ (333mm+ (401 mmt (4,67mmz
Catheter OD 0,051 mm) 0,051 mm) 0,051 mm) 0,051 mm)
Catheter ID 0,070” 0,089” £ 0,106” £ 0,118” +
0,073” 0,002” 0,002” 0,002”
(1,78mm (2,26 mm (2,69 mm (3 mm
1,85 mm) 0,051 mm) +0,051 mm) +0,051 mm)
Catheter working Length (cm) 40+1 40+1 40+1 40+1
The distance between the loop-lock
type pigtail (pigtail) and the hole of
el s 103 505 05 v 03 s S
(RBC) o (RBC) o (RBC) o (RBC) o
Pigtail Loop Size (cm) 2,54%0,1 2,5410,1 2,794+0,1 3,175+0,1
The return of  The return of The return of  The return of
the tip ofthe  thetip ofthe thetip ofthe  thetip ofthe

tendril to the
stem no more
than 30
seconds after
the complete
straightening

tendril to the
stem no more
than 30
seconds after
the complete
straightening

tendril to the
stem no more
than 30
seconds after
the complete
straightening

tendril to the
stem no more
than 30
seconds after
the complete
straightening

ofthe ofthe ofthe ofthe

catheter. catheter. catheter. catheter.
Number of Drainage Holes 17 17 18 18
Distance between handles depth
(cm) 140,05 1+0,05 140,05 1+0,05
The distance between the loop-lock
type pigtail (pigtail) and a  14+0,5 14+£0,5 14+0,5 14 +£0,5
radiopaque marker band (cm)
The strength of the thread Not less than 6 N (1,371 Ib)
Suture Latch (Rotary cap to hub) Not less than ION (2.25 Ibs)
The hardness of the catheter along
the Shore 100A+0,5A
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Characteristic
Strength of the thread in a simple
knot
Strength of thread fastening
Radiographic visibility

The tensile strength of the catheter

The tensile strength of the
connection, "'catheter-tip"'

The flow rate of the fluid

Compatibility guidewire

Weight of the product

Compatibility connection, Luer-
type

A cone-shaped tip

Safety of magnetic resonance
imaging (MRI)

Surface

Outer diameter connection, Luer-
type

The inner diameter of the
connection, Luer-type

The taper connection of Luer-type

Dimensions Repositioning Tool
(length Xwidth x height)
Length Pigtail Straightener

Outer diameter Pigtail
Straightener

The inner diameter Pigtail
Straightener

Length Dead end eap

Outer diameter Dead end cap
Inner diameter Dead end cap

5.2 Metal Stiffening Cannula

Characteristic
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85F 10F 12 F 14 F
Not less than ION (2.25 Ibs)
Not less than 10 N (2.25 Ibs)

The catheter should be viewed under fluoroscopy

Not less than 40 N (9.0 Ibs)

Not less than 6.5 N (1.48 Ibs)

At least 5 CC /min.

guidewire 0of 0.038 inches (0.97 mm) with an installed
cannula needs to pass through the entire structure in the
Assembly.

6,5+ 2g 7,0+2g 72+2g 8,4+ 2g

The hub of the catheter must be compatible with swivel
and fixed adapters items covered by type (hemostatic
valves, Luer lock connection, syringes, catheter valves,
etc.).

At the distal end of the tip should be tapered.

The catheter should not interfere with the MRI.

On the outer surface should not be technology and
surface defects. This surface should be minimally
traumatic to the vessel during use.

6,60 mm+ 0,5 mm

40mm= 05 mm

6%

(50 mm X 12 mmx 25 mm) £ 3 mm

100mm+5 mm

6 mm + 2 mm

4mm=2 mm

13 mm+ 2 mm

I mmz+=2 mm
gmm+2 mm

85F 10F 12F 14 F
10



Cannula Size
Cannula OD

Cannula ID

Exposed Length

Joint Strength

Fracture strength

Rockwell hardness

Roughness Ra

Allowable angle of deflection,
without compromising the
integrity

Surface

Weight

18 15 14 13
0,072” + ” 0,095” +
0,050” + 0,0005” obogglﬂi 0,001
0,0005” (1,83 @ ’11 mm (2,41
(1,27 mm mm=0,013 +0 ’013 mm mm=0,013
0,013 mm) mm) - mm
0.033” + 0,054” + 0,063” + 0,071” +
0,0005” 0,0005” 0,0005” 0,0005”
0,84 mm = (1,372 mm % (1,60 mm (1,80 mm
0,013 mm) 0,013 mm) 0,013 mm)  +0,013 mm)
19,452” 19,442” 19,362” 19,342”
+ 0,0395” + 0,0395” + 0,0395” + 0,0395”
(494 mm+l  (493,8 mm=l (491,8 mm+l (491,2 mmzl
mm) mm) mm) mm)

Not less than 10 N (2.25 Ibs)
Not less than ION (2.25 Ibs)
53-55 HRC
<0,4 urn

15«+ 1»

On the outer surface should not be technology and surface

5.3 Flexible (Plastic) Stiffening Cannula

Characteristic
Cannula OD

Cannula ID

Exposed Length

The tensile strength of the
connection with the hub
(strength  of fixing the
connector of a flexible cannula
with a tube of a flexible
cannula)
Tensile strength

Allowable angle of deflection,
without compromising the
integrity
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defeets.
2,05+ 1¢ 2,7+ 19 3,5t 1g 5,05+ 1¢
8.5F 10F 12F 14F
0,052” 0,068~ 0,080” 0,091
+ 0,002 + 0,002 + 0,002 + 0,002
(1,32 mm (1,73 mm (2,03 mm (2,31 mm
+0,05 mm) +0,05 mm) +0,05 mm) +0,05 mm)
0,040~ 0,051~ 0,063” 0,071”
+ 0,002 + 0,002 + 0,002 + 0,002
(1,02 MV (1,3 mm (1,6 mm (1,8 mm
10,05 mm) 0,05 mm) +0,05 mm) 0,05 mm)
19,295 19,285” 19,205~ 19,185”
+ 0,0395” + 0,0395” + 0,0395” + 0,0395”
(490 mm=+l  (489,8 mmzl (487,8 mmzl (487,3 mmzl
mm) mm) mm) mm)

Not less than 10 N (2.25 Ibs)

Not less than 10N (2.25 Ibs)

15°+ ¥

1



Characteristic 85F

10F 12F 14F

Surface On the outer surface should not be technology and surface
defects.
Weight 1,3t 1g 15+ 1g 15+ 1g 1,7+ 1g
5.4 StayFix
StayFix Small Large
Total area, cn™ 120 £2 120+2
The area of the adhesive layer, cm2 88+2 90+£2
The peel force of the adhesive layer Not less than 2N Not less than 2N
m;r/r(ljrocollmd bandage (length x width) in (60 X50) + 5 (60 X50) % 5
Weight 62+05¢ 6.2+0.5 g
catheter compatibility For fixing the catheter For  fixing  the
outer diameter of 5F- catheter outside
14F (1,67 mm - 4.67 diameter  12F-22F

5.5 Revolution

Total area, cm2

The area of the adhesive layer, cm2

The outer diameter of the protective rings,
mm

The inner diameter of the protective rings,
mm

The maximum diameter of the lid, mm
Weight

Locking thread (length x width x height)
in mm

The ratchet (length x width x height) in
mm

Force of separation thread

The peel force of the adhesive layer
catheter compatibility
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mm) (4,0 mm - 7.3 mm)

111 +2
95 +2
67 +5

40 £5

70 +2
199+05¢
(12x 12x4)+2
(60x30x5) £2
Not less than 5H
Not less than 2H

For fixing the catheter outer diameter of 6F-
24F (2,0 mm - 8.0 mm)
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5.6 Requirements for packaging products (main characteristics) that is subjected to finish

sterilization.

5.
The width of the package, mm

The Length of the package, mm
The width of the adhesive layer, mm

The strength of the adhesive layer on the gap

The density of packing material

The tensile strength in the longitudinal direction
The tensile strength in the transverse direction
Bursting strength

5.6.2 StayFix
The width of the package, mm

The Length of the package, mm
The width of the adhesive layer, mm

The strength of the adhesive layer on the gap
The density of packing material
The tensile strength in the longitudinal direction

The tensile strength in the transverse direction
Bursting strength

5.6.3 Revolution
The width of the package, mm

The Length of the package, mm

The width of the adhesive layer, mm

The strength of the adhesive layer on the gap
The density of packing material

The tensile strength in the longitudinal direction
The tensile strength in the transverse direction
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133 mm £ 5

606 mm+ 5

8.0+ 0.5 mm

>1 1bf(4.45 N)
092 +0.05g/cm3
> 0.7kN/cm2

> 0.9kN/cm2

> 650 kPa

143 + 3 mm

198 £ 3 mm

7.3+ 0.5 mm

>1 Ibf(4.45 N)
0.92+0.05g/cm3
>0.7kN/cm2

>0.9kN/cm2
> 650 kPa

140 £3 mm

215+ 3 mm
9.0+0.5 mm

>1 1bf(4.45 N)
0.92+0.05g/cm3

> 0.7kN/cm2
> 0.9 kN /cm2
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Bursting strength

> 650 kPa

6. MATEmMALS OF CONSTRUCTION

Component

Drainage Catheter
Hub

Rotary Cap

Rotary Cam Lock

Catheter shaft, all sizes

Material Description

Polyester polycarbonate blend Xenoy HX5600HP

Dye - solid fraction Xenoy EXN X5600HP titanium oxide,
color: bright white, eode classification Pantone 11-0601
Tex

Polyester polycarbonate blend Xenoy HX5600HP

Dye - solid fraction Xenoy EXN X5600HP titanium oxide,
eolor: bright white, code classification Pantone 11-0601
Tex

Medium viscosity acetal homopolymer Delrin® 500P NCO10
POM DuPont ™ (For 8,5F diameter)

Pigment - titanium solid fraction Xenoy EXN X5600HP
oxide Colorant - the particulate aluminum oxide, color:
green, classifieation 354S code Pantone

Medium viscosity acetal homopolymer Delrin® 500P NCO 10
POM DuPont ™ (For IOF diameter)

Colorant - the solid fraction Xenoy EXN X5600HP oxide
Colorant - alumina powder color: Purple, classification 272S
code Pantone

Medium viscosity acetal homopolymer Delrin® 500P NCOI 0
POM DuPont ™ (For 12F diameter)

Colorant - the solid fraction Xenoy EXN X5600HP oxide
Pigment - Aluminum oxide powder

Color: Yellow, Pantone 109C classification code

Medium viscosity acetal homopolymer Delrin® 500°P NCO 10
POM DuPont ™ (14F to diameter)

Pigment - titanium oxide solid fraction Xenoy EXN
X5600HP, Pigment - Aluminum oxide powder

Color: Orange, on the classification of Pantone code 021S
Red ink INK-PG Pad TYPE UV 2002 ICT Trans Tech
Color: Red, Classification Pantone code 485S (for 12F
diameter)

White ink INK-PG Pad TYPE UV 2002 ICT Trans Tech
Color: white, code classification Pantone WHITE C (for 6,5F
diameter - IOF, 14F)

The hydrophilic urethane ester-based HydroMed D640
thermoplastic polyurethane elastomer (TA) Pellethane 2363
80AE + 25% barium sulfate (BaS04)

Catheter Shaft Tip Plug (8.5F thermoplastic polyurethane elastomer (TA) Pellethane Shore

RBC and RBC/MB sizes only)
Marker Band
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65D, RO20%
Platinum 92% / 8% iridium
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Depth Markings

Lubricants

Pigtail Straightener

Suture Assembly
Suture
Latch Seal

Ferrule Crimp

Suture Latch

Repositioning Tool

Cap

Metal Cannula
Hub
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Black ink INK-PG Pad PLTI5 ICT Trans Tech. Color; black,
code classification Pantone Black C

Highly fluoro-silicone grease lubrication MED-6731,
Polydimethysiloxane liquid lubricant DOW CORNING®
360 Medical Fluid, 12500 CST.

polypropylene 5317

Pigment - titanium oxide solid fraction PP MEVOPUR®
Clariant

Color: light blue, according to Pantone classification code
13-4804 TPX

polyamide 6 monofilament, 3/0
Silicone Brand EXEMPT Parker Seal

stainless steel alloy

AISI 304 (composition: C -0,08%, Mn - 2,0%, Si - 1,0%, Cr
- 18,0/ 20,0%, Ni - 8,0/ 10,5%, Fe - 70.92-66.42%) /

AISI 316 (Composition: C - 0,08%, Mn - 2,0%, Si-1,0%, Cr
-16,0/18,0%, Ni -10,0 / 14,0%, Mo - 2.0-3.0 %, Fe - 68.92-
61.92%)

Polyester polycarbonate blend Xenoy HX5600HP

Dye - solids fraction of titanium oxide Xenoy EXN
X5600HP

The ratio of dye is not more than 6.25%

Color: bright white, code classification Pantone 11-0601
TEeX

Red ink INK-PG Pad TYPE UV 2002 ICT Trans Tech
Color: Red, Classification Pantone code 485S

polycarbonate CALIBER™ mrad™ 2081
Pigment - titanium oxide solid fraction A32329C PolyOne

™™

Color: bright white, code classification Pantone 11-0601
Tex

Red ink INK-PG Pad TYPE UV 2002 ICT Trans Tech
Color: Red, Classification Pantone code 485S

Thermoplastic copolymer Lustran® 248 NR Color; white,
code classification Pantone White

polycarbonateCALIBER™ mrad™ 2081

Dye - 10200442 TRANS granules BLUE PolyOne

Color: blue, Pantone 3005U Classification code (for 8,5F
diameter)

Dye - 10050274 TRANS beads PURPLE PolyOne ™

Color: lilac, classification code Pantone 15-3817 (IOF to
diameter)

Dye - polycarbonate granules PC 2081-15 Caliber  Mrad
™

Color: Yellow, Pantone 109C classification code (for 12F
diameter)
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Cannula

Coating
Flexible Stiffening Cannula
Non-Swivel Nut

extruded tube
hub

Revolution

A thread
The ring-mount
Cap

Ratchet

the pull ring

adhesive patch

StayFix
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Dye - polycarbonate granules PC 020-0102 ORANGE
Clariant

Color: orange. Pantone 021S Classification code (for 14F
diameter)

stainless steel alloy

AISI 304 (composition: C -0,08%, Mn - 2,0%, Si - 1,0%, Cr
- 18,0/ 20,0%, Ni - 8,0/ 10,5%, Fe - 70.92-66.42%) /

AISI 316 (Composition: C - 0,08%, Mn -2,0%, Si-1,0%, Cr
-16,0/ 18,0%, Ni -10,0 / 14,0%, Mo - 2.0-3.0 %, Fe - 68.92-
61.92%)

Medical Silicone Dow Coming (R) MDX4-4159 + 50%
lubricant medical purpose

Copolyester Eastar (TM) DN003

polypropylene 5317

polypropylene 5317

Dye - solids fraction of titanium oxide, aluminum oxide
powder PE PE / PP MEVOPUR® Clariant

Color: blue. Pantone 293C classification code (for 8,5F
diameter)

dye - solids fraction of titanium oxide PP PURPLE PolyOne
™

Color: purple, Pantone 272S Classification code (for IOF
diameter)

Dye - solids fraction of titanium oxide, aluminum oxide
powder PE PE / PP MEVOPUR® Clariant

Color: Yellow, Pantone 108C classification code (for 12F
diameter)

Dye - solids fraction of titanium oxide, aluminum oxide
powder PE PE / PP MEVOPUR® Clariant

Color: Orange, classification code Pantone 021C (14F to
diameter)

polyamide 6 monofilament, 3/0

The CALIBER ™ Polycarbonate Mrad ™ 2081

copolymer of styrene with methyl methacrylate ZYLAR®
530

Polyethylene resin Zytel® 10IF NCOIO

Dye - NY Zytel beads AB63631417 Clariant (composition:
Nickel antimony titanium - 22.91%, a cobalt compound with
titanium - 12.60% kaolin (adjuvant) - 2%). Color: green, the
code classification of 101F

The CALIBER  Polycarbonate Mrad ™ 2081

Pigment - titanium oxide solid fraction PC 2081-15 Clariant.
Color: light blue, code classification Pantone 292U
Adhesive non-woven material ¢ silicone coated Release
Liners

Adhesive non-woven material ¢ silicone coated Release
Liners

hydrocolloid dressing
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Polyethylene resin Zytel® [OIF NCOIO

* in the manufacture ofthis medical product, a barium sulfate chemical element is used. Barium sulphate acts as a constituent
element in the manufacture o fthese products, in this case it is nota dosageform or substance. Barium sulphate is one o fthe main
radiopaque materials that is added to polymer medical products. Barium sulphate does not have a pharmacological and metabolic
effect on the body. The chemicalformula is BaS04. Barium sulphate because of its low solubility is not toxic to the body and
therefore its use as an X-ray contrast substance ispossible. When using the listedproductsfor the intendedpurpose, the ingestion
o0fBaS04 into the human body is excluded. Barium sulphate is used as part ofa medical devicefor visualizing a medical device
during surgical interventions.

All ReSolve products are packaged and labeled as sterile, single use devices. Sterile barrier systems
are specified per 1ISOI 1607 to prevent ingress of microorganisms and allow aseptic presentation of
product at point of use. Package integrity testing is performed as part of the production process.

Packaging Component Material

Pouch Tyvek
Tray White Plastic Eastman Kodak 6763
Carton Corrugate
Shipper Corrugate
7. Compliance with Relevant Regulations and Technical Standards

The product is in compliance with the Council Directive 93/42/EEC, Medical Device Directive of
the European Union. The applicable CE certificate is CE 541900.

The product is legally marketed according to the requirements ofthe United States Food and Drug
Administration in compliance with the premarket notification 510(k) process. The 510(k) clearance
letter is K141408.

The qualification activities that were performed for the product were based on standards that were
in effect at the time of the testing. Standards applied include:

Standard Title

General standards

ISO 14971 Medical devices - Application of risk management to medical devices

ISO 10993-1 Biological evaluation of medical devices Part 1: Evaluation and testing within
a risk management process

ISO 11135 Sterilization of health care products - Ethylene oxide - Requirements for
development, validation and routine control of a sterilization process for
medical devices

ISO 10993-3 Biological Evaluation of Medical Devices - Part 3: .Tests for Genotoxicity,
Carcinogenicity and Reproductive Toxicity.

ISO 10993-4 Biological Evaluation of Medical Devices - Part 4: Selection of Tests for
Interactions with Blood.

ISO 10993-5 Biological Evaluation of Medical Devices - Part 5: Tests for Cytotoxicity - In
Vitro Methods

ISO 10993-6 Biological Evaluation of Medical Devices - Part 6: .Tests for Local Effects
after Implantation.

ISO 10993-7 Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
Sterilization Residuals
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ISO 10993- Biological Evaluation of Medical Devices - Part 10: Tests for irritation and

10 sensitization
ISO 10993- Biological Evaluation of Medical Devices - Part 11: Tests for systemic
n toxicity

ISO 11607-1 Packaging for terminally sterilized medical devices - Part 1. Requirements for
materials, sterile barrier systems, and packaging systems.

ISO 11607-2 Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes

ASTM Standard practice for performance testing of shipping containers and systems
D4169

ASTM Standard guide for accelerated aging of sterile barrier systems for medical
F1980 devices

BS EN 980  Symbols for use in the labeling of medical devices

BSEN 1041 Information supplied by the manufacturer of medical devices

ISO 15223-1 Medical devices - Symbols to be used with medical device labels, labeling and
information to be supplied - Part 1. General requirements

BS EN Symbols for use in labeling of medical devices - Requirements for labeling of
15986 medical devices containing phthalates
EN556 Sterilization of medical devices - Requirements for terminally sterilized

medical devices to be labeled “Sterile”

Product Speciilc Standards

ISO 592-2 Conical Fittings with a 6% (Luer) Taper for Syringes, Needles and Certain
Other Medical Equipment - Part 2: Lock Fittings

EN 1617 Sterile Drainage Catheters and accessory devices for single use
EN 1618 Catheters other than Intravascular - Test methods for common properties
8. Risk Analysis System

Potential risks are evaluated during the design, product development and manufacturing processes
according to 1SO 14971. The appropriate risk assessment tool (FMEA, Clinical Risk Assessment -
CRA.) is used to identify potential failure modes and potential effect on patients or users.
Appropriate control and prevention mechanisms are defined and implemented as part of the risk
management process throughout the product lifecycle. Risk Analysis reports are revisited and
updated as necessary, and controlled under Merit’s Document Control system. A cross-functional
team, including persons with clinical experience, reviewed the Risk Analysis reports to ensure that
all potential risks were addressed.

Table Risk Assessment
REFERENCE TITLE
RMR 00004 Risk Management Report for ReSolve
Biliary and Locking Drainage Catheter
FMEA 0010 Design FMEA for ReSolve NL
Drainage Catheter
FMEA 0011 Process FMEA for ReSolve NL

Drainage

FMEA 0074 Design FMEA for ReSolve Locking
Catheter

FMEA 0075 Process FMEA for ReSolve Locking
Catheter
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CRA0045
FMEAQ0187
EMEA 0210

FMEA 0206
QRMS0009

Important Hazards

The conclusions drawn by the cross-functional team are located in the Risk Assessment reports.
The most important hazards include exposure to blood borne pathogens, infection, tissue trauma,
toxic reaction, foreign body embolization, air ingress, tissue irritation and delayed procedure.

Clinical Risk Analysis for the ReSolve
Biliary Catheter

Process FMEA for ReSolve Locking
Catheter

ReSolve Non-Locking and Locking
Catheter FMEA

ReSolve Biliary Drainage Catheters
Quality Risk Management Summary for
ReSolve Biliary Drainage Catheters

M anufacturer statement regarding safety

Based on the documentation provided and/or referenced in this technical file describing the design,
manufacture, packaging and sterilization of the ReSolve products and the assessment of potential
risks compared to the benefits of the use of the device through formal risk analysis, clinical
evaluation, and product/process qualifications. Merit Medical Systems has determined that the
Essential Requirements ofthe European Community Council Medical Device Directive 93/42/EEC

have been satisfied and that the ReSolve Catheters are safe and effective for their intended use as

labeled.
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9. BIOCOMPATIBILITY
Drainage Catheters as a function of their original CE and FDA clearance.
Categorization of Device(s)

ReSolve Biliary Drainage Catheters are categorized below. Components of these devices with
patient contact will be represented in the Biocompatibility Testing Summary below.

DEVICE CATEGORIZATION
Externally Communicating

ReSolve Biliary Device with Tissue Contact

Catheter for a Permanent Duration (>
30 days).

A brief report on the results of tests on biocompatibility

Tests Performed to Evaluate the Biological Safety of the ReSolve Biliary
Catheter per Component Listed in the Materials Table. Acceptance criteria
were met on all tests.
Test Method Results TestReiert
Stainless Steel - All samples were prepared according to ISO 10993-12 and were
sterilized by ethylene oxide.

Cytotoxicity/ Non-Cytotoxic Nelson Laboratories
ISO 10993-5/ 466472

MEM Elution

Sensitization/ Non-Sensitizing Toxikon GLP Report
ISO 10993-10/ 10-2857-Gl
Kligman Maximization Test

Irritation/ Negligible Irritant Toxikon GLP Report
ISO 10993-10/ 10-2857-G2

Intracutaneous Injection
Purple Delrin- Sample preparation and sterilization information is unavailable.

Cytotoxicity/ Non-Cytotoxic Nelson Laboratories
ISO 10993-5/ Report

L929 MEM Elution 309477
Sensitization/ Non-Sensitizer AppTec Laboratories
ISO 10993-10/ Report
Kligman Maximization Test 37899
Intracutaneous Reactivity/ Negligible Irritant Northview Pacific
ISO 10993-10/ Laboratories Report
Intracutaneous Injection Test X5K063G
Systemic  Toxicity (Acute)/ Negative Northview Pacific
ISO 10993-11/ Laboratories Report
Systemic Injection X5K062G
Genotoxicity/ Non-Genotoxic Nelson Laboratories
No Standard Referenced / Report
Salmonella Typhimurium and 309478

Escherichia Coli  Reverse
Mutation Assay
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Tests Performed to Evaluate the Biological Safety of the ReSolve Biliary
Catheter per Componeot Listed in the Materials Table. Acceptance criteria
were met on all tests.

Test Method Results Test™pprt
Implantation/ Negative Northview Pacific
ISO 10993-6/ Laboratories Report
7 Day Implantation X5K060G
Implantation/ Negative Northview Pacific
ISO 10993-6/ Laboratories Report
90 Day Implantation X5K059G

Pellethane, Suture, Hydrophilic Coating, Lubricant Polyethylene, Polyurethane
Solvent, Platinum, Xenoy, White Colorant, White Printing Ink,, Hardener,
Orange Delrin, Black Ink, Retarder, Thinner, Hardener, Red Ink- All samples
were prepared in accordance with ISO 10993-12 and were sterilized by ethylene
oxide prior to testing.

Cytotoxicity/ Non-Cytotoxic Nelson Laboratories
ISO 10993-5/ 841022
L-929 MEM Elution

Sensitization/ Non-Sensitizer Wuxi AppTec GLP
ISO 10993-10/ Report
Kligman Maximization Study 192776
Irritation/ Negligible Irritant Wuxi AppTec GLP
ISO 10993-10/ Report
Intracutaneous Injection 192777
Acute Systemic Toxicity/ Negative Wuxi AppTec GLP
ISO 10993-11/ Report
Acute Systemic Injection 192778
Pyrogenicity/ Non-Pyrogenic Wuxi AppTec GLP
USP<151>/ Report
Material Mediated 192779
Pyrogenicity

Genotoxicity/ Non-Genotoxic Wuxi AppTec GLP
ISO 10993-3/ Report
Bacterial Mutagencity Test 192782
(AMES Assay)

Implantation/ Negative Wuxi AppTec GLP
ISO 10993-6/ Report

2 Week Implantation Study 192783
Implantation/ Negative Wuxi AppTec GLP
ISO 10993-6/ Report

4 Week Implantation Study 192784
Implantation/ Negative Wuxi AppTec GLP
ISO 10993-6/ Report

13 Week Implantation Study 193893
Including Systemic Effects

Chemical Characterization/ Pass Nelson Laboratories
USP<661>/ Report
Physicochemical Tests for 721109
Plastics

Tubing - All samples were prepared in accordance with ISO 10993-12 and were
sterilized by ethylene oxide prior to testinir.
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Tests Performed to Evaluate the Biological Safety of the ReSolve Biliary
Catheter per Component Listed in the Materials Table. Acceptance criteria

were met on all tests.

Test Method Results Test RjiMirt
Cytotoxicity/ Non-Cytotoxic Toxikon
ISO 10993-5/ 12-5727-Gl
L929 MEM Elution Test
Sensitization/ Non-Sensitizer Toxikon
ISO 10993-10/ 12-5727-G2
Kligman Maximization Test
Irritation or  Intracutaneous Negligible Irritant Toxikon
Reactivity/ 12-5727-G3
ISO 10993-10/

Intracutaneous Injection Test

Acute Systemic Toxicity/ Negative Toxikon
ISO 10993-11/ 12-5727-G4
Systemic Toxicity Test

Acute Systemic Toxicity/ Non-Pyrogenic Toxikon
ISO 10993-11, 12-5727-G5
USP<151>/

Rabbit Pyrogen Test (Material

Mediated)

Genotoxicity/ Non-Genotoxic Toxikon
ISO 10993-3/ 12-5727-G6

Salmonella Typhimurium and
Escherichia  Coli  Reverse
Mutation Assay
Hemocompatibi lity/

Meets Acceptance

Nelson Laboratories

ISO 10993-4/ Criteria 666341
Complement Activation

Hemocompatibility/ Non-Hemolytic Toxikon
ASTM F756, 12-5727-G7
ISO 10993-4/

Hemolysis -  Direct and

Indirect Contact

Hemocompatibility/ Meets Acceptance Toxikon
ISO 10993-4/ Criteria 12-5727-G8
Thrombogenicity

Chemical Characterization/ Pass Nelson Laboratories

USP <661>/
USP Physicochemical Tests
for Plastics

66340

Conclusion:

A biological safety assessment has been completed for the ReSolve Non-Locking. Locking, and
Biliary Drainage Catheters. After review of the pertinent objective evidence available. Merit
Medical Systems. Inc, concludes that the biological and toxicological risks associated with these
devices are low and acceptable.
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Material mediated Pyrogenicity testing is performed in conjunction with biocompatibility tests
during product design and development.

Bacterial Endotoxin Testing is conducted using the in-vitro Limulus Amebocyte Lysate (LAL) test
method and meets the current U.S. Pharmacopeia (USP) limit of 20EU/device. This test is
performed to support Merit Medical’s label claim o f ‘non-pyrogenic.”

In addition, samples of assembled, packaged products are pulled weekly for LAL Endotoxin
testing. LAL testing is not performed on every lot of product; however, the samples taken represent
the product families manufactured during the week the samples were pulled.

10. STABILITY AND DURABILITY

Merit determines shelf life based on accelerated aging studies performed according

to the Arrhenius Model for both the packaging and the product. The Arrhenius
T,-T,

model ° =2 ] quantifies the doubling of reaction rate for every 10°C

increase in temperature; providing the number of weeks of aging needed for a

material under specified conditions. It is widely accepted as a standard in American

industry.

The Arrhenius model relates the variables of time and temperature to the
deterioration of materials and therefore is useful in calculating accelerated
thermal aging parameters. It is preferred for this purpose over the n-degree
rule in that it has a firmer theoretical foundation and has been verified for
many materials. (Reference: Electric Power Research Institute EPRI NP-
1558; Project 890-01; Final Report September 1980. “A Review of
Equipment Aging Theory and Technology”)

Aging studies are followed by real-time aging of product. Merit’s internal
procedure, STP0002, is derived from the above standard and is utilized in the aging
studies of the majority of Merit’s products.

The RLC and RNL Drainage Catheters and the accessories are labeled for a 3 year
shelf life. ReSolve Biliary catheters have a shelf life of 3 years.

11. MANUFACTURING PROCESS

A flowchart representing the manufacturing process is attached in Appendix A. All ReSolve
products are manufactured in a suitably-controlled environment as described in the following
standard operation procedures:

GPS 999.031 Clean-room Environmental Action Requirements

GPS 999.044 Controlled Environments
QAP 999-950 Environmental Monitoring Procedure
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Processes and equipment used for medical device manufacturing are validated according to
established protocols and results are documented and approved. Records are maintained for
validated/qualified processes, equipment and persormel, and include the work instruetions used,
inspection and testing data, the date on which the process was performed, the identity of persons
who perform or monitor operations and, where appropriate, the equipment used. The flowehart
included in Appendix A provides a visual layout of the manufaeturing process. * StayFDC/
Revolution included in the compositions of the kits are produced and Packed at the production site: Merit
Maquiladora Mexico S. DE R. L. DE C. V., Avenida Sor Juana Ines de la Cruz B 19970 Interior, Edificio
2, Parque Industrial Frontera Tijuana, Baja California, MEXICO 22630.

* Catheters and other related products are manufactured and packaged at production sites: Merit Medical
Systems, Inc. 1600 West Merit Parkway South Jordan, Utah, 84095, USA; Merit Medical Systems, Inc.
14646 Kirby Drive Houston, TX 77047, the final Assembly of finished Kits is carried out there. The
country of manufacture is indicated on the marking.

Quality Control

Final Product Release Criteria
All Resolve product assemblies are inspected at various points during the manufacturing process
according to parameters defined in Merit procedures and specifications referenced in the Device
Master Record. (See Appendix A- Manufacturing Flow Chart(s)).
The ReSolve Catheter inspection requirements include the following:
Visual inspection includes:
Contaminants and foreign material.
Damage or defects caused by the manufacturing process.
Correct product configuration and labelling. Verify all components are in the tray per
the work order drawing.
Kinks, bends or misalignment in the catheter, plastic stiffener, trocar or cannula
relative to the hub.
Cracked, broken, deformed or otherwise damaged components or parts.
Compare the suture knot to the work order drawing. Reject if smashed, kinked,
incomplete, and incorrect or damaged. Correct Merit logo orientation. Suture is
wrapped around tip.
Printed hub information is correct and is not missing incomplete, smeared, illegible
or incorrectly placed or oriented.
Echogenic surface must be present at the end of the metal cannula.
Trocar and cannula bond for excessive bubbles in the bond area or burnt, melted, or
severely discolored adhesive.
The sharp tip of the trocar must not be damaged or dull.
Verification that the catheter tip is not deformed, damaged, slanted. Incompletely
formed or incompletely trimmed.
The tip ofthe catheter should not exhibit discoloration, cracks, bubbles, blisters,
sinks or pits and the tip must not be plugged.
Inspect for visible separation of marker band from tubing.
Inspect printed cm marks for missing marks, illegible print, crooked or out of
alignment.
Verify the hydrophilic coating is uniform along the coated section or if coating is
missing flaky, dirty or spotted.
Reject for evidence of hydrophilic solution (cured/uncured) inside the tubing
Punched holes for plugged or un-punched holes. Debris from punching that is not
removed. Holes skewed or cut off centerline and into tube sidewall. Suture hole
punched on hub side of marker band
Correct drainage hole pattern and number of holes along the tubing shaft.
Molded hub assembly for short shots, sinks, or voids or sharp edges.
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Molded component critical dimension inspection.

Component fit.

ID of the metal cannula at the hub end.

Metal cannula length.

Measurement of the trocar protrusion distance from the cannula. Reject if
distance is not within specification per work order drawings.

Verify proper placement and length of 5 cm dots on the catheter.

Distance from tip edge of marker band to tip of catheter is within specification
(Catheters with Marker Band only).

Curved catheter fits within drawing specification tolerances.

Location of drainage holes.

Distance from nearest punched hole to marker band (Catheters with Marker
Band Only).

Plastic Stiffener length and tip inner diameter after placing radius.

Catheter length.

Functional inspection includes:
» Tensile strength of the trocar to hub bond and tubing to hub connection.

e Pouch burst test.
e Catheter leak test.

Components/assemblies that do not meet specifications identified in procedures are dispositioned
for rework or destroyed.

After the finished devices are released from the manufacturing process, they are packaged and
sterilized. Sterilized product is placed in a post-sterilization quarantine area until the sterilization
documentation is verified. Product is released for distribution by Quality Assurance personnel
signature.

12. PACKAGING QUALIFICATION

For products "Merit Medical Systems, Inc."Acceptable standard warehousing, unless special
conditions of storage, in accordance with the risk management reports are not listed on the
packaging. The product is packaged and labeled as a sterile disposable article. The sterile barrier
systems specified in the standard 1SO 11607, are designed to prevent the ingress of
microorganisms and ensures aseptic preservation ofthe product to the final application. Checking
package integrity is carried out within the production process on the package. Sets biliary drainage
catheters Resolve the shelf life of 3 years.

The sets of the Resolve biliary drainage catheter consist of the following components: one (1)
ReSolve biliary drainage catheter (RBC or RBDC) together with a pigtail loop straightener and
repositioning tool, one (1) metal cannula, one (1) flexible cannula (1) one end deadend cap is
placed in an impact-resistant polystyrene tray with a PET lid to support the products, which is then
placed in a bag of Tyvek® material sealed with a validated thermal welding process, designed to
cover and Protecting the product during sterilization, loading, transportation, manipulation and
storage.

The sets ofthe Resolve Plus biliary drainage catheter consist of the following components: one (1)
ReSolve biliary drainage catheter (RBC or RBDC) together with a pigtail loop straightener and
repositioning tool, one (1) metal cannula, one (1) flexible cannula, one (1) end deadend cap is
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placed in an impact-resistant polystyrene tray with a PET lid, which is then placed in a bag of
Tyvek® material sealed with a validated thermal welding process. The fixing device (StayFix or
Revolution) is packaged in individual packages in the form of a packet of Tyvek® material, sealed
with a validated thermal welding process.

Packages made of Tyvek® material sealed with a validated thermal welding process are designed
to cover and protect the product during sterilization, loading, transportation, manipulation and
storage.

Individual packages of the biliary drainage catheter and fixation devices are connected by an
external fixing carton with a common label on it, on which the composition ofthe Kit is presented.

Instructions for use are included in the group packaging of the kits (in the group pack, five sets of
the biliary drainage catheter Resolve are laid). Sets of catheters in a group box are placed in a
transport box.

An example of a group package is shown in the figure below.

ReSotv”

rm' R I-t et0
R*0e-ig-0»*

t 7&14
GiMM- »]e &

ReSolve’s packaging qualification was conducted to meet the requirements of the following
standards;

ISO 11607-1: Packaging for terminally sterilized medical devices - Part 1 Requirements for
materials, sterile barrier systems and packaging systems.

ISO 11607-2; Packaging for terminally sterilized medical devices - Part 2: Validation
Requirements for forming, sealing and assembly processes

ASTM D4169: Standard Practice for Performance Testing of Shipping Containers and Systems.

13. LABEL
Product label formats have been developed and approved for unit product, sterile packages and
transport packaging. The approved labeling is located in the product Device Master Record.
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Merit utilizes the following standards for labeling content and symbol generation in order to meet
current requirements of the MDD:

EN 980: Symbols for use in the Labeling of Medical Devices.

EN 1041: Information Supplied by the Manufacturer.

ISO 15223 - 1. Medical Devices - Symbols to be used with medical device labels, labeling and
information to be supplied Part 1. General Requirements.

ISO 15223 - 2: Medical Devices - Symbols to be used with medical devices, labeling, and

information to be supplied Part 2: Symbol Development, Selection and Validation.
FDA Guidance on Medical Device Patient Labeling; Final Guidance for Industry and FDA Reviews (4/19/2001).
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17. Fragile, handle with care

Examples of marking are shown below:
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Example of transport packages

14. TRANSPORTATION. STORAGE AND HANDLING

The shelf life of sterile - 36 months from the date of sterilization.

Tools that are exempt from transport packaging, must be kept at an ambient temperature of 10° C
to 40° C and a relative humidity of 30% to 75% non-condensing.

Transporting tools made according to the conditions of storage.

15.UTILIZATION

Use a set of catheters disposed of as hazardous waste epidemiologically class B (presence of
contact with blood and mucosal tissues of the patient).

After the expiry date the unused sets of catheters not in contact with blood and mucous
membranes should be disposed of as hazardous waste epidemiologically, close in composition to
the solid waste. Dispose of used conductors shall be in accordance with the laws and regulations
on the disposal of products made in the country of use ofthe medical device.

16. WARRANTY

Limited Warranty and Disclaimer

Merit 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. This warranty shall not apply to products that have been (i) modified, changed,
repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii) subjeeted 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,
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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.

Limitation of Liability

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

17. COMPLAINT

The organization, which takes in the Russian Federation claims from consumers on the quality of
the product:

Limited Liability Company "Merit Technologies" (LLC "Merit Technologies™), BIN
1117746679533, TIN 7705960130

Legal address: 115054, Moscow, Bakhrushina Str. 32, p. 1

Tel/fax: +7 (495) 221-89-02
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Annex A

A block diagram of the manufacturing process
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[MepeBoA ¢ aHrMMICKOrO A3blKa Ha PYCCKUIA A3bIK\

Bbinucka n3 TeXHNYeCKOoW LOKYMEHTAL MM HA MEAULUHCKOE 13aenne
«Habopbl 6unnapHbIX gpeHaXXHbIX KaTteTepoB ReSolve»
[Oata: 20 ¢espans 2018 r.

YOOCTOBEPEHWE

LWrat KOTa )
) TOYHOE MECTO
Okpyr Cont-Jleiik )

CerogHs, 20 espansa 2018 r. Ko MHe, [>XeHHWU(pep BoNLEXOBCKWU, HOTapuycy, IMYHO SBUICS
OaH Knapk, lmpekTop oTgena HOpMaTUBHO MPaBOBOro PeryinpoBaHusa, U NOATBEPAUN MHe Ha
OCHOBAHUWN yb6euTeNbHbIX [0Ka3aTeNbCTB, YTO ABNAETCA NULOM, YbA NOAMUCL MOCTaB/ieHa Ha
npunaraeMmom LOKYMeHTe, a TaKXXe YTO OH MOANUCan YKa3aHHbI JOKYMEHT.

B ygocToBepeHue Yero CTaB/il0 CBOK MOAMUCH U OYULNANBHYIO Neyatb.

/nognuce/
HoTapuyc

Mos nuueH3ns aeicteuTenbHa Ao 06 mapta 2019 r.

[WTamn:

L KeHHnDep BoliLexoBCKu

Hotapuyc wrata FOT1a

NnueHsna Ne 681846

Mos nuueH3nsa geicteuTensHa 4o 06 mapta 2019 r.]
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/nognuce/
O3sH Knapk

LOnpekTop oTaena HOpMaTMBHO MNPaBOBOro PerynpoBaHua
«Meput Megukan Cucteme, NHK.»

(Merit Medical Systems, Inc.)
20 dpespana 2018 .

[MeyaTb KOMNauun «MepuT Meankan Cucteme, VHK.»]

BbIMMNCKA N3 TexHnueckoli okKymMeHTauuUmM
HA MEAVNUMNHCKOE U3AENWNE

«Habopbl 6uNMapHbIX JpeHaXHbIX KaTeTepoB ReSolve»

MponssognTens:
«Mepunt Megukan Cucteme, HK.», CLLUA

Pepakuyunsa 2

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



MpownssoguTens;

Meput Megukan Cucteme, VHK.

(Merit Medical Systems, Inc.)

1600 BacT MepwuT Mapksaii, r. Cant-OxopaaH, wT. KOTa, 84095, CLUA
(1600 West Merit Parkway South Jordan, Utah, 84095, USA)

MecTta npoun3BoAcTsa:

1) Meput Megnkan Cucteme, HK.

1600 BacT MepuT MapkBaii

r. Cant-OxopaaH, wr. KOTa, 84095, CLLUA
(Merit Medical Systems, Inc.

1600 West Merit Parkway

South Jordan, Utah, 84095, USA)

2) Meput Makunagopa Mexuko, C. AE P.J1. AE C.B., ABeHnga Cop XyaHa WNHec ge na Kpys

19970 Wutepuop b, dgugmcmo 2, MNapk WNHgycTpyvans ®PpoHTepa TuxyaHa, WT. HuxHAA
KanndgopHua, MEKCUKA 22630

Merit Maquiladora Mexico, S. DE R.L. DE C.V., Avenida Sor Juana Ines de la Cruz

19970 Interior B, Edificio 2, Parque Industrial Frontera Tijuana, Baja California, MEXICO
22630

3) Meput Megukan Cucteme, MNHK.

14646 Knp6u OpaiiB, r. XbHOCTOH, WT. Texac 77047
(Merit Medical Systems, Inc.

14646 Kirby Drive Houston, TX 77047)

YNONHOMOYEHHbI NpescTaBuTelb NPOU3BOAUTENSA HA TeppuTopun PP:
«MepuT TekHONoA>KMNC»

P®, 115054, r. Mocksa, yn. baxpywwuHa, g 32, cTp. 1
Ten.: +7(495) 221-89-02
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1. OMMCAHWE N3OENNA.

Habopbl 6GunmapHbIX ApeHaXHbIX KaTeTepoB ReSolve npefgHasHavyeHbl Ans 6GUMAMAPHOTO
APEeHUpPOBaHMA, a WMeHHO rMpoueaypbl, obecreynBarolleli LpeHUpPOBaHME 3aKyMOpPeHHOM
XKEeNYeBbLLENNTENIbHOM CUCTEMbl Yepe3 OWUIMapHbIA APeHaXHbIA KaTeTep, NOMeLLaeMblil yepes
KOXY B Xe/l4Hblli MPOTOK.

N3pennsa npefHasHavyeHbl 419 UCNONb30BAHUA B KIMHUKAX, 60NbHULAX U APYTUX MEAULUHCKUX
YUpeXLeHUAX.

Habopbl 6GunvapHbIX [ApeHaXHbIX KaTeTepoB ReSolve BbINyCKalwTCA B CliefyOLMX
NCNONHEHUAX;

1) Hab6op 6unmnapHoro gpeHaxHoro katetepa ReSolve RBC, katetep gnametpom 8,5
F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); gnuHoin 40 cwm, B
cocTase:

- BununapHbilii gpeHaxHbi kateTep ReSolve RBC tuna «nurtein» (pigtail) ¢
rMapoMUIbHLIM NOKPbITUEM - 1 L.
KaHlong metannuyeckas - 1 wr.
MMbkasa KaHtona - 1 wr.
Peno3nunoHHOoe YCTPOCTBO - 1 LT,
PacnpsMuTens NeTau Tuna «nurteinn» - 1 wr.
Topuesas 3arnywka- 1 wr.

2) Habop 6unmapHoro gpeHaxxHoro katetepa ReSolve RBDC, kateTep gnameTpom
85 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 mm); gnvHol 40 cm, B
cocTase:

- BbunuapHbiii gpeHaxHbi kateTep ReSolve RBDC tuna «nurtein» (pigtail) ¢
rMApoMUAbHBIM NOKPbITUEM - 1 T,
KaHlong metannmyeckas - 1wr.
- I'nbkasa kaHtona - 1wr.
Peno3numnoHHOe yCTPORCTBO - 1 L.
Pacnpamutens NeTnn Tmna «nurteinn» - 1 wr.
Topuesas 3arnyLika- 1 wr.

3) Hab6op 6unmapHoro gpeHaxHoro katetepa ReSolve RBC Plus, kateTep
anameTtpom 8,5 F (2,8 mm); 10 F (3,3 MMm); 12 F (4,0 mm); 14 F (4,6 MM); ANVHOW
40 cm, B CcOCTaBe:

BununapHblin gpeHaxHbIl KaTeTep ReSolve RBC tnna «nurteiin» (pigtail) ¢
rMAPOGMAbHBLIM NOKPbITUEM - 1 LT,

KaHwona metannmnyeckas - 1 wr.

FMbkas KaHoNa - 1 wr.

Peno3numnoHHoe YyCTPORCTBO - 1 L.

PacnpsaMuTens NeTnAnM Tuna «nurtenn» - 1 wr.

Topuesas 3ariyLika- 1 wr.

YcTpoincTso ukcaymm katetepa Revolution - 1 wr.

4) Habop 6unnapHoro gpeHaxHoro katetepa ReSolve RBDC Plus, kaTeTep
anameTtpom 85 T (2,8 mm); 10T (3,3 mm); 12T (4,0 mm); 14 T (4,6 MM); ANNHOM
40 cwm, B cOCTaBe:
- BunuapHbili gpeHaxHbIn kaTeTep ReSolve RBDC Ttuna «nurteiin» (pigtail) ¢
rMaponIbLHLIM NOKPbITAEM - 1 LT,
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KaHtona meTtannuyeckas - 1 wr.

Mbkaa kaHtona - 1 wr.

Peno3nuMoHHOe YyCTPONCTBO - 1 L.
PacnpamuTenb NeTAN TMNa «NUFTEAN» - 1 WT.
Topuesad 3arnyLika- 1 LwrT.

YcTpoicTeo (hmkcaymm Katetepa StayFix - 1w,

5) Hab6op 6ununapHoro gpeHaxHoro katetepa ReSolve RBC Plus, kaTteTep
anametpom 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 MM); ANMHOM
40 cMm, B COCTaBe:

BunnapHblin gpeHaxHbIli KateTep ReSolve RBC Tuna «nurteiin» (pigtail) c
rMAPOMUIbHBIM MOKPbITUEM - 1 LWT.

KaHtona meTtannuyeckas - 1 .

Mbkaa KaHtons - 1 wr.

Peno3nLMoHHOe YCTPONCTBO - 1 L.

PacnpamuTenb NeTAy TMNa «NUrtTenn» - 1 wr.

Topuesad 3arnywka - 1 wr.

YCcTpoincTBo ¢mkcaymm katetepa StayFix - 1 .

6) Habop 6unmapHoro apeHaxxHoro katetepa ReSolve RBDC Plus, katetep
anametpom 8,5 F (2,8 mm); 10 F (3,3 mm); 12 F (4,0 mm); 14 F (4,6 MM); AnHON
40 cMm, B cocTaBe:

BunnapHblin gpeHaxHbIi kateTep ReSolve RBDC Tuna «nurteiin» (pigtail) ¢
rMAPOMUAbHLIM NOKPbITMEM - 1 LWT.

KaHtong metannmyeckas - 1 wr.

MMbkasa kaHtond - 1w,

Peno3numnoHHoe yCTPOMCTBO - 1 WiT.

PacnpsimuTeNb NETAN TUNa «NUITenn» - 1 wr.

Topuesas 3arnywka - 1 wr.

YcTpoicTBo (hukcaumm katetepa Revolution - 1 wr.

BunvapHblii gpeHaxHblii kateTep ReSolve cocTonT U3 0LHONPOCBETHON TPY6KKM € 17 nnu
18 ApeHaXHbIMN OTBEPCTUAMM B 3aBUCUMOCTM OT (hpaHLy3CKOro Kaivbpa, npv 3TOM OAHO U3
OPEHAXHbIX OTBEPCTUI TaKXKe CMYXWUT B KAYECTBE OTBEPCTUA ANA HATU. BUunnapHblil 4peHaxHbIi
Katetep umeet guvametp 8,5; 10; 12 n 14 F ¢ mapkepamu rnybuHbl, pacrnosioXXeHHbIMU Yepes
KaXAbl CAHTUMETP, HaumHasa ¢ paccTosHMA 1 (0OAMH) CM OT AMCTa/IbHOIO KOH4YMKa KateTepa U
3aKaHumBas Ha xabe. ¥ amameTtpoB 85 u 10 F - 17 apeHaxHbix oTBepcTuid, ay 12 n 14 F -
18 ApeHaXHbIX OTBEPCTUIA, TaK KaK y nocnegHmx wadgT O0MbLIEro AuvameTpa, KOTOPbIi
[OMYyCKaeT WCMONb30BaHWe AOMONIHUTENIbHOrO  ApeHakHoro oTsepctud.  KoHdurypaums
KatetepoB RBC (An1MHHAs) MMeEET pacCTOsiHME MeXAy MPOKCUManbHOW neTnen-mnkcaTtopom
TMNa NUrTen U AUCTalbHbIM O0TBepcTMEM wWadTa 5 cm. B koHurypaumn katetepos ITBDC
(cTaHpapTHasa) aTo paccTosiHWe cocTaBfiseT 2 cM. bnarogaps aToMy Bpay MOXeT BbloupaTb U3
2 (4BYX) BO3MOXHbIX BapMaHTOB KOH(MIypauumn ApeHaXHbIX OTBEPCTWUIA, MCXOAA M3 aHaTOMUK
naunveHta. O6e KoHgpurypauum katetepos RBC n RBDC uMeloT 0AuHaKOBble (hpaHLy3cKue
Kanmo6psl (8,5; 10; 12 n 14) n ctaHAapTHYH0 pabouyto annHy 40 cwm.
EANHCTBEHHAA pPEHTITeHOKOHTpacTHas MapKepHas MoJfioca pacnosfioXeHa pagoM C  CaMbiM
MPOKCUMasIbHbIM APEeHaXXHbIM OTBEPCTMEM U CMOCOOGCTBYET TOYHOMY pPasMELLLeHUI0 APEeHaXKHbIX
OTBEPCTMUI B XXENYHOM MPOTOKE MOA NPSAMbIM (PSIFOOPOCKONNYECKUM KOHTPOJIEM HanpaB/ieHUS.
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METAL STIFFENING CANNULA METANNTNYECKAA MPNAAIO LU AA
XECTKOCTb KAHKOJIA
RESOLVE BILIARY CATHETER WITH KATETEP RESOLVE BILIARY CATHETER C

LOCKING PIGTAIL NETNEN-®UKCATOPOM TUMA
«MUTTEN»

PIGTAIL STRAIGHTENER PACMNPAMUTE/b NETNW TUMA
«MUTTEWN»

MARKER BAND MAPKEPHASI MONIOCA

SUTURE LOCKING MECHANISM MEXAHW3M ®UKCALUNHUNTI

REPOSITIONING TOOL PEMNO3VNLMNOHHOE YCTPOWCTBO

FLEXIBLE STIFFENING CANNULA FMBKASA KAHKO NS

PucyHok 1- bBunnapHblii kateTep ReSolve

Bo Bce Habopbl OuimapHbIX [ApeHaxHbIX KateTepoB ReSolve BXoasT cregyrouine
BCNOMOraTe/lbHble KOMIMOHEHTbI: KaHINA MeTannnyeckas; rumokas KaHlons;, penosvuuoHHOe
ycTpoicTBo (Repositioning Tool) ana paz6ioknupoBaHMa 3anuparoLLero MexaHusama 6unimapHbix
OPEeHaXHbIX KaTeTepoB; BbiNpAMUTENb NeTan Tuna «nurtein»  (Pigtail  Straightener),
ynpoLwatowuii BBefeHNe MpUAAKLWMX XeCcTKOCTb KaHK/b, a Takke Topuesas 3arfyluka
(Deadend cap) (cm. pucyHoK 1)

Habopbl 6unmapHbIX ApeHaXHbIX KateTepoB ReSolve MoryT Bkto4atb B cebs Takxe yCTpoicTBa
thukcaumm katetepa StayFix wmnm Revolution, npeAHasHauyeHHble AN HaAEXHOW (uUKcaLum
KaTeTepa, a TakXe NpejoTBPaLLEeHNS ABUXKEHNSA U CNy4aliHOro U3B/ieYeHNs KaTeTepa.
YcTpoiictBo humkcaumm KaTetepa Revolution BKA4aeT B cebsd HUTL Ans cTabunmsauum wu
KpenjeHns KateTepa Ha MeCcTe, OCTaB/IA MeCTO BBE[EHMA OTKPbITbIM, & TakKXe WMeeT
cneumanbHY KpbIWKY Ans obecrnevyeHns JOMNOMHUTENbHON 3alWMTbl OT MPOHUKHOBEHUS BOfbI
(cMm. pucyHok 2,3).
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Puc. 2 YCTpoicTBO (hmkcaumn katetepa StayFix

Puc. 3 YcTpoiicTBo (hmKcaumm katetepa Revolution
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2. MPEAYCMOTPEHHOE TMPUMEHEHUWE / MOKA3AHWA K TMPUMEHEHWUIO.
MPOTUBOIMOKASAHUA.

MOKA3AHNA KNMPUMEHEHWIO

Ha6opbl 6UNMapHbIX ApeHaXHbIX KaTeTepoB ReSolve NpumeHSaOTCA ANs APEHMPOBAHUS Xenun B
XKeNnyeBblAeNNTENbHON cUCTEME.

MPOTUBOMOKA3AHWNA:

MpoTMBONOKAa3aHO MPUMeHATb GUNMapHbIA LpeHaXHbI kateTep ReSolve, ecnn HegonycTumo
MCMOb30BaHNe YPeCKOXHOW 6UNnapHOI ApeHaxXHON KaTeTepum3almm.

BununapHsbiii OPEeHaXHbI Karetep ReSolve NpoOTUBOMOKAa3aHo NPUMeHATb ons
BHYTPUCOCYANCTOrO UCNOMb30BaHNUA.

MPEAYMPEXAEHUA.

Ecnv nokasaHo AnuTeNbHOE MPUMEHeHWe KaTeTepa, BPEMS HaXOXAeHWs ero B opraHuM3Me He
JO/MKHO npeBblwatb 90 aHel. Bpay Ao/mKeH OUeHWTb AaHHbIA KaTeTep yepe3 90 gHeir nocne
YCTaHOBKM WU paHee. [N8 MaKCMMasbHOIO WCMOMb30BaHUS MPEMMYLLECTB TUAPOMUIbHOIO
MOKPbLITUS, HAHECEHHOTO Ha MOBEPXHOCTb AWCTANIbHOM YacTu KaTeTepa, Nnepef MCMNo/b30BaHMEM
YBNOKHWUTE KaTeTep CTepUNbHON BOAOW wnAn ¢u3pactBopoM. CneauTe, 4TOo6bl BO BpeMms
YCTaHOBKW KaTeTep 0CTaBanCs YBNaXXHEHHbIM.

MPEOOCTEPEXEHWNA

*  BHumaHue! Tonbko  And  nNpodeccUoHasbHOro  MCMob30BaHUsA! depepanbHoe
3akoHogatensctBo (CLUA) paspewaetT npogaxy 3TOro YyCTpoWcTBa TONMbKO Bpayam / Mo
npegnucaHnio Bpaya.

» CoLlep>KMMOe 3aKPbITON U HEMOBPEXEHHOM YNAaKOBKM ABNAETCA CTEPU/IbHBIM U anupOoreHHbIM.
* [laHHOE YCTPOMCTBO NpeAHa3Ha4yeHOo TO/bKO A1 04HOPA30BOro UCMO/b30BaHWS.

o 3ATMPEWAETCA npotupaTb KaTeTep CYXOil MapneBoil cangeTkom wunm Kaknmu-nnbo
pacTBOPUTENAMMU, TaK KaK 3TO MOXET NMOBPEAUTL €ro MoKpbITHE.

* SATIPELLAETCHA cnuwKom Tyro 3atarumeaTb COeAMHEHUE MeXAY APeHaXHbIM KaTeTepoM U
APEHAXHOW TPYOKOW 1M Konnavykom-3arnyLwKon.

* Mpn uncnonb3oBaHUM cnmpTa A0S OYUCTKM pa3bemMa KaTeTepa faiiTe [OCTATOYHO BPEMEHMU,
4yTOObl CNWUPT UCMapUICH, Npexnae 4Yem MOACOEAUHATbL KaTeTep K ApeHaXHoW Tpybke unu
KOJIMayKy-3arfyLuke.

* He BHOCWATE WM3MEHEHWIA B KOHCTPYKUMIO KaTeTepa, TaK KaK 3TO MOXET ero MnoBpefuTb.
MPEAOCTEPEXEHNA B OTHOLWEHWW MOBTOPHOTI O NCMNO/b3OBAHUNA
Wcnonb3oBatb TOMBKO AN OAHOr0 nauueHTa. [MoBTOpHOe wuCNoONb30BaHWe, o6paboTka W
cTepunm3auusa 3anpelieHbl. [OBTOpHOe MCNoONb30BaHWe, 06paboTka WAM cTepuansalms mMoryt
HapyLWunTb CTPYKTYPHYIO LeIOCTHOCTb YCTPOWCTBA U (U/IM) MPUBECTU K Henpasu/bHOW paboTe
YCTPOWCTBA W, Kak CneficTBMe, K TpaBme, 3abo/sieBaHW0 UM CMepTW nauueHta. MOBTOPHbIE
ncrnosnb3oBaHne, 06paboTKa U CTEPUIN3ALMUA TaKXKe COMPSXKEHbI C PUCKOM 3arpsA3HeHUs 1U3Lenuns
n (Unn) MHPUUMPOBAHUA NauMeHTa, BKIKOYasd, MOMUMO MPOYero, MepeHoc MHQPEKLMOHHbLIX
3a60neBaHNn OT MauueHTa K nauueHTy. 3arps3HeHue yCTpPOWCTBa MOXET MPUBECTU K TpaBMe,
3a60N1eBaHNI0 UM CMEPTM NauueHTa.

MOTEHUWMANNIbHBIE OCNOXHEHWA:

* [emobunus
e XONnaHrut
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MaHKpeaTuT
lMHeBMOTOpaKc
CemoTOpakc
bunuoTtopakc

Cencuc

bunoma

Kap

lMpoTekaHue KaTeTepa
KateTepHasa OKK03u1A
CwmelleHune KaTeTepa
KpoBoTeueHue
YKenyHbli NepUTOHNT
KoxxHaa nHgpekuus
MepopaLms XKenyHbiX NPOTOKOB, NevyeHn n (Un) ABEHaLLATUMNEPCTHON KULWIKN

YCcTpoincTBO hmkcaymm kaTeTepa StayFix.

HA3HAYEHWE:
YcTpolicTBO Ansi ukcauum katetepa StayFIX npegHasHavyeHo Ansa gukcauumy katetepa Ans
HeBaCKysipHbIX npoueayp u Tpy6okK.

NOKA3AHNA K NMPUMEHEHUIO:

YcTpolicTBO Ana ukcaymm katetepa StayFIX npefgHasHauyeHO AN8 KPenaeHMs K NOBEPXHOCTU
KOXW 1 (ukcalmy Katetepa 418 HEeBACKY/IAPHbLIX Npouesyp Uan Tpy6KM YpeCcKOXXHOro BBeAeHUS
ans obecnevyeHns MakCMManbHOW HEMOABVMKHOCTU W/WAN UCKKOYEHUA HenpefHamepeHHOro
N3B/IEYEHNS.

MPOTUBOTNMOKA3AHIWNA:

e lAcnonb3oBaHne Yy NauMeHTOB C W3BECTHOW anneprueid Ha martepuan NeHTbl U Knesliee
BELLLECTBO

e lcnonb3oBaHuWe C KaTeTepaMm s BaCKYNspPHbIX npoueayp

OrPAHUYEHNA, UMEIOWME OTHOLWEHME K YCTPOWUCTBY:

MpenynpexgeHne: Rx Only (IMpogaxa paspelleHa ToNbKO cneuwnannctam): PepepansHoe
3akoHogaTtensctso CLUA paspellaet npofaxy, pacnpocTpaHeHWe U WCNonb30BaHWe 3TOro
N3[enns TONbKO MeAULMHCKUMMN PaBbOTHUKAMMN MU MO UX YKa3aHWIo.

Mepbl NpefoCTOPOXHOCTN:

e BHMMaTeNbHO NpPOYMTaNTe yKazaHWUa NPOU3BOAMTENS Nepes UCMONb30BAHNEM.

* CofepXu1moe ynakoBKMW ABNAETCA CTEPU/IbHBIM.

* He ncnonb3oBaTtb, €C/IM YNaKoBKa OTKPbITa, MOBPEXAeHa Uau criomaHa.

* W3genve npefHasHa4yeHO TOMLKO AN  OLHOKPaTHOrO MNPUMEHEHNUS. 3anpelaeTcs
NOBTOPHOE MpPUMeHeHne, 06paboTKa nnn ctepunmsaynsa. NMoBTOpHOE NpuMeHne, 06paboTka
UM CcTepunusauns MOryT HapywuTb CTPYKTYPHYK LeNOCTHOCTb YCTPOMCTBa w/unwu
NPUBECTU K HEMCNPABHOCTW U3JeNNA, YTO B CBOK OYepefb MOXET CTaTb MPUYMHON TPaBMbl,
3a60M1€BaHNA  WAM  CMEPTU NaLUeHTa. [MOBTOPHOE MpMMeHeHne, 06paboTka uK
CTepuaM3aums MOryT TakXe C034aTb PUCK 3apaXkeHus u3genus wu/vnm npuBecTn K
NH(PULMPOBAHUIO WM MEPEKPECTHOMY WHMUUUPOBAHUIO NauueHTa, BK/AOYasd, MOMUMO
npoyero, nepegavyy WHGPEKUMOHHbIX 3aboneBaHua(-i) OT OLHOr0 nauueHTa Apyromy.
3apakeHune n3nenns MoXeT NPUBECTU K TpaBMe, 3a00/1eBaHNIO UM CMEPTU NaLMeHTa.

* He ucnonb3oBatb Noc/ne UCTEYEHUS CPOKA FOLHOCTH.

e XpaHuTb B NPOX/Ia4HOM CyXOM MecCTE.

* UYepes 7 (cemb) gHein (paHblue, ecnu gukcayus ycTporictBa ocnabneHa no Kakoi-nm6o
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NPUYNHE) PEKOMEHAYETCA YAannTb CTapoe YCTPOMCTBO PuKcaumu StayFIX v 3aMeHUTb ero
HOBbIM YCTPOMCTBOM (hukcaumm StayFIX.

Mpwn yfaneHnm cTaporo ycTpoiictea mkcaymm StayFIX 6yabTe OCTOPOXHbI BO U3bexaHue
CMELLLeHNs NN HenpeLHaMEPEHHOT0 N3BMIeYeHUS KaTeTepa Unm Tpyoku.

YcTpoincTBO hrkcaumm kaTeTepa Revolution.

MOKA3AHUA K MPUMEHEHNIO:

YcTpolicTBO Ana ukcaymm katetepa Revolution npefHasHayeHO Ana ukcaumm KateTepa Ans
HeBaCKyNsipHbIX  npoueayp, YCTaHOBMEHHOro B Tel0  NauueHTa, 4Tobbl  06ecneynTb
MaKCUMasbHY HENOABUXHOCTb KaTeTepa U UCKIYNUTb HenpeLHaMePEHHOE U3B/IEYEHME.

MPOTUBOMOKA3AHNA:
YcTpolictBo Ana (ukcauum katetepa Revolution He npefHasHayeHO ANA MNPUMEHEHMA Ha
KaTeTepax N5 BaeKy/NAPHbIX NpoLeayp.

MPEAYMPEXAEHPLL:
Mepes NpUMeHeHVEM 03HAKOMbTECh C UHCTPYKLMEN.
MpeaynpexgeHue: Rx Only (Mpogaxa paspelleHa TosbKo cneunanuctam): degepansHoe
3akoHogaTenscTso CLUA paspeLuaeT Npofaxy, pacnpocTpaHeHUe 1 NCnob3oBaHue 3Toro
N3[enns TONbKO MeAULMHCKUMMN PaboTHUKaMU WX MO UX YKa3aHUIo.
CopepXXnMMoe 3aKpbITbIX Y HEMOBPEXAEHHbIX YMaKOBOK ABMAETCA CTEPUbHbIM.

MNMPEAYTMNPEXAEHWE O MOBTOPHOM MCIMOJIb3OBAHUNW:

N3nenne npegHasHauyeHo TOMbKO [ANS OAHOKPATHOrO MPUMEHeHWs. 3anpeliaeTcs MOBTOPHOE
npvMeHeHWe, 06paboTka unu cTepunusauns. [MOBTOpHOe NpUMeHeHWe, 06paboTka wMK
CTEPUAN3aLUS MOTYT HapyliuTb CTPYKTYPHYIO LIENOCTHOCTb W3Aennst W/MAu npuBectTn K
HEMCMPaBHOCTU W3/eNns, 4TO B CBOK Ouepefb MOXET CTaTb MPUUYMHON TpaBMbl, 3a6071eBaHUA
WAK CMepTW NauumeHTa. MMOBTOPHOE MpUMeHeHWe, 06paboTKa MM eTepuan3auus MOryT Takxke
COo3[aTb PUCK 3apaKeHus u3genus u/vnvm npuBeeTn K MHAOULMPOBAHUIO UMW MEPEKPECTHOMY
MH(UUMPOBAHMIO  MalWeHTa, BK/OYas, MOMUMO MNpoYyero, nepegady  MHMEKLMOHHbIX
3a60M1eBaHMn OT OHOrO NauMeHTa ApPYromy. 3apaxeHue U3Lenns MOXET NPUBECTU K TpaBMe,
3a60/1eBaHMI0 UK CMEPTY NaLUEeHTa.

3. KITACCNPUNKATINA.

Habopbl 6unmapHbIX ApeHaXKHbIX KateTepoB ReSolve o603HavatoTca Kak m3genusa lMb knacca B
cootBeTcTBUM TpunoxeHuto I, npasnno 8 AMpekTusbl No MeAUUUHCKUM u3genuam 93/42/EEC
Nno MeAULMHCKUM U3JENNAM.

4. CMNOCOBbLI M METOAbLI CTEPUTN3ALNN

[na HabopoB 6unnapHbIX ApeHaxkHbIX KateTepoB ReSolve, KomnaHua «Meput Megukan
Cuctema WVHK.» wuCnofb3yeT cTepuausauunio atuneHokcugom (30). Banupauma uukna
cTepunm3aumm 30 OCYLLECTBNSETCA B COOTBETCTBMM C TpebOBaAHMAMM  €BPOMENCKOro
mMexayHapogHoro crtaHgapta 1SO 11135, ExerogHasa noBTOpHas Banufjauua oOueHWBaeT
HanXyALWmniA cnyyain 3TaNoOHHOM 3arpy3ky Ha OCHOBaHMM NIOTHOCTU U KOH(Urypauum Tapbl, 4To
Mo3BONSAET MPOBOAUTL CTAHAAPTHYIO CTEpPUIN3aLMI0 3arpy3kM CMeLaHHOro nogfoHa. Nagenus
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KomnaHun «MepuT» oTBeyaroT TpebosaHMAM cTaHgapta ISO 10993-7 Kk octatkam npu
cTepunnsaumn aTUNEeHOKCULOM.

MpOTOKONbI M OTYEThbl, BaMAUPYHOLLME NPOLECC CTEPUIM3ALMN, XPaHATCA B CUCTeMe KOHTPOAS

AOKYMeHTaUMy KoMnaHuy «MepuT» 1 yKasaHbl B CBOAHOM Tabnule no cTepuamnsaLmny KomnaHmm
«Meput».

[laHHOe n3aenue He nNpeaycMaTpuBaeT NOBTOPHYH CTEPUN3ALMIO MOMb30BATENEM.

KaTtetep ReSolve Catheter sBnseTcs MeHee CNOXHbIM, YeM CTaHAapTHOE YCTPOMCTBO KOHTPO/IA
npouecca (YKIT), KoTopoe npefcTaBnsieT coO60M KOH(pMIypayuo Hanmxyawero cayyas M nerko
afanTUpyeTcs K NPOBEPEHHOMY LUKy cTepunusaumm Merit.

YcTpoiicTBa (hukcaumm katetepa StayFix unm Revolution cTepunm3yoTcs ¢ MCNOJb30BaHUEM
raMma-u3nyy4yeHuns v npownn npouecc sanngaunn. Banugaums sbinonHanacb cornacHo EN I1SO
11137-2 - Crepunusaumsa MeLULMHCKON npogykumn. O6nydeHue. YacTb 2. YcCTaHOBNEHMWe
cTepunusytorueid fosbl. Ha OCHOBaHWM [aHHOW MpPOBEPKW MWUHWMaNbHas [03MpOBKA AN
cTepunusauumn coctasnaet 25 klp.

CrtaHfapTHO OblnM BbIMOJIHEHBI NMPOBEpPKa A03MPOBKM M NpoBepka 6uoHarpysku cornacHo EN

ISO 11137-2 [na nNOATBEPXAEHMA, 4TO f03a [AN18 CcTepunmsaumm npoaokaet pocturatb
Tpebyemoro 3HadeHns SAL (10™).

5. TEXHNYECKUWE XAPAKTEPUCTUKW N3AESTNA

5.1 KateTtep ReSolve Tnna nurteiin (pigtail)

XapakTepuctmka Ans Ans Ans An
KaTeTepa KaTeTepa KateTepa KaTeTepa
85F 10 F 12F 14 F
0,112” + 0,131" 0,158” + 0,184 +
0,002” 0,002” 0,002” 0,002”
(2,84 Mm £ (3,33 mmz (4,01 mmt (4,67MMm=
Hapy>XHbIn AnameTp KaTeTepa 0,051 mm) 0,051 mm) 0,051 mm) 0,051 mm)
BHyTpeHHMI gnameTp KaTeTepa  0,070” 0,089” + 0,106” + 0,118 +
0,073” 0,002” 0,002 0,002”
(1,78Mm (2,26 Mm (2,69 Mm (3 Mm
1,85 mm) 0,051 mm) 0,051 mm)  +0,051 mm)
Pabouas gnnHa Katetepa (Cm) 40+1 40+1 40+1 40x1
PaccTosHue 540,5 2+0,5 5405 2+0,5 5405 2+0,5 5405 2+0,5
(hmKcaTopom (kom0 (koHd (KOHD (koHd (KoM (KoHd (KOH (koHt
(pigtail) n oTeepctmem wadta wrypa P2 yrypa PR pyypg UV MIVPA
(cm) LA REV[I)HC LA Rgvglc LA Rgvtl)ﬂc LA Rgvglc
RBC) RBC) RBC) RBC) )
Pasmep neTnu-mkcatopa Tuna  2,54#0,1 2,5410,1 2,794+0,1 3,175+0,1
nurreiin (cm) Bpems Bpems Bp{:ma Bpems
BO3Bpara BO3Bpara BO3B 3aT1a BO3Bpara
KOHUMKa KOHuMKa KoLwmKa KOHUMKa
3aBUTKa K 3aBUTKa K 33BUIMTKA K 3aBUTKA K
CTEPXHIO HE  CTEPXKHIO HE  CTEPXKHIO HE  CTEPXXHIO He
6onee 30 6onee 30 60nee30 6onee 30
CEKYH/[, MOC/ne  CEeKyHZ, Mocne CeKyHA nocne  CekyHA rnocne
MOJIHOrO MOJIHOrO Mororo MOJIHOTO
10
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XapaKTepuctumka

KonunuecTtso
0TBEpCTUI
PaccTosaHne mMedacqy Mapkepamu
rny6uHbl (cm)

PacctossHne  mevefly — neTnen-
(hMKcaTopom TMNa  NUITenn
(pigtail) n peHTreHOKOHTpPAaCcTHOW
MapKepHOW Mosiocom (cm)
MNpo4yHOCTL MexaHusma
O6N1OKMPOBKN HUTWU (HaTSHKEHUS
HUTN)
MNpo4yHOCTb
CoefuHeHns
Konna4vyok-xab»
TBepaocTb KaTteTepa no KPoOMKe
MPOYHOCTb HUTK B NPOCTOM Y3/i€e
MPOYHOCTb KPENsIEHUS HUTH
PEeHTreHOKOHTPacTHOCTb

APeHaXHbIX

Ha paspbiB
«MOBOPOTHbIN

MpoyHOCTb Ha paspbIB KaTeTepa
MpoyHoCTb Ha paspbiB
COeIUHEHUNSA «KaTeTep-KOHUNK»
CKOpOCTb TOKa XXULKOCTHU
Co0BMECTMMOCTb NMPOBOAHNKA

Macca n3genusa
CoBMEeCTUMOCTb
Tnna JToap

coefjMHeHNS

KoHyco0o6pa3HbIii KOHUMK

BesonacHoCTb MarHMTHO-
pe3oHaHcHoW Tomorpadgun (MPT)
MoBepXxHOCTb

BHeWHWA pnameTp coefnHEHUSA
Tna JTo3sp

BHYyTpeHHWIA anameTp
coefuHeHna Tnna J1oap
KOHYCHOCTb  CcOefluHEHUA Tuna
JToap

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

ans Ons Onsa ans
KareTtepa KaTeTepa KaTeTepa KaTeTepa
85F 10F 12 F 14 F
pacnpaM/ieHNn  pacnpsMIeHNn  PacrnpsaMIeHN  pacrpsMIeHn
S KaTeTepa. A KateTepa. A KaTeTepa. A KaTeTepa.
17 17 18 18
1+0,05 1+0,05 1+0,05 140,05
1405 14+0,5 14+0,5 14+0,5

He meHee 6 H (1,371 dyHTOB)

He meHee 10 H (2,25 dyHTOB)

100A+0,5A
He meHee 10 H (2,25 dyHTOB)

He meHee FOH (2,25 dyHTOB)
KaTeTep J0/KeH npocmMaTpuBaTtbCa npu
PEHTIEHOCKONMNM
He meHee 40 H (9,0 ¢hyHTOB)

He meHee 6,5 H (1,48 ¢yHTOB)

He meHee 5 ky6.cm /MUH
MposogHuk 0,038 groiimos (0,97 MM) € yCTaHOB/IEHHOM
KaHIMen [0MKEH NPOXOANThL NO BCE KOHCTPYKLUUN B
cobopke.

652 70+ 2r 11+2 T 8,4+ 2T
Xab kateTepa fO/MKeH 6bITb COBMECTUM C MOBOPOTHbLIMM
afantepamu 7 (hmKcMpoBaHHbIMK aetanamu
OXBaTblBaEMOro Tuna (remocratMyeckue  KranaHbl
NH03POBCKOr0 COEAMHEHMNS, LWNPULbI, KnanaHbl Katetepa
nnp.).

Ha pgucrtanbHoMm
KOHYC006pa3HbIM.
KarteTep He Jo/mKeH NpenAaTcTBOBaThL nposefeHuo MPT.

KOHLe KOHYNK  [O0JIKEH ObITb

Ha BHelHeldi MNOBEPXHOCTUM He [AOMKHO  ObITb
TEXHOMOTMYECKMX U MOBEPXHOCTHbIX  [e(heKTOB.
[laHHas MNOBEPXHOCTb [O/KHA ObiTb MWUHUMaNbHO

TpaBMaTUYHOW A1 COCYA0B BO BPeMS UCMONb30BaHUA.
6,60 MM + 0,5 mm

4,0 MM £ 0,5 MM

6%
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XapakTepuctuka Ans Ans Ans Ans
KateTepa KarteTepa KareTepa KaTeTepa
85F 10F 12 F 14 F
Pa3smepbl peno3nymoHHoro (50 MM x 12 MM x 25 MM) = 3 MM
yCTpohcTBa (4NMHA X LWIMPUHA X
BbICOTA)
OnnHa  pacnpamutena  Tuna 100 MM £ 5 Mm
NUTTINN
Hapy>XHbliA avameTp 6 MM £ 2 MM
pacnpaMnTensa Tuna NUrTann
BHYTpeHHWA anameTp 4 MM %2 MM
pacnpaMUTensa Tuna NUrTann
[nvHa TopueBol 3arnyLwKum 13MM £ 2 MM
BHewHWA gnametp TopueBor 11 MM £ 2 MM
3arnyLwKku
BHYTpeHHUIA anameTp TOpueBOW 8 MM * 2 MM
3arnyLwKu
5.2 MeTannuyeckasa npujarLlasa XecTKOCTb KaHIoNA
XapakTepuctumka Ana Ans Ans Ana
KaTteTepa 8,5 KaTeTepa KaTeTepa KaTteTepa
F 10F 12 F 14 F
Kannbp kaHwm 18 15 14 13
Hapy>XXHbIli fnameTp KaHoam 0 050" 2 0,072" + 0,083" + 0.095" +
0’ 0005” 0,0005” 0,001~ 0,001~
(1”27 MM (1,83 mm (2,11 mm (2,41 mm
£0,013 MM) +0,013 mm) +0,013 mMm 10,013 mm
BHYyTpeHHWIA anameTp 0.033”7+ 0,054” + 0,063” = 0,071 +
KaHu 0,0005” 0,0005” 0,0005” 0,0005”
0,84 mm = (1,372 MM £ (1,60 Mm (1,80 mm
0,013 mm) 0,013 mm) +0,013 mMm) +0,013 mm)
Pabouas gnvHa 19,452” 19,442~ 19,362~ 19,342~
+ 0,0395” + 0,0395” + 0,0395” + 0,0395”
(494 mm+1 (493,8 mm£1  (491,8 MMl  (491,2 MM+l
MM) MM) MM) MM)
lMpoyHOCTL KpenseHns He meHee FOH (2,25 dyHTOB)
lMpoYHOCTb Ha M3/10M He meHee 10 H (2,25 dyHTOB)
TsepgocTb no Poksenny 53-55 HRC
LLlepoxoBaTocTb Ra < 0,4 MKM
JonycTumblia yron
OTKJ/IOHeHNA 6e3 HapyLlleHus 15°+ 1°
L,e/I0CTHOCTH
NMoBepxHOCTb Ha  BHewHei MOBEPXHOCTU He  [O/DKHO ObITb
TEXHOMOTMYECKMUX N NMOBEPXHOCTHLIX Ae(eKTOB.
Macca 2,05+ 1r 2,7 11 35+ 1r 505+ 1r
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5.3 N'mbkasa (nnacTtmaccoBas) KaHNA

Ansa
XapaKkTepuctmka KaTeTepa 8,5
F
HapyXHbIii guameTp KaHN 0,052”
+ 0,002”
(1,32 mm
0,05 mm)
BHYTpeHHN anameTp 0,040~
KaHun + 0,002~
(1,02 mm
0,05 mm)
Pabouas gnunHa 19,295”
+ 0,0395”
(490 mm£1
MM)
MpoYyHOCTL Ha paspbiB
COeAMHEHNS c xabom
(NpoYHOCTb KpenaeHns

KOHHeKTOpa rmbKoi KaHnu ¢
TPYOKOIi rM6KON KaHn)
MpoyHOCTb Ha pa3pbIB
JonycTumblii yron
OTK/IOHEHNA 6e3 HapyLlleHus

Ansa
KaTeTepa
10F
0,068~
+ 0,002”
(1,73 Mm
0,05 mm)
0,051”
+ 0,002”
(1,3 mm
0,05 mm)
19,285”
+ 0,0395”
(489,8 mm+1
MM)

He meHee FOH (2,25 dyHTOB)

He meHee FOH (2,25 dyHTOB)

Ansa
KaTeTepa
12 F
0,080”
+ 0,002”
(2,03 Mm
0,05 mMm)
0,063”
+ 0,002”
(1,6 mm
0,05 mm)
19,205”
+ 0,0395”

(487,8 mmz1

MM)

15"+ 1°

MOBEPXHOCTU He

AOJIKHO

Ansa
KaTeTepa
14 F
0,091”
+ 0,002”
(2,31 mMm
0,05 mm)
0,071”
+ 0,002~
(1,8 mm
+0,05 mm)
19,185”
+ 0,0395”
(487,3 mmz1
MM)

TEXHO/IOTUYECKNX N MOBEPXHOCTHbIX ,qubeKTOB.

L,e/TOCTHOCTH
MoBepXHOCTb Ha  BHewHel
Macca 13t 1r

5.4 YcTpoiicTBO hmKcalmmn KaTeTepa StayFix

15+ 1r

YCTpoIACcTBO q)I/IKcaLI,IﬂVI KateTepa StayFix Manbiii (Small)

O6uwasn naowaib, cm 12042

Mnowaab Knesuiero cros, cv® 88+2

Ycunne Ha oTpbIB K/1EEBOr0 C/104 He meHee 2H

MmgpokonnongHaa noBsA3ka (gMHa X (60 x 50) 5

WNPpUHa), MM

Macca 6,2+ 05T

CoBMeCcTUMOCTb KaTteTepa Ans (hrKcauum
KaTeTepoB BHELUHUM
AnameTtpom  5F-14F

(1,67 MM - 4,67 MMm)

5.5 YcTpoiicTBo (hnkcaumm katetepa Revolution

O6uwasn niowagb, cm
Mnowanb Kneswero crod, cm®
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111+2
95+2

15+ 1r

1,7+ 1r

Bonbuwoi (Large)

120+2
90+2
He meHee 2H
(60« 50)+ 5
6,2+ 05
ans hmkcaumm

KaTteTepoB BHELIHUM
AnameTtpom 12F-22F
(4,0 Mm - 7,3 MM)

ObITb
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BHewWHWn gnameTp 3aliMTHOrO KO/bLa,
MM

BHyTpeHHWI anameTp 3aumTHoro 40%5
Kofbua, MM

MakcumanbHbI fuaMeTp KpbIWKY, MM 702
Macca 199+ 05T

dukcaTop HUTKM (BAMHA X LWMPUHA X
BbICOTA), MM

XpanoBuK (4/MHa X WMPUHA X BbICOTA),
MM

(12x 12x4)+2

(60 « 30x 5) %2

Ycunuve Ha OTpbIB HUTKU He meHee 5H
Ycunnuve Ha oTPbIB K/1€eBOT0 C/104 He meHee 2H
CoBMECTMMOCTbL KaTeTepa Ona  dukcaumy  KaTeTepoB  BHELUHUM

gnameTtpom 6F-24F (2,0 mm - 8,0 mm)

5.6 TpeboBaHMA K ynakoBKe wu3genunsi (0EHOBHble XapaKTepUCTUKMK), MNOABEpraeMoro

(OMHULLIHOWN CTepunnsaumnu.

5.6.1 KaTteTtep ReSolve Tuna nurtein (pigtail) ¢ rugpodunbHbIM NOKPbITUEM B cbope

LLnpnHa ynakoBKu, MM
[NnHa ynakoBku, Mm
LLinpuHa kneesoro cnos, MM

MPOYHOCTbL KNEEeBOro C/0s Ha PaspbiB

MMNoTHOCTL MaTepuana ynakosKu

MpoYHOCTb HA  paspblB B MPOAO/LHOM
HanpasfieHNM

MPOYHOCTb Ha  pas3pblB B MOMEPEYHOM
HanpaBieHNm

MpPOYHOCTb Ha NPOAABAMBaHNE

5.6.2 YcTpolicTBO (pMKcaumm Katetepa StayFix
LnpmnHa ynakoBKu, MM

[nvHa ynakosku, Mm
LLnpnHa Kneesoro cnos, Mm

MpPOYHOCTL KNEeBOro Cos Ha paspbls

MNOTHOCTb MaTepmana ynakoBKu

MpoYyHOCTb HA paspbiB B MPOAO/ILHOM
HanpasfeHnK
MPOYHOCTb HA  paspbiB B MOMEPEYHOM
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1335 mm

6065 MM

8,0+0,5 mm

>1 (pyHT-cunbl (4,45 H)
0,92+ 0,05 r/cm3

>0,7 kH/cm2

>0,9 kH/cm2

> 650 klMa

143+3 MM

198+3 MM

7,3+0,5 Mm

>1 (yHT-cunbl (4,45 H)
0,92+ 0,05 r/cm3

>0,7 kH/cm2

>0,9 kH/cm2
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HanpaBfieHnn
MpPOYHOCTb Ha NpoJaBVBaHUNE

> 650 KlMa

5.6.3 ¥YcTpoicTBo (pukcauum Katetepa Revolution

LnpunHa ynakoBku, MM
JnunHa ynakosku, MM

LLnpunHa kneesoro cnos, MM

MpPOYHOCTbL KNEeBOro Cost Ha paspbis

MNOTHOCTL MaTepuana ynakoBKu

lMpoyHOCTb Ha  paspbiB
Hanpas/feHUn
lMpoyHOCTL Ha  paspbiB
Hanpas/ieHNN

MpoYHOCTbL Ha NPOAABVBaHME

140£3 mm

215+3 MM

9,0+0,5 Mm

>1 (pyHT-cunbl (4,45 H)

0,92+ 0,05 r/cm3

npogonsHom >0,7 KH/cm2

nonepeyHom >0,9 kH/cm2

> 650 KlMa

6. MATEPUANBI. MTIPUMEHAEMBIE MNP N3TOTOBJIEHNI.

KoMnoHeHT
LOpeHaxXHbIli KaTeTep
Xab

[MOBOPOTHbLIM KOMNa4yoK

IMOBOPOTHbIN 3aXNM
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OnvcaHne maTtepuasnos

MonnatupHas nonnkapboHaTHasa cmecb Xenoy HX5600HP
Kpacutens - TBeppas pakumnsa okcuaa TutaHa Xenoy EXN
X5600HP, ugeT: sApkKo-6enblil, KoL MO Knaccugumkaymm
Pantone 11-0601 TCX

MonunaupHaa nonmkapb6oHaTHas cMecb Xenoy HX5600HP
Kpacutenb - TBepfasa hpakuua okcuaa tutaHa Xenoy EXN
X5600HP, uBeT: fpKo-6enblid, KOA4 N0 Knaccuukayum
Pantone 11-0601 TCX

AueTanbHblii romononumep cpegHein BaskocTu Delrin®
500P NC010 POM DuPont™ (ans gmuametpa 8,5E)
Kpacutens - TBepfas pakuyms okcuga tutaHa Xenoy EXN
X5600HP, Kpacutenb - MNOPOLIKOBbIA OKCWUA antOMUHMA,
LiBET: 3€/MeHbIi, Koa no Knaccugukauum Pantone 354C
AueTanbHblii romononumep cpefHeir BaskocTu Delrin®
500P NC010 POM DuPont™ (ans guametpa 10F)
Kpacutenb, - TBepfas ¢pakums okcupga Xenoy EXN
X5600HP, Kpacutenb - MNOPOLUKOBbIA OKCUJ antoMUHUA
LiBeT: ¢hmonetoBbIiA, Kog No Knaccugmkaumm Pantone 272C
AueTanbHblii romononumep cpefHeir BaskocTu Delrin®
500P NC010 POM DuPont™ (ans guametpa 12F)
Kpacutens - T1Bepgas ¢pakumsa okcuga Xenoy EXN
X5600HP, KpacuTenb - NOPOLUKOBbIA OKCUL alOMUHUSA
LiBeT: xenTbli, Kog no knaccudgumkauum Pantone 109C
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AueTanbHbli romononumep cpefHeir BAskocTu Delrin®
500P NC010 POM DuPont™ (ansa guametpa 14F)
Kpacutens - TBepaas gpakuma okcnga tutaHa Xenoy EXN
X5600HP, KpacuTenb - MOPOLLKOBbIV OKCUA antOMUHUNSA
LiBeT: opaHxeBblii, Kog No Knaccugukaumm Pantone 021C
KpacHast neyatHas kpacka INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech

LlBeT: KpacHbIli, KoA no Knaccudukauum Pantone 485C
(ana pnametpa 12F)

benas neuvatHas kpacka INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech

LieT: 6enblit, ko4 no knaccudukaymm Pantone WHITE C
(ans apnametpa 6,5F - 10F, 14F)

FmapounbHbIA ypeTaH Ha OcHoBe 3upa HydroMed™
D640

TEPMOMACTUYHbLIA  MOANYpPeTaHoBbIn 3nactomep (TIMY)
Pellethane 2363 80AE + 25% cynbgat 6apua (BAS04)
TEPMONACTUYHbIA NOAMypeTaHoBbld  anactomep (TMY)
Pellethane Shore 65D, RO20%

MnaTtnHa 92 %/ 8 % npugnii

UepHasa nevaTtHas kpacka INK-PG Pad Printing PET 15 IWT
Trans Tech. LiBeT: u4epHbliA, KOA nNo Knaccuukayum
Pantone Black C

BbICOKO KOHCUCTEHTHasd (pTopcuankoHoBas cmaska MED-
6731, lMonngumeTuUCcUNOKCaHHaA >XUAKOCTb A1 CMasKu
DOW CORNING® 360 MEDICAL FLUID, 12,500 CST.
MonunponuneH 5317

Kpacutens - TBepfasa (pakuma okcupga TuTaHa PP
MEVOPUR® Clariant

LiseT: cBeTno-rony6oi, Kog no knaccugpukaumm Pantone
13-4804 TPX

nonnaMmmaHoe MOHOBOMIOKHO 6, 3/0
CwunukoH mapka EXEMPT Parker Seal

Cnnas Hep>kaBeloLLlein cTanu

AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
18.0/20.0%, Ni - 8.0/10.5%, Fe - 70.92-66.42%)/

AISI 316 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
16.0/18.0%, Ni - 10.0/14.0%, Mo - 2.0-3.0%, Fe - 68.92-
61.92%)

MonuaupHas nonmkapboHaTHas cmecb Xenoy HX5600HP
Kpacutens - TBepfas pakums okcmpa tmtaHa Xenoy EXN
X5600HP

CooTHOLWeHWe KpacuTens He 6onee 6.25%

LiBeT: sipko-6enbiii, Kog no Knaccuukaumm Pantone 11-
0601 Tex

KpacHas nevaTtHas kpacka INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech

LLBeT: KpacHbIi1, Kog no Knaccugukauum Pantone 485C
Monukap6oHat CALIBRE™ Megarad™ 2081
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Kpacutens - TBepgasa pakumsa okcuga tutaHa A32329C
PolyOne™

LiBeT: spko-6enbiii, Kog no kKnaccuukaumm Pantone 11-
0301 Tex

KpacHasa neyatHas kpacka INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech

LiBeT: KpacHbIl, Kof no knaccuukaymm Pantone 485C

TepmonnacTuuHbli  cononvmep  Lustran® 248 NR
LiBeT: 6enbliA, K4 No knaccuumkaymm Pantone White

Monukap6oHaT CALIBRE™ Megarad™ 2081

Kpacutens - rpaHynsl 10200442 TRANS BLUE

PolyOne™

LiBeT: cuHMIA, Kog no Knaccugmkauymm Pantone 3005U (ans
AvameTtpa 8,5E)

Kpacutens - rpaHynbl 10050274 TRANS PURPLE
PolyOne™

LiBeT: cupeHeBblid, Kof Mo Knaccugukaumm Pantone 15-
3817 (mnsa gnametpa 10F)

Kpacutens - nonvkap6oHatHble rpaHynbl PC 2081-15
CALIBRE™ Megarad™

LiBeT: »enTblii, Kog no knaccuukaymm Pantone 109C (ans
Anametpa 12F)

Kpacutens - nonukap6oHaTHble rpaHynsl PC 020-0102
ORANGE Clariant

LiBeT: opaH>XeBblli, Ko No Knaccupukaunm Pantone 021C
(ana omnamvetpa 14F)

CnnaB HepXaBetoLLein cTanm

AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
18.0/20.0%, Ni - 8.0/10.5%, Fe - 70.92-66.42%)/

AISI 316 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
16.0/18.0%, Ni - 10.0/14.0%, Mo - 2.0-3.0%, Fe - 68.92-
61.92%)

MeguumHcknii cunmkoH DOW CORNING(R) MDX4-4159
+ 50% ny6punKaHT MeaULMHCKOro HasHauyeHus

KaHoNA

Cononuagup Eastar (TM) DN0OO3

Monunnponunen 5317

Monunponunen 5317

Kpacutens - TBepfas (pakuusa okcuga TUTaHa, MOPOLUOK
okcuaa antoMmuHma PE PE/PP MEVOPUR® Clariant

LiBeT: cuHWIA, Ko4 no Knaccuukayum Pantone 293C (ans
Anametpa 8,5F)

Kpacutens - TBepgas ppakuma okcnga tutaHa PP PURPLE
PolyOne™

LiBeT: cupeHeBbliA, Kog Mo Knaccuukaumm Pantone 272C
(ans gnameTtpa 10F)

Kpacutenb - TBepfasd (pakuusa okcuga TUTaHa, MOpPOLUOK
okcuaa antomuHusa PE PE/PP MEVOPUR® Clariant

LLBeT: XenTblid, Kog no Knaccudukaumm Pantone 108C (gns
Anametpa 12F)
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Kpacutenb - TBepfas (pakuusa OKcuaa TuTaHa, MoOpOoLIOK
okcuaa antommHusa PE PE/PP MEVOPUR® Clariant

LiBeT: opaHXeBblid, Kof4 No Knaccupukauum Pantone 021C
(ana onametpa 14F)

YcTpoicTBO hukcaumm katetepa Revolution

HuTb nonnaMmmnaHoe MOHOBOMOKHO 6, 3/0

Konbuo-kpenneHune Monukap6oHat CALIBRE™ Megarad™ 2081

KpblLKa Cononumep ctupona ¢ metunmetakpunatom ZY LAR® 530
Xpanosuk MonunatuneHosas cmona ZYTEL® 101F NCO010

Kpacutens - rpaHynel NY ZYTEL AB63631417 Clariant
(CocTtaB: HUKenb CypbMbl TUTaHa - 22.91%, coefuHeHUe
KobanbTa ¢ TUTaHOM - 12.60%, KaonuH (BcnomorartefnbHoe
BeW,ecTBO) - 2%). LiBeT: 3eneHblil, KO N0 Knaccugukaymm
101F
BbITAXHOE KO/bLO Monukap6oHat CALIBRE™ Megarad™ 2081

Kpacutens - TBepfas dpakuma okcuga tutaHa PC 2081-15
Clariant. LiBeT: cBeTno-rony6oi, Ko no knaccugukauum
Pantone 292U

Kneesas Haknagka Knenknin HeTKaHbll MaTepran ¢ CUTMKOHOBbLIM MOKPbITUEM
Release Liners

YCTpOMCTBO (mkcaunm Knerikuii HeTKaHbI MaTepuan ¢ CUINKOHOBbLIM MOKPbITUEM

KaTeTepa StayFix Release Liners

FugpokonnongHas nossska
MonunatnneHoBasa cmona ZYTEL® 101F NC010

*NpuU WM3rOTOBNEHUM [AHHOTO MEAMLMHCKOTO MW3Zennsi MPUMEHSIETCA XUMUYECKUIA 3neMeHT cynbaT Gapus.
CynbhaT 6apvsi BbICTYNaeT B KayeCTBe COCTABHOIO 3/1EMEHTA MPU W3rOTOBEHUN MEPEUMCIEHHbIX W3aenuid, B
JaHHOM Cnyyae OH He BNsieTCs SleKapCcTBeHHOW hopmoii uim cybcTaHumeit. CynbaT Bapusi - OAUH U3 OCHOBHbIX
PEHTTEHOKOHTPACcTHbIX .MaTepuanos, KOTOpbI/i 406aBNsSOT B MOAMMEPHbIE MeAUUMHCKME w3denus. CynbaT
Bapusi He OKasblBaeT (hapMaKo/OrMyeckoe v MeTabo/MYeckoe Bo3aeiCTBIE HA OpraHU3M. XuMuueckas hopmyna
— BaS04. CynbthaT 6apusi B CWly HU3KOW PACTBOPUMOCT M He ABMSIETCA TOKCUYHBIM [/ OpraHu3.Ma BeLLLeC TBOM U
MO3TOMY BO3.MOKHO €ro TMpUMEHEHWE B KauyecTBe PEHTTeHOKOHTPAcTHOro BellecTBa. [lpu MNprieHeHUm
MEepeyncnieHHbIX M3aenuii no HazHauyeHUo nonafgaHve BaS04 B opraHu3.M YesoBeka McktouveHo. CynbaT Bapus
“cnonb3yeTcs B cocTase MU anst Bu3yanmsaumm M Bo Bpe.Mst XMPYPrMYecKrX BMeLLATe/bCTB.

Bce u3genus ReSolve ynakoBaHbl M MapKMpoBaHbl Kak CTepu/ibHble U3f4ennsa O4HOPa30BOro
npumeHeHns. CuCTeMbl 3alWUTbl CTEPUIBLHOCTM OMpefeneHbl B COOTBETCTBMU C TpeboBaHUAMU
cTaHgapTa ISO 11607 ana npeaoTBpaLLeHNs NPOHUKHOBEHUS MUKPOOPraHn3MoB 1 06ecneyeHuns
acenTMYecKoro npeacTaBfieHNs U3Lenna B MecTe UCMNOb30BaHMA. B paMKax Npon3BOACTBEHHOIO
npotecca NpoBOANTCA NPOBepKa LeNOoCTHOCTY YNaKoBKN.

KOMMNOHEHT YNakoBKM Martepuan

MakeT TaiBek

NoTok Monuctnpon Eastman Kodak 6763
KapToHHasa Kopobka MogpokapToH

TpaHcrnopTHasa Tapa MopokapToH

7. MPUMEHAEMbIE CTAHOAPTbI
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M3genne cootBetcTByeT [upektuse CoBeta EC no meguuuHckum wusgenvam 93/42/EEC.
MpumeHuMbI EBponeicknin cepTugmkar cootsetctems: CE 541900.

N3penne npogaeTca Ha 3aKOHHbIX OCHOBaHMUAX B COOTBETCTBUY C TpebGOBaHUSAMU Y NpaBieHUs no
KOHTPO/II0 KayecTBa NULLEBLIX NMPOAYKTOB W NeKapcTBeHHbIX cpeacts CLUA ¢ cobnogeHnem
npotecca npefnpojaxHoro ysegomneHuns 510 (k).

npOBe,ﬂ,eHHbIe B OTHOWEHNN wn3nenna atTecTauMOHHbIE MEPONPUATUA Obl/IN  OCHOBaAHbl Ha

ENISO 11137-2

CTaHAapTax, KOTOpble [AeACTBOBaM Ha MOMEHT MpOBeAEeHUA WCMbITaHWIA. [MpuMeHseMble

CTaHJapThl:

CraHpapT 3aronoBok

O6wme cTaHfapThl

ISO 14971 W3genna  meamuymHckue.  TlpYMeHeHMe  MEeHef)XMeHTa  pucka K
MeAULMHCKUM U3LeNUsAM.

ISO 10993-1 OueHKa OMONOrMYeckoro AencTBusS MeAUUMHCKUX W3Oennin - dacTb 1
OLleHKa 1 nccnefoBaHMA B pamKax npolecca MEHeIKMEHTA pucKa.

ISO 11135 Crepunusaums u3gennin - MeAuUMHCKOTO  HasHayeHus.  STUNEHOKCUA,.

Tpeb6oBaHMs K pa3paboTKe, BanuaaumMm 1 Tekyllemy KOHTPO/O npouecca
CTEPUAN3ALNN MELNLNHCKUX U3LENNIA.
CTepunusaums  MeAULMHCKOA  NpPOAYKLUN.
Y CTaHOBNEHME CTEPUIN3YIOLLEN [03bI

O6nyyeHne. Yactb 2.

ISO 10993-3 OueHka 6MONOrMYecKOro AencTBus MeLUUMHCKUX W34eNnin - 4vacTb 3:
MCNbITAHWA HA TEeHOTOKCUYHOCTb, KaHLUEPOreHHOCTb W TOKCUYHOCTb,
B/NAIOLLYIO HA PENPOAYKTUBHOCTD.

ISO 10993-4 OueHKa OMONOrMYeckoro AencTBMs MeAULMHCKMX W3OeNNin - 4acTb 4:
BbIGOP MCMbITAHMIA, OTHOCALLMXCA K B3aUMOAENCTBUIO C KPOBLIHO.

ISO 10993-5 OueHKa OMONOrMYyeckoro AencTBus MeAUUMHCKUX W3AeNnin - vacTb 5:
nccnefoBaHMa Ha LMTOTOKCUYHOCTb: MeToAbl in vitro.

ISO 10993-6 OueHka 61MONOrMYecKoro AencTBus MeAWLUHCKUX W3LeNUin - 4vacTb 6:
nccnefoBaHNA MECTHOr0 AeliCTBMSA Nocne UMNIaHTauumn.

ISO 10993-7 OueHka 6MONOrNMYecKoro AencTBus MeAWUMHCKUX W3[enuii - 4acTb 7:
oCTaTKu Npu CTepunn3aLum aTUIEHOKCULOM.

ISO 10993-10 OueHKa 6MONOrNYecKoro AencTBMA MeAULMHCKUX u3genuii - 4vactb 10:
Npo6bl Ha pasgpaXkeHVe N aiNepruyeckyto peakLmio KoXu.

ISO 10993-11 OueHKa 6MONOrNYecKoro AelcTBMA MEAULMHCKMX u3genuii - 4vactb 11:
nccnefoBaHns 06LIETOKCUYECKOrO AeNCTBUS.

ISO 11607-1 YnakoBKa MeAULMHCKUX W3LeNNiA, CTepuansyemblX Ha 3aBepLuatoLLeid
cTaguu Npou3BOACTBA - 4YacTb 1. TpeboBaHMA K mMaTepuanam, CUCTeEMam
3alUTbl CTEPUSIBHOCTU U CUCTEMAM YMaKOBKU.

ISO 11607-2 YnakoBKa MeAWULMHCKUX W3[eNnin, CTepuansyemblX Ha 3aBepluatoLLeid
cTaguMn NPOM3BOACTBA - 4acTb 2: TpeboBaHWA K Banufjauuy nNpoLeccos
(hopMUpOBaHUSA, repMeTm3aLmm n c60pKu.

ASTMDA4169 CraHpapTHad MeToAuKa TecTUpPOBaHUSA 3MPHPEKTUBHOCTU TPAHCMOPTHLIX
KOHTEHEPOB N CUCTEM.

ASTMF1980 CTaHgapTHOe pPYyKOBOACTBO MO YCKOPEHHOMY CTApeHMI0 CUCTEM 3aliuThbl
CTEPUNLHOCTU MeAULNHCKNX U3AENNA.

BS EN 980 Cu1MBONbI, UCMOMb3YEMble B MapKUPOBKe MeAULNHCKNUX U3LENNA.

BSEN 1041 WHpopmauus, noctaBnsemas U3rotoBuTenemM MeguLUHCKUX U3LENNIA.

ISO 15223-1 N3penua  meguumHckue.  CUMBOALI,  UCMOJSIb3yeMble  Ha  Ap/blKax
MeAUUMHCKUX  M34eNnin  npyu  MapKUpoBKe ¥ B  MNpPefOCTaBNSEMOM
NH(opMaLmMK - YacTb 1: 06LimMe TpeboBaHMS.
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BSEN 15986 CWMBO/IbI, UCMNONb3yeMble B  MapKUPOBKE MEAUUMHCKUX — U3LENNNA.
TpeboBaHMA K MapKMpOBKE MELAULMHCKUX  WU3LENNRA,  cofepxalynx
(hTanatbl.

EN556 Crepunusayms MegULMHCKUX W34enuin. TpeboBaHWA K MeAULUHCKUM
n3genusaMm,  NOoAneXawmnm  QUHULWHON  CcTepuaM3aumn,  KaTeropum
«CTEPUSBHbIEY.

Cneunduryeckne cTaHLapTbl, UMeIOLLNE OTHOLLEHWE K U3LENNI0

ISO 592-2 [eTann coeguHuUTeNbHbIE C KOHYCHOCTbIO 6% (/Tro3pa) Ans Wnpuues, urn
W OpYroro MeAWUMHCKOro 060pyfoBaHUsA - 4acTb 2. (PUKCUPYEMble
COeLJMHEHMS.

EN 1617 CTepunibHble  ApeHaXHble  KaTeTepbl W NPUCNOCOGNEHUS K  HUM
0[IHOPa30BOro NMPUMeHeHUS.

EN 1618 KaTeTepbl, KpoOMe BHYTPUCOCYAUCTbIX. MeToabl WUCNbITAaHUA  06WMX
CBOWCTB.

8. CNCTEMA AHAJTN3A PNCKOB

MoTeHUMaNbHble PUCKW OLEHMBAIOTCA BO BPEMSA MPOEKTMPOBAHUSA, pa3paboTKu v MPOU3BOACTBA
n3gennii B cooteetcTBum c I1SO 14971. [Ona BbISABNEHWUS MOTEHLMANbHbIX TUMNOB OTKA30B U
BO3/e/CTBMA Ha NaLWEHTOB WX MO/b30BaTeNeil NCNONb3yeTCA COOTBETCTBYIOWMIA UHCTPYMEHT
OLEHKN PUCKOB (aHanm3 TUNOB U NocneAcTBuii oTkaszoB (FMEA), oueHKa K/IMHUYECKOro pucka
(CRA)). CootBeTcTBYHOWME MeXaHU3Mbl KOHTPOAA W MpefoTBpalleHUs onpefenatoTcs u
BHEPAKTCA B paMKax npolecca yrnpasBieHUs pUckamu Ha MPOTSXKEHUU BCEro Cpoka CnyxXo6bl
n3genus. OT4YeTbl MO aHaiu3ly pPUCKOB MepecmaTpuBaloTcs, M0 Mepe Heobxo4MMOoCTH
OOHOBNAKOTCA M KOHTPONUPYIOTCA B pamKax CUCTEMbl KOHTPOAS [AOKYMeHTauuum KOMMaHuu
«Meput Megukan Cwuctema». [pynna cneuuannctos pasHOro npoduas, BKAwYas nuy c
KIMHUYECKMM OMbITOM, paccCMOTpesnia OTYeTbl MO aHann3y PUCKOB [A/19 rapaHTUM YyCTpaHeHus
BCEX MOTEHLMA/IbHbIX PUCKOB.

OueHkKa pucKoBs

CCbIJTKA 3AIr0JZIOBOK

RMR 00004 OTyeT 06 ynpasneHUM puckamu Anda OGuMapHoro v 3anuparollerocs
[peHaXxXHoro katetepa ReSolve

FMEA 0010 AHanu3 TUMNOB W NOCNEACTBUIA  OTKa30B MPOEKTUPOBaHWA  AnA
HesanuparoLLeroca gpeHaXxxHoro katetepa ReSolve

FMEAO0011 AHanu3 TMNoB M NOCNELCTBMIA 0TKA30B MpoLecca A8 HesanuparoLLerocs
ApeHaxHoro katetepa ReSolve

FMEA 0074 AHannM3  TWNOB W  NOCNEACTBMMA  OTKa30B  MPOeEKTUMPOBaHWUA  AN1d
3anupatolerocs kartetepa ReSolve

FMEA 0075 AHanu3 TUNOB M NOCNEACTBUIA OTKa30B Mpouecca ANs 3anuparoLerocs
katetepa ReSolve

CRA 0045 AHanun3 KNMHUYECKNX PUCKOB A8 6unmnapHoro karetepa ReSolve

FMEA 0187 AHanu3 TUNOB M NOCNeACTBUI 0OTKa30B Mpolecca s 3anuMparoLlerocs
KateTepa ReSolve

FMEA 0210 AHanu3 TWMOB W MOCNEACTBMIA OTKa30B A8 He3anuparoLwierocs Mu
3anupatouierocs katetepa ReSolve

FMEA 0206 BunuapHbie gpeHaxHble KaTeTepbl ReSolve

QRMS 0009 KpaTkuii 0630p ynpaBfieHUs puckamy npu obecrneyvyeHMM KadvecTBa NS

OunnapHbIX ApeHaXHbIX KaTeTepoB ReSolve
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BaxHble (hakTopbl pucka

BbiBOAbI, CAenaHHble TPYnnoi chneuuannucToB pasHOro npoguas, cogep)karca B OTyeTax 06
OLeHKe puckoB. Hambonee BaXHble OMacHOCTM BKAOYalOT B cebs BO3deicTBME Ha
reMOKOHTAKTHble NaToreHbl, UHMEKUWUIO, TpaBMy TKaHEeil, TOKCMYEeCKYH peakuuio, 3aMb60uto
WHOPOAHbIM TENIOM, NPOHUKHOBEHME BO3AYXa, pasfpaxeHne TKaHein 1 3afep>XXKy npoueaypbl.

3asnBneHne NPON3BOANTENA OTHOCUTE/bHO 6e30NacHOCT U

Ha ocHoBaHWM nNpefoCTaBleHHON W/MNM  yNnoMWHAaeMO B 3TOM TeXHUYECKOM (haiine
LOKYMeHTauuu, ONUCbIBaloLLeid MpPOeKTUpOoBaHWe, MPOU3BOACTBO, YNAKOBKY W CTEpUIM3auuio
n3genuii ReSolve 1 OuUeHKY MNOTEHLMaNbHbIX PUCKOB MPW  WCMOMb30BaHUW W3LeNUin no
CPaBHEHWIO C MOJIb30 NOCPeACTBOM (POPMasibHOrO aHanvM3a PUCKOB, KAWHWYECKOW OLEeHKW U
aTTectauuii wusgenua/npouecca, komnaHus «Meput Megukan Cuctems» onpegenuna, 4To
OCHOBHble Tpeb6oBaHua [Aupektusbl 93/42/EEC CoeTta EBponeiickoro Coobuectsa no
MeANLMHCKUM U3LeNnam YL0BNeTBOPEHbI, N KaTeTepbl ReSolve 6e30macHbl M 3PeKTUBHBI Npu
MCMOb30BAHMM MO HA3HAYEHWIO, KaK YKa3aHO B MapKUpPOBKE.

9. BMOCOBMECTUMOCTb

Bbina npoBefeHa oueHKa 6MOMOrMYeCKOl COBMECTUMOCTM HabopoB OWIMAPHOTO APEHaKHbIX
KateTepos ReSolve B 3aBUCUMOCTM OT nepBoHayvanbLHOro ogobpeHns FDA u 3Haka CE.

Knaccugpukauuns ngennii

Knaccugukauma 6unumapHbiX ApeHaxKHbIX KaTeTepoB ReSolve npusefeHa Huxke. KOMMOHEHTbI
3TUX M3LENNIA, KOHTaKTUpYytowme ¢ naymeHTom, 6yayT npeAcTaB/ieHbl HUXe B KPATKOM OT4YeTe O
pe3ynbTatax UCMbITaHUi Ha 6MONOTNYECKYI0 COBMECTUMOCTD.

abnuua - Knaccuukaymsa msgenunii no npuHUmMny 61Monorm4eckor CoBMeCTUMMOCTH
N3LENVNE KIJTACCUNPUNKALNA

MocTosiHHbI  (60onee 30 CYTOK) KOHTakT ¢

BunnapHblil Katetep ReSolve o o
P P BHYTPEHHEN cpefoli N TKaHAMW OpraHU3MOM.

KpaTkuii oTyeT 0 pesynibTaTax UCAbITaHWA Ha 6MOIOrMYEeCKYH0 COBMECTUMOCTb

WcnblTaHnA, npoBefeHHble ANA  OLEHKW OMO/ornyeckor 6e30nacHOCTUM  KaXzoro
KOMMOHeHTa 6unmapHoro kartetepa ReSolve cornacHo tabnuue matepuanos. Ona Bcex
ncNblTaHUM 6b1TM COBNIOAEHBI KPUTEPUU MPUEMIEMOCTMN.
MeTog ncnbiTaHns PesynbTaThl OTueT o pesynbrarax
ncnblTaHnA
Hep>kaBetowasa ctanb - BCe 06pasybl OblIM MOArOTOB/IEHBI COrNnacHo ctaHgapty 1SO 10993-
12 n cTepunM30BaHbl ITUIEHOKCULOM.

LiInToTOKCMYHOCTbL/ HeunTOTOKCUYHbIA KomnaHunsa «HenbcoH
ISO 10993-5/ Nabopatopu3s»
BbigeneHne MUHUMasIbHOWA 466472
noaaepXxmBaroLleli cpebl
CeHcubunusaums/ HeceHcnbmnnnsmpytowinii OT4eT O Hagnexalylen
ISO 10993-10/ nabopaTopHOI NpaKTuKe
TecT MakcumuszaumMm No  MeTomy KOMMaHUN «TOKCUKOH»
KnurmaHa 10-2857-G1
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VcnblTaHUs, NpoBeAeHHble Ans  OLEeHKU 6KOoM0rnyeckon 6e3omacHoOCTU  KaxKjoro
KOMMOHeHTa 6ununapHoro kKatetepa ]leSolve cornacHo Tabnuue matepuanos. [na Bcex
ncnbiTaHWn 61NN co6N0AeHbI KpuTe [LUM NPUEMNIEMOCTN.

MeTog ucnbiTaHUA PesynbTtatsl OTyeT 0 pesynbTaTax
ncnblTaHUA
PasgpaxeHue/ HesHaunTenbHbIN OTueT OHaanexalien
ISO 10993-10/ pasgpaxuTens nabopaTopHOI NpakTuke
BHYTPMKOXHasA NHbEKL WA KOMMNaHUN «TOKCUKOH»
10-2857-G2

®d10MeToBbINV aueTasbHbIi rOoMononMmep cpegHen Bsaskoctu Delrin- nHpopmaunu o
MOArOTOBKe 06pa3sL,0B 1 CTEPUAN3ALLNN HET.

LiuToTOoKCUYHOCTL/ HeunTOTOKCMYHBIN OTueT KOMNaHUK
ISO 10993-5/ «HenbcoH JTabopaTopm3»
BblgeneHune MUHUMaNbHOW 309477
noaaepxuBatollein cpeapl L929

CeHcunbunmsaymsa/ HeceHcnbunmsnpyrowimni OTuYeT KomMnaHuu
ISO 10993-10/ «AnnTek JlabopaTtopus»
TecT Makcumusaumm no  MeTomy 37899
KnurmaHa

BHYTpMKOXHas peakTUBHOCTb/ He3HaunTenbHbIl OT4YeT KOMNaHUU
ISO 10993-10/ pasgpaxuTens «HopTsbIO Macngpuk
BHYTPUKOXHasA NHBEKLNSA Nab6opaTtopuns» X5K063G
CunctemHas TOKCMYHOCTL (ocTpas)/ OTpuuaTenbHbli OT4YeT KOMNaHMK
ISO 10993-11/ «HopTBbIO Macuduk
CuncTtemMHOe BBeAeHMe Na6opaTtopus» X5K062G
FeHOTOKCUYHOCTB/ HereHOTOKCUYHbIA OTueT KoMnaHuu
HeT ccbinku Ha ctaHgapT / «HenbcoH Jlabopatopus»
TecT 3Jiimca Ha 06paTHYH MyTauuio 309478

GakTepuii  nanoykn  bpecnay u
KWULLIEYHOI Nanoyku

mnnaHntaumns/ OTpuuaTtensHblii OTueT KOMNaHUK
ISO 10993-6/ «HopTBbio MNacnpuk
7-0HeBHad nmnnaHTaums Nabopatopus» X5K060G
VmnnaHTaums/ OTpuuaTenbHbli OTyeT KOMMaHuu
ISO 10993-6/ «HopTBbio Macutuk
90-4HeBHaa nMnaaHTaLms NabopaTtopns» X5K059G

TepMonnacTUYHbLIA  nonuvypeTaHoBblin  3anactomep  (TMY)  Pellethane, HuTb,
rMApouabHOe MOKPbITWE, CMasblBalollee BeLeCcTBO, MOSIMITUNEH, MOJINYpeTaH,
nnatuHa. MonnagupHaa nonnkapboHaTHass cMecb Xernoy, benbli Kpacutenb, 6enas
neyaTHas Kpacka, OpaHXeBblil AueTasibHbI/A FOMONOAUMeEpP cpedHel BsA3kocTu Delrin,
YyépHaa Kpacka, KpacHas neyatHas Kpacka - Bce 06pasubl 6bi11 MOArOTOBNEHbI COMMAacHO
ctaHgapTty 1SO 10993-12 u cTepnan3oBaHbl 3TUIEHOKCUAOM Mepes UCMbITAHUAMN.

LInTOTOKCMUYHOCTL/ HeunTOTOKCMYUHbIN KomnaHus «HenbCcoH
ISO 10993-5/ NabopaTopus»
BbigeneHue MWUHVMasbHOA 841022
nogaep>xuBatoLLen cpegbl L-929
CeHcunbunmsaums/ HeceHcnbmnnmnsnpyowini OT4yeT OHagnexaty e
ISO 10993-10/ nabopaTopHOl NpakTuKe
WccnepoBaHne  makcumusaumm Mo KOMMaHmMmn «Bykcu
meTody KnurmaHa AnnTek» 192776
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McnbiTaHua, npoBefieHHble N8 JueHKU OMONOrMYeckKom 6e30MacHOCTU  KaXKAoro
KOMMOHeHTa 6unnapHoro kartetepa R"eSolve cornacHo Tabnuue matepuanos. NS Bcex
NCNbITaHWIA 6b1SIX COBMIOLEHBI KPLUTe pun NPUEMIEMOCTN.

MeToa ncnbiTaHnA PesynbTaThl OT4yeT OpesynbTarax
ncnblTaHUA
PasgpaxeHue/ HesHaunTeNbHbIN OTueT OHagnexatlel
ISO 10993-10/ pasfpakuntenb nabopaTopHOl NpakKTuKe
BHYTPUKOXHasA NHBEKUUSA KOMMaHumn «Bykcu
AnnTek» 192777
OcTpasa cuctemHass TOKCUYHOCTb/ OTpuuatenbHbli OT1ueT OHajanexatlyel
ISO 10993-11/ nabopaTopHON NpakTuke
OcTpoe cucTeMHOe BBefleHne KOMnaHum «Bykcu
AnnTek» 192778
MuporeHHoCTL/ HenuporeHHbIi OTueT OHagnexaltiel
®apmakones CLUA <151>/ nabopaTopHOI NpakKTuKe
MpPOreHHOCT, orocpefoBaHHas KOMMaHumn «Bykcu
matepuanom AnnTek» 192779
FeHOTOKCUYHOCTb/ HereHOTOKCUYHbIi OT4eT 0 Hagnexatyen
ISO 10993-3/ nabopaTopHOl NpakTuKe
Tect Ha MyTareHHOCTb c KomnaHum «Byken
ncnonb3oBaHnem  6aktepuini  (TecT AnnTek» 192782
limca)
mnnantauuns/ OTpuruyatenbHbli OTueT OHagnexaltiel
ISO 10993-6/ nabopaTopHON NpakTuke
ViccnegoBaHne nocne  2-HefenbHONA KOMnaHum «Bykcu
nMnaaHTaLum AnnTek» 192783
Mmnnantauuns/ OTpuyatenbHbli OTueT OHagnexaltyel
ISO 10993-6/ nabopaTopHON NpaKTuKe
VccnegoBaHne nocne  4-HefenbHOW KoOMnaHum «Bykcu
nMnaaHTaumm AnnTek» 192784
Mmnnantauns/ OTpuuatenbHbii OTuYeT 0 Haa/exallein
ISO 10993-6/ nabopaTopHON NpaKTuKe
WccnegoBaHne nocne 13-HeaenbHOW KOMnaHum «Bykcu
UMnNaHTauuu, BKOYad CUCTEMHOE AnnTek» 193893
JelicTeme
Xumunyeckasa xapakrepusaums/ MpoligeHsbl OTyeT KoMnaHum
®apmakornes CLUA <661>/ «HenbcoH Slabopatopus»
®U3NKO-XUMUNYECKME WUCMbITaHUA LNS 721109
nnacTUKOB

Tpyb6ka - Bce o6pasLbl 6bl1M NOATOTOB/EHBI COracHo ctaHaapTy ISO 10993-12 u
CTepMIN30BaHbl 3TUNEHOKCULOM Nepes UCMbITaHUSMMU.
LInToTOKCMYHOCTB/ HeunTOTOKCHYHbIN KomnaHuns «TOKCUKOH»
ISO 10993-5/ 12-5727-G1
TecT Ha BblAeNeHNne MUHUMaNbHOW
nogaep>xueatoLLein cpefbl L929

CeHcubunusauus/ HeceHcnbunusmpywmnin -~ KomnaHus «TOKCUKOH»
ISO 10993-10/ 12-5727-G2
TecT Makcumusaymm nNo  MeToay
Knnrmana
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VcnbiTaHnA, npoBefeHHble ANA  )ueHKM Ouosiormyeckorr 6e30MacHOCTVM  KasLoro
KomMnoHeHTa OunnapHoro Kartetepa ieSolve cornacHo Tabnuue matepuanoB. [Ans Bcex
NCNbITaHWUN 6bINN COBMNIOLEHBI KpuUnTe PUN MPUEMIEMOCTN.

MeToa ncnbiTaHnA PesynbTathbl OTueT OpesynbTatax
ncnblTaHUA

PasgpaxeHne waM  BHYTPUKOXHaA He3HaunTeNbHbIN KomnaHns «TOKCUKOH»
peakTUBHOCTb/ pasgpaxunTenb 12-5727-G3

ISO 10993-10/

BHYTPUKOXHasA MHbEKLMSA

OcTpasa cucTeMHas TOKCUYHOCTb/ OTpuuaTenbHbIR KomnaHuns «TOKCUKOH»
ISO 10993-11/ 12-5727-G4

TecT Ha CUCTEMHYIO TOKCUYHOCTb

OcTpasa cuctemHas TOKCMUYHOCTb/ HenuporeHHblit KomnaHusi «TOKCUKOH»
ISO 10993-11, 12-5727-G5
®apmakones CLUA <151>/

TecT Ha MUPOreHHOCTb Y KPO/SIMKOB

(onocpefoBaHHYO MaTepuanom)

[(eHOTOKCMYHOCTL/ HereHOTOKCUYHBII KomnaHus «TOKCUKOH»
ISO 10993-3/ 12-5727-G6

TecT Oilmca Ha 06paTHYK MyTauuio

bakTepuii  nanoyku  bpecnay u

KVULLEYHOW Nasioukn

rfeMoCOBMECTUMOCTb/ CootBsetcTByeT KomnaHusa «HenbcoH
ISO 10993-4/ KpuTepusam NabopaTopu3» 666341
AKTUBaLNA KOMMNJEMEHTA NpPUeMNEMOCTH

r'eMOCOBMECTUMOCTb/ Heremonutuyeckuii KomnaHus «TOKCUKOH»
ASTM F756, 12-5727-G7

ISO 10993-4/

Femonu3 - npsAMON ¥  HenpsamoMn

KOHTaKT

r'eMOCOBMECTUMOCTb/ CootBetcTBYyeT KomnaHust «TOKCUKOH»
ISO 10993-4/ KpuTepusam 12-5727-G8
CnocobHOCTb K TPOMO6006pa30BaHmIo npremaemMocTu

XuMunyeckas xapakrtepusaumns/ MpoligeHsbl KomnaHusa «HenbcoH
®apmakones CLUA <661>/ Nabopatopus»

D U3NKO-XMMNYECKNE WNCMbITAHUA ANA 66340
NnaacTUKOB
3aKnoyeHue:

Bblna npoBeaeHa OLEHKA 6OMOMOrMYecko 6e30NacHOCTM HabopOoB OUAMAPHBLIX [JPEHAKHbIX
KateTepoB ReSolve. [ocne paccMOTpeHUs COOTBETCTBYHOLWMX OObEKTUBHbLIX A0Ka3aTenbCTB
KomnaHunsa «Meput Megukan Cuctems, VHK.» (Merit Medical Systems. 1nc/1 npuiina K BbiBOAY,
4yTO BMONOTNYECKME N TOKCUKOSIOTMYECKNE PUCKKN, CBA3AHHbIE C AAHHLIMU U3LENIUAMN, ABNAIOTCA
HU3KUMW W MPUEMIEMBIMU.

WcnblTaHne Ha MNUPOTreHHOCTb, OMOCPEAOBAaHHYK MaTepuasom, NPOBOAAT COBMECTHO C
NCNbITAaHUSMU Ha GMOCOBMECTMMOCTb BO BPEMS MPOEKTUPOBAHNSA 1 Pa3paboTKu N3aenus.

WcnbiTaHne Ha 6akTepuasibHble 3HAO0TOKCUHbBI NMPOBOAAT C UCMO/Ib30BAHMEM PEAKLUM C IN3aTOM
ameboumntoB Meyexsocta (LAL-Tecta) in vitro B COOTBETCTBMM C TeKyLWMM Mpesesiom
20 E3/n3pgenue, yctaHoBneHHbIM (hapmakoneeid CLUA (USP). 9To wcnbiTaHWe MPOBOAAT ANA
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NOATBEPXKAEHMNSA 3aABNEHHON Ha 3TUKETKE «HEMWPOreHHOCTU» W3[4eNnin KomnaHum «Meput
Megukan».

Kpome Toro, obpasubl cO6paHHbIX, yNaKOBaHHbIX U3AENNIA eXeHeaeNbHO 6epyT A8 NpoBeAeHUs
LAL-TecTa Ha 9HAOTOKCUHbI. LAL-TeCT He MPOBOAAT ANS KaXON napTum W3LENUin; OfHaKo
B3ATble 06pasubl LpeAcTaBNAOT CemMeicTBa U3JENWA, U3FOTOB/IEHHbIX B TeYEHMEe TON Hepenu,
Korpa 6b1nmn B3sTbl 06pasLbl.

10. CTabunbHOCTb M NPOLO/HKUTE/IBHOCTb CPOKa C/yXO0bil.
KomnaHua «Meput Megnkan Cuctema, VIHK.» oOnpegensietr CPoOK XpaHeHUsa Ha OCHOBaHUWU
NCMbITAaHNA Ha YCKOPEHHOE CTapeHue, MPOBOAUMbIX B COOTBETCTBUM C MOZEeNbl0 AppeHunyca Kak
M
[ANA yNakoBKK, Tak 1 ana ngenva. Mogens AppeHuyca [~io «:2 0 ] KONMYecTBeHHO M3mepseT
y[BavBaHWE CKOPOCTM peakuuy Npu Kaxaom MoBbllWeHMn Temnepatypbl Ha 10°C; ¢ yyetom
KO/InYecTBa HefleNb, HEOOXOAUMBIX AN CTapeHWs maTepuana B onpefeneHHblX ycnosusax. OHa
LLIMPOKO MCNO/b3yeTCA B KAYeCTBE CTAHAAPTHOro MeTofa B aMepUKaHCKOW NMPOMBbILLIIEHHOCTMW.

Mogenb AppeHuyca CBS3blBAaeT MepPeMEHHble BPEMEHM W TemnepaTypbl CO CTapeHueM
MaTepnanoB, NMO3TOMY OHa MPUMEHSETCS A/ pacyeTa NapaMeTpPoB YCKOPEHHOTO TEPMUYECKOrO
cTapeHus. [ns 3Toi Uenu MpeanoyvnTaloT WCMONb30BaThb AaHHYH MOAENb, a He MpaBwWo M-
CTeneHu, Tak Kak oHa MMeeT 6ofiee MPOYHYH TeopeTUYecKyto 6a3y U MpoBepeHa AN MHOTWX
MaTepnanoB.

3a ucnblTaHUAMM Ha CTapeHWe cnefyeT CTapeHwe W3Lennd B PeXXume peasibHOro BPeMeHMW.
BHyTpeHHAs npoueaypa KomnaHun «Meput Megukan Cuctema, VIHK.», paspaboTaHa Ha OCHOBe
BblLLeYKa3aHHOro ctaHAapTa v UCMosib3yeTcs B UCMNbITAHUAX HA CTapeHne 60/bLUMHCTBA U3aennii
KOMMNaHWMW.

Cpok xpaHeHus bunumapHbix kateTepoB ReSolve RLC n RNL coctaBnset 3 roga.

11. OMMUCAHUE MPOW3BOACTBEHHOIO TMPOLIECCA  W3rOTOBJ/IEHWA
MEAULMHCKWX U3AENNI

bnok-cxema, npefAcTaBffAlOLlas npoLecc npou3BOACTBa, npueefeHa B [lpunoxeHun A. Bce
Habopbl 6unnapHoOro fgpeHaxHoro katetepa ReSolve npous3BogsTCcs B Hagjexawmm 06pasom
KOHTPONUPYeMOl cpefe, Kak ON1caHo B CNefyoLmnx cTaHAapTHbIX OnepaunoHHbIX npoleaypax:

GPS 999.031 Tpeb6oBaHMSA K AeiCTBMAM MO OXpaHe OKPY>KatoLei cpefbl B UACTbIX NOMELLEHUAX
GPS 999.044 KoHTponupyemble yCnoBus cpeibl
QAP 999-950 Mpoueaypa MOHUTOPUHIA COCTOSAHUS OKPYXXKatoLen cpeabl

Banngaums npoueccoB M 060pyAoBaHMSA, WCNOMb3YyeMbIX A5 MPOU3BOACTBA MEAMLMUHCKUX
N30eNuiA, OCYLLECTBASETCA B COOTBETCTBMM C YCTAHOB/IEHHbIMW MNPOTOKONAaMU, a Pe3y/bTaTbl
LOKYMEHTUPYHOTCA U yTBepxkzatoTcs. BegyTca 3anMcu 0 BanUAMPOBaHHbIX/AaTTECTOBAHHbIX
npoueccax, 060pyJOBaHWM W MepCOHane; OHW BK/IYAT B CebA MCNonb3yemble paboune
WHCTPYKLUW, faHHbIe MPOBEPOK WM UCMbITAHWIA, AaTy BbIMOMIHEHUS Mpolecca, MAEHTUDMKaLUO
NN, KOTOPble BbLIMOMHAT WM  KOHTPONMPYKOT onepauyuu, W, Npu  Heo6XO0LUMOCTH.
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ncnonb3dyemoe obopyaoBaHue. Bnok-cxema, npuBegeHHas B [punoxeHun A, obeeneynsaet
BM3yaslbHOE NnpejeTas/ieHne npowecca Npon3BoACTBa.

+YCTpoiicTBa (PUKCcauum 6unmapHoro kartetepa StayFIX/ Revolution, Bxogfwme B cocTaBbl HabopoB
npou3seaeHbl U ynakoBaHbl Ha MPOM3BOACTBEHHON nnowaake: Merit Maquiladora Mexico, S. DE R.L. DE
C.V., Avenida Sor Juana Ines de la Cruz 19970 Interior B, Edificio 2, Parque Industrial Frontera Tijuana,
Baja California, MEXICO 22630.

+KareTepbl 1 OCTa/bHbIE COMYTCTBYIOLUME W3AENNA NMPOU3BELEHbI U YNakoBaHbl Ha MPOU3BOACTBEHHbLIX
nnowaakax; Merit Medical Systems, Inc. 1600 West Merit Parkway South Jordan, Utah, 84095, USA,
Merit Medical Systems, Inc. 14646 Kirby Drive Houston, TX 77047, TaM > OCYLLeCTBNAETCH
OKOHYaTe/IbHasA cbopKa rotoBbIX Habopos. CTpaHa NPOM3BOACTBA yKa3aHa Ha MapKMUPOBKE.

KoHTposb KayecTBa
KpuTepun Bbinycka roToBoro n3genuns
Bce Habopbl 6univapHoro gpeHaxxHoro katetepa Resolve B c6ope npoBepArOTCA Ha pas/IMYHbIX
jTanax B npouecce MNpPOM3BOACTBA B COOTBETCTBMM C napameTpamu, OMNpedeneHHbIMU B
npoueaypax u cneyungpukaunax komnaHun «Meput Megukan Cuctema, NHK.», yKasaHHbIX B
TeXHONOrmyeckom pernameHte u3genua. (Cm.  TpunoxeHne A - Bnok-cxema(bl)
NpPoOun3BOACTBEHHOIO MpoLecca).
TpeboBaHMA K NpOBEPKE APEHAXHOT0 KaTeTepa ReSolve BKIOYalOT B Ce05 CneaytolLLee:
Bu3yanbHas npoBepKa BK/IOYAET:
. 3arps3H1TENIN U MHOPOAHbIN MaTepuan.
MoBpexaeHns unu LedeKTbl, BbI3BaHHbIE MPOU3BOACTBEHHBLIM MPOLLECCOM.
MpaBuibHas KOH(UIypauma 1 MapKMpoBKa nsgenns. Y6eanTecb B TOM, YTO BCE KOMMOHEHTbI
HaxoLATCS B /IOTKE COr/IaCHO YepTeXXy TEXHUYECKOro 3afaHus.
M3BUTOCTb, M3rMObI MMM CMELLIEHNE OCeil KaTeTepa, MIaCTMACCOBOM >KECTKOW KaHH/MN,
KaHH/IM, OTHOCALLENCA K Xaoy.
TpecHyBLUMe, C/OMaHHble, [AeOPMMPOBaHHbIE WAM  UHbIM  06pasoM  MOBPeX[eHHble
KOMMOHEHTbI U/IN YacTu.
CpaBHWTE y3e/1 HATU C 4YepTeXXOM TEXHWUYECKOro 3agaHus. He vcnonb3yinte ero, ecnim OH
CNOMaH, W30THYT, HEMO/HbIN, HenpaBWibHbIA WK NoBpexzaeH. [MpoBepbTe pacnofioxXeHue
norotuna KomnaHum «Meput Megmkan Cuctema, VIHK.». HUTb 06epHyTa BOKPYT KOHUMKA.
MeyaTHas MHMopMaLWs 0 xabe ABNSETCA NPaBUIbHOM, MOMHOM, HECMa3aHHON, pa3bopynBoi 1
NpaBW/IbHO pas3meLLeHa U OpUeHTMPOBaHa.
JX0reHHas NOBEPXHOCTb AO0/HKHA NPUCYTCTBOBATb HA KOHLIE META/IIMYECKON KaHIKOMN.
MpoBepKa CoeAMHEHNa Tpoakapa 1 KaHHIN Ha NpeaMeT Ype3MepHOro 06pasoBaHuns Ny3bipei B
06/1aCTN COBANHEHNS TN XOKEHHOTO, PACMABEHHOTO U/ CUJTbHO BbILBETLLENO KNes.
KOHUMK KaTeTepa He [O/MKEH OblTb Ae(hOPMUPOBaH, MOBPEXAEH, HAKMOHEH, He MOIHOCTHIO
chopmmpoBaH UK He NOMHOCTLI0 06pe3aH.
KoHUMK KaTeTepa He [O/DKEH ObITb BbILBETLUMM, He [LO/DKEH WMeTb TPELLUH, My3bIpei,
B3LYTUIA, PaKOBVH WM AMOK Y He O/KeH ObITb 3aKyrOpeH.
BbInonHWTe NpoBepKy Ha NpeameT BUAUMOro OTAE/IeHUS MapKePHOi Monock! 0T TPY6KM.
MpoBepbTe HameyaTaHHbIE CAHTUMETPOBbLIE METKM Ha NMPEAMET X HalIMuus, YeTKOCTU Mneyatu,
OTCYTCTBWS NEPeKOCOB WM CMELLEHNA OTHOCUTENIbHO OCM.
MposepbTe, UTOObI rMAPOMUILHOE MOKPbITUE OblI0 OAHOPOLHLIM BAOMb BCEr0 yyacTka C
MOKPbLITUEM, YTO6bI OHO He ObI10 CNOUCTLIM, FPA3HBIM U MATHUCTLIM.
He wucnonb3yiiTe um3genve nNpy HaMuMM  NPU3HAKOB  TMAPO(UIBHOIO  pacTBopa
(BblAEPXXaHHOI O/HEBbIAEPXKAHHOI0) BHYTPY TPYOKN.
MpoBepbTe nepgopaumio Ha NpeaMeT 3aKynopPeHHbIX WX HeNPOBUTLIX OTBEPCTUIA. He JOMKHO
ObITb HeyzasieHHOro Mycopa OT MpobuBKW. BbIMONHWMTE MPOBEPKY Ha MPeaMeT CKOLUEHHbIX
AW OTK/IOHEHHbLIX OT OCW OTBEPCTUIA WM OTBEPCTUI B OOKOBOW CTEHKE TPYyOKM.
OTBepcTME AN HATU NPOOBUTO CO CTOPOHbI Xaba MapKepHOI MO/oChI.
MpaBunbHas cxema pPacnonoXeHUs ApeHaXXHbK OTBEPEeTUIA M KOMNYEeCTBO OTBEPCTUN
BAO/b WadTa TPYy6KMU.
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» T[lpoBepbTe hopMOBaHHbIN Xab B cbope Ha nNpeamMeT HeLOCTaTOUHOM 3a/IMBKU, PaKOBUH,
MyCTOT WM OCTPbIX Kpaes.

MpoBepKa pa3MepoB BKIKOYAET:

» [poBepKa KpUTUYECKUX pa3MepPOB (hOPMOBaHHbLIX KOMMOHEHTOB.

» T110THOe NpuneraHne KOMMNOHEHTOB.

e  WVpeHTnduKaums MeTanmyeckoi KaHInM Ha KoHLe Xaba.

* [nvHa MeTanInyecKomn KaHH/u.

» [poBepbTe NPaBWILHOCTb PACMONIOXEHUS W AJNHY 5-CaHTUMETPOBbLIX TOYeK Ha
KaTeTepe.

* PaccTofiHMe OT Kpas KOHYMKA MapKepHOW Mosockbl 40 KOHYMKA KaTeTepa HaxoAUTCA B
npegenax cneyngukaunm (Tonbko ANs KaTeTepoB ¢ MapKepHO nonocoi).

» PacnonoxeHue gpeHaxXHbIX OTBEPCTUIA.

e PaccTosiHMe OT 6amkaliwero nephopnupoBaHHOrO OTBEPCTUS A0 MapKepPHOW MONoChl
(TONbKO N5 KaTeTepoB C MapKepHOW Mo0Ccoi).

o [nnHa nNnacTMaccoBOM XXECTKOW KaHIAM W BHYTPEHHWIA fMaMeTp KOH4YMKa nocne
YyCTaHOBKM paguyca.

* [nuHa kateTepa.

®PyHKUMNOHaIbHAA NPOBEPKa BK/IOYaeT:
e [1pOYHOCTb Ha pa3pbiB COEAMHEHNS TPOAKapa ¢ Xabom 1 TpyoKu ¢ xabom.
* VicnbiTaHMe NakeTa Ha paspbiB.
e WcnbiTaHMe KaTeTepa Ha FrepMETUYHOCTb.

KoMnoHeHTbI/y3nbl B cGOpe, KOTOpble He COOTBETCTBYKT TpeGOBaHMAM, YKa3aHHbIM B
npoueaypax, yaanstotcs Ans LopaboTKyM UM YHUUTOXAKTCS.

Mo 3aBepLUEHNM MPOU3BOACTBA FOTOBbIE U3LENNS HANPaBNSOT Ha YNakKoBKY W CTepUIM3aLuIo.
CTepunn3oBaHHOE 13aenve NOMeLLaloT B 30HY KapaHTUHA MOC/e CTepunnsayum Ao Tex nop, noka
He OyfeT NpoBepeHa LOKYMeHTaLmMs no cTepunusauymn. 3genne BoinycKawT ANS NOCNeLYOLLEr0
pacnpegeneHuns 3a NOANNCHIO CMELMANNCTOB MO 06ECMEYEHNIO Ka4ecTBa.

12. ONMNCAHIWE YTTAKOBKW

Ona n3genunin «Meput Megunkan Cucteme, NHK» fONYCTUMO CTaHAapTHOE CKNafCKOe XpaHeHwue,
ec/in Ha YMakoBKe He yKas3aHbl 0COOble YC/I0BWA XpPaHeHUd, B COOTBeTCTBMM C OTyeTamu Mo
yMpaB/fieHU0 PUCKOM. M3fenue ynakoBaHO W MPOMapKUPOBAHO KaK CTepubHOe wu3fenue
0flHOPa30BOro npumeHeHus. CTepu/bHble GapbepHble CUCTEMbI, YKa3aHHble B cTtaHgapTe 1SO
11607, npeAHa3Ha4veHbl A18 NPeAOTBPaALLEHUS NoNafaHUs MMKPOOPraHM3MOB M ob6ecneymBaroT
acernThYyecKoe COXpaHeHWe u3genns [0 KOHEYHOro npumeHeHus. [1poBepka LEfOCTHOCTH
YNakoBKMN OCYLLECTBNSETCA B paMKaxX MpPOM3BOACTBEHHOro npouecca. Cpok rogHocT Habopos
6unnapHbIX gpeHaxKHbIX KaTeTepoB ReSolve 3 roga.

Habopbl 6unvapHOro ApeHaxHoro karetepa Resolve coCToAT M3 cnegyrowimx KOMMOHEHTOB:
oavH (1) OwunnapHbli ApeHaxHbIi KaTeTep ReSolve (RBC wnn RBDC) Bwmecte ¢
pacnpsMuUTeneM NeTaAM Tuna «nurTein» 1 peno3vMyMoHHbIM YCTPOWCTBOM, ogHa (1) KaHtons
meTannudeckas, ogHa (1) kKaHwons rubkas, (1) oAHa TopueBas 3arfyllka MOMellalTcs B
YAapOnpoYHbIA MOANCTUPONIOBLIA NOTOK C KPbIWKOn 13 MI3T (nonuatuneHTepedTanara) Ans
NOLAEPXKKN  M3AeNniA, KOTOpbIA 3aTeM nomewalT B MakeT u3 Martepuana Tyvek®,
3aneyaTbiBaeMblil  C  MOMOLWbI  BaIMAMPOBAHHOIO  Mpoluecca TEePMUYECKON  CBapKMW.
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npeAHa3HaYeHHbI ANS MOKPbITUS U 3alUTbl M3AeNns BO Bpems CTepUnmsauuu, mnorpysku,
TPaAHCNOPTUPOBKM, MaHUNYNALUIA N XPaHEHUS.

Habopbl 6uAMapHOro ApeHaxHoro Katetepa Resolve Plus coctoaT w3 cneayouimx
KOMMOHEHTOB: 0AuH (1) 6unuapHblii gpeHaxHbi KaTeTep ReSolve (RBC unn RBDC) BmecTe ¢
pacnpaMuTenem netanm Tuna «nUrTein» n penosMyMOoHHbIM YCTPOMNCTBOM, ofHa (1) KaHions
MeTannnuyeckas, ofgHa (1) kaHwons rmbkas, ogHa (1) TopueBas 3arnyllka MOMELLATCA B
YAApPONpPOYHbIA  NOANCTUPOSIOBLIA NOTOK C KpblWwKOn u3 M3T (nonuatuneHTepedTanata),
KOTOpbI/ 3aTeM MNOMeLLatoT B nakeT M3 martepuana Tyvek®, 3anedyarbiBaemblii C NMOMOLLbIO
Ba/IMAMPOBAHHOIO npoLlecca TepMUYECKON CBapKW W OTAe/IbHO YNakoBaHHOr0 YCTPOMCTBa
(hmkcaumun. YcTtpoincteo gukcaumm (StayFix wunm Revolution) ynoxeHbl B MHAWBUAYaNbHbIE
ynakoBks B Buae naketa wu3 Martepuana Tyvek®, 3aneyatbiBaembli C MOMOLLbLHO
Ba/IMAMPOBAHHOIO NpoLiecca TePMUYECKON CBAPKMW.

MakeTbl M3 MmaTepmana Tyvek®, 3aneyaTbiBaeMble C MOMOLLbIO BalUMAMPOBAHHOIO MpoLecca
TEPMUYECKOW CBapKM npefHasHayeHbl [0S MNOKPbITUA W 3aWWTbl W3LeNus BO BpeMs
CTepunusaumnm, norpysKu, TPaHCNOPTUPOBKKN, MaAHUMYNALUA N XpaHEHNS.

NHamBuayanbHble YNakoBKW OGUANApHOTO [PEHAXHOro KarteTepa WM YCTPOWCTBa (UKcauuu
COefMHEHbl BHELUHEeN (PUKCUPYHOLLEeiA KapTOHHOW YNaKOBKOM C HaHeCeHHOW 00Leli 3TUKETKOW,
Ha KOTOPOW npejacTaBfieH cocTaB Habopa Resolve Plus.

NHCTpYKUMA MO NPYMEHEHUI0 BKNAfblBaeTCA B rPYMMnoBYO YNakoBKy HabopoB (B rpynnosoit
YyNakoBKe Y/IOXEeHO MATb HabopoB 6UAMAapHOro ApeHaxHoro katetepa Resolve). Hab6opbl
KaTeTepoB B rpyrnroBOi ynakoBKe NOMELLAOT B TPAHCMOPTHY KOPOOKY.

MprMep rpynnoBoi ynakoBKW NPeACTaBNeH Ha PUCYHKE HIKE.
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ATTecTauma ynakoBku usgenuii ReSolve 6blna npoBefeHa B COOTBETCTBUM C TpeGoOBaHMSMU
cnefytoLWmnx CTaHAAPTOB;

ISO 11607-1: ynakoBKa MeAWUMHCKUX W3LeNNiA, CTepUIM3yeMbIX Ha 3aBepluatollein cTaguun
npon3BOACTBa - 4acTb 1. TpeboBaHWA K MaTepuanam, CUCTEMaM 3aliUTbl CTEPUSIBHOCTU W
cMCTEMaM YMaKoBKMU.

ISO 11607-2: ynakoBKa MeAMLMHCKUX W3AeNniA, CTepunn3yeMblX Ha 3aBepluarollein cTtaguu
NPOM3BOACTBA - YacTb 2: TpebOBaHUA K Banualum npoueccos HOpMUPOBaHUA, repMeTu3aLmnm un
c6opku.

ASTMDA4169: craHgapTHas MeToAMKA TeCTMpPOBaHUA  3PMEKTUBHOCTU  TPAHCMOPTHbIX
KOHTENHEepOB U CUCTEM.

13. NH®OPMALUUMA O MAPKNPOBKE N3AE/TNI

dopmatbl 3TUKETOK W3AeNNiA Obinn pa3paboTaHbl M OA06GPEHbI ANS OTAENbHbIX W3AENuniA,

CTePW/IbHbIX YNakKOBOK WM TPAHCMOPTHON YyNakoBKWU. YTBepXAeHHasd MapKuMpoBKa HaxoguTcs B

TEXHOMOMMYECKOM perfnameHTe nsgenus.

KomnaHua «Meput Megnkan Cucteme, WHK» uCnonb3yeT chnejyrolimMe craHgaptbl Ans

COLEPXaHUs MapKMPOBKM ¥  (OPMUPOBaHWA CMMBO/IOB B COOTBETCTBMM C TEKYLUMMU

Tpe6oBaHUAMMN ANPEKTUBbI NO MEAULUHCKUM U3LENNAM;

* EN 980: cuMBO/IbI, UCMOMIb3YEMbIE B MAPKUPOBKE MeAULMHCKUX U3JeNNiA.

* EN 1041: nuthopmaums, nocrtasisemMas M3rotToBUTENEM.

e ISO 15223-1: n3genua meguunHckne. CUMBOMbI, UCMOMb3YeMble Ha AP/bIKax MeguLLUHCKNX
U3LeNuin nNpu MapkKupoBke W B MNpejocTaBnseMor WHGopmauum - 4yactb 1. obuiume
TpeboBaHuUsI.

* ISO 15223-2: wn3genua meguuuHckme. CWUMBOMBLI, WUCNOMNb3YEMble HA MefULNHCKNX
n3aenmsax, MapkMpoBKe 1 B NpeAoCcTaBNseMoli MHopMaLum - 4acTb 2: pa3paboTka, Bbi6bop u
BanMaaLma CMMBOJIOB.

* PykoBogctBo FDA no MapKMpoBKe MEANLMHCKUX U3LeNNiA NS NauneHTOB; OKOHYaTebHOe
PYKOBOACTBO AN MNPOMbILINEHHOCTM 1 0630pbl FDA (19 anpens 2001 r.).

OnucaHne CMMBOJIOB MapKMPOBKY NPeACTaBNEHO B Tabmue.
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MprMepbl MapKUPOBKU MPUBELEHbI HUXKE:
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YcTpoiicTBoO Gukcayumn

kaTeTepa Revolution
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YcTponcTBo hmkcauum Katetepa Revolution n YcTpoincTeo hmkcaumm KateTepa StayFix
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BEununapHbl it APeHaX Hbl i KaTeTep
ReSolve RBC, kaTeTep gunametrpom 8,5

F (2,8 mmM); anunHoi 40 cm

FmappodMunbHOE NOKPbITUE

CoBMECTMMOCTbL NPOBOAHMKA: MPOBOAHUK

AvameTpom 0,038 goiimoB (0,97 mMm)

BunuapHblii gfpeHaX Hbl /i kaTeTep ReSolve RBC Plus

] 4

CocTas:

1 BunuapHbl i ApeHaXHbl i KaTeTep
ReSolve RBC, kaTeTep pjguameTpom
8,5 F (2,8 MM); HOoMep naprtum
E 1104335, KaTtanoxHbl it HOMep
RBC-8-038/B, CpoOK rogHocTwm Ao
2020-02

2. YcTpoiicTBo GuKcayum StayFix
ANs KaTeTepa, BHEWHWUM JMaMeTpOM
5F-14F (1,67 mm - 4,7 wmwm),
CTEpMNIM30BAHO ramMma W3NYyUYeHUEM,
Homep naprtumn 11102995,
KaTtanoxHbl ii Homep 680M E/C, cpok

rogHocTu o 2018-11

BunnapHblii gpeHaxkHbli KaTeTep ReSolve RBC Plus
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MpyMep TPaHCNOPTHON YNaKOBKM

14. YCNnoBnA XPAHEHNA N TPAHCITOPTUPOBKWK

CpOK XpaHeHUsi CTEPUSIbHBIX U3AENNIA - 36 MecALEB CO AHA CTepUIM3aLnn.

N3penuns, ocBO6OXAeHHbIe OT TPAHCMOPTHOM YNakoBKKW, AO/MKHbI XPaHUTLCA MpU TemnepaTtype
oKpyXatowero sosgyxa ot +10 °C go + 40 °C n oTHOCUTENbHON BRaxkHOCTM 0T 30 % Ao 75 %
6e3 KoHeHcaumnu Bnaru.

TpaHcnopTMPOBKA OCYLLECTB/IAETCA C yYETOM YCNOBUIA XpaHeHHs.

15. YTUNIN3AMNNA

cnonb3oBaHHblE HaGopbl [pPeHaXHbIX KaTeTepPoB YTUAU3MPYHOT KaK 3MWMAEMUONOTMYECKN
onacHble 0TX0fbl Knacc b (Hanmume KOHTaKTa C KPOBbIO U CIM3UCTLIMU TKaHAMM NauneHTa).

Mo MCTeYeHUM CpoKa TFOAHOCTY HEWCNo/b30BaHHbIE HA6GOPbl APEHaXHbIX KaTeTepoB, He
KOHTaKTUPYIOLUX C KPOBbK U CAM3UCTLIMU CNeayeT YTUAN3MPOBaTb, Kak 3NUAEMUONOTNYECKN
6e3onacHble 0TX0Abl Knacca b, mMpubNMXKEHHbIe MO COeTaBy K TBepAbIM ObITOBbIM OTXOAaM.
YTUnusauns UCMNonb30BaHHbIX KaTeTepoB [AO/DKHA OCYLUECTBNATLCA B COOTBETCTBUMU C
Tpe6oBaHMAMM 3aKOHOAATENbCTBA U HOPMATMBHBLIX [LOKYMEHTOB MO YTUAM3ALUMU NPOAYKLWM,
MPUHATLIX B CTPaHe NPUMEHEHNS MEAULMHCKOTO U3AeNns.

16. TAPAHTUWHBLIE OBA3ATE/IbCTBA

OrpaHnyeHHas rapaHTa 1 0TKa3 OT OTBETCTBEHHOCTY

Komnauna «Meput Megukan Cucteme, WHK» rapaHTUpyeT COOTBETCTBME MNPOAYKLUU
cneungukaunam BO Bpems OTrpy3ku [loKynaTento U OTCYTCTBME [AeeKTOB MaTepuasioB u
M3rOTOBMIEHUS B TeYeHMe Mepuona, YKa3aHHOro B MUCbMEHHON OrpaHWYeHHOW rapaHTuu,
npunaraemMor OTAeNlbHO K KaXAoMy W3fenuio. 3Ta rapaHTUs He pacrnpocTpaHAeTcs Ha
npogykumio, kKotopad Oblna: (i) mMoauduumpoBaHa, W3MeHeHa, MOABEPrHyTa PEMOHTY,
BOCCTAHOB/IEHNIO, MepepaboTke WANM W3MEHEeHWUAM [ApYro Komnauuen, noMmumo «Meput
Megnkan Cucteme, VHK»; (M) ncnonb3oBaHa He N0 Ha3HAYeHUIO, MNOABEPrHYTa HENPABUILHOMY
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obpalleHunto, MOBTOPHOMY MCMONb30BAHUIO WAM MOBTOPHONM CTepuau3aunn, noctpagana B
pesyfnbTaTe HecyacTHOro Cfiyyas, HapyLleHuUs TMpaBua  3KChjyaTauun, XanaTHOCTU WK
NMOCTOPOHHEro BMeLlaTenbCTBa; (iii) noBpeXaeHa B pesysbTaTe PU3NYECKOro, NPUPOSHOro uUnm
3N1eKTPUYECKOr0 BO3AEWCTBUA, a TakKXe C M3MEHEeHHbIM, MOBPEXAEHHbIM WAWN Yy[aNeHHbIM
cepuitHbiMm HomepoMm; (iv) Mcnonb3oBaHa B CO4YeTaHWW C NO6bIM Apyrum  msgenviem; (V)
MCnosib30oBaHa He B COOTBETCTBMM C YKasaHMAMM MO MPUMEHEHUIO, YTO YCTaHOBJIEHO
YNONIHOMOYEHHOW OpraHu3aumein, NCNoab30BaHa He B COOTBETCTBUM C 061aCTbi0 MPUMEHEHUS,
yKasaHHOW B creyudukaumm, Wanm B YCNOBUAX, He MPeAyCMOTPEHHbIX ANa AaHHOro BuAa
n3gennin. Jliobble TeXHUYEeCKMe pPeKoMeHAauuMum OT WUMEHM KomnaHum «Meput Megukan
Cucteme, VHK» npepoctaBnsatoTca 6e3 0643aTefibCTB MAM KOMMeHcauuu, KomnaHus «Meput
Megukan Cucteme, WHK» He nNpuHUMaeT Ha ceba Kakux-nnbo 0653aTeNbCTB UK
OTBETCTBEHHOCTU, BCe NOLOOHbIE peKOMeHJaunmn AaoTca U NPUHMMAKOTCA NOL OTBETCTBEHHOCTb
Mokynatend. 3A WCKNKOYEHWMEM BbIWEYKA3AHHbLIX CHAYYAEB, KOMMAHWA
«MEPUT MEOWKAN CWUCTEME, WHK» HE OAET 3ABEPEHUWA WAWN TAPAHTWW
IOBOIro POAA B OTHOWEHNK MPOAYKUNN, KAK ABHO BbIPAXEHHbLIX, TAK U
MOAPA3YMEBAEMDbIX, MOKYMATEJ/IKO, KOHEYHOMY TMOTPEBEUTEJIIO, TPETbUM
IMUAM. «MEPUT MEAWKAN CUCTEMC, WHK» OTK/JIOHAET W WCKMAKOYAET
NNMIOBbIE 1 BCE BBIPAXEHHbIE, MOAPA3YMEBAEMBIE N 3AKOHOAATEJIbBHO
NMPEAYCMOTPEHHBIE TAPAHTUW, BKNKOYAA TAPAHTUM OT HAPYLWIEHUA WU
MOAPA3YMEBAEMBIE TAPAHTUI TOBAPHOIO KAYECTBA NN MPUTOAHOCTI.

OrpaHVI‘-IeHVIe OTBETCTBEHHOCTHU

KOMMAHWNA  «MEPUT MEAUKAN CUCTEMC, WHK» HW TP KAKUX
OBCTOATEJILCTBAX HE HECET OTBETCTBEHHOCTW 3A NIOBbIE LWUTPA®HBIE,
CMEUVANBHBIE, CNYUYANHBIE NN MOCNEAYIOWWE YBEbITKN KNMEHTOB WU
NHOBbIX APYTUX WL, OCHOBAHHLIE HA MOTEPE PENYTALUMW, YNYWEHHOW
BbIFrOAE OT T[MPOOAAXWN, MPOCTOE [MPOAYKTA, AE®EKTE W3AENNA, TOPYE
OPYTUX W3AENNA WAW WHbIX, B PAMKAX [JEWCTBMA [AOFOBOPA [PU
HAPYLWEHWW TMPABWN 3KCMNNYATAUUN WA OPYTUX AOEWACTBITAX WN
BO3SHUKAKOWWX WM3-3A HAPYLWEHUA TAPAHTUW, HAPYLWEHNA [OOIOBOPA,
3ALEP)XKWN, HEEPEXXHOCTW, CTPOIrO OTBETCTBEHHOCTU WU NHOTO.

17. PEKITAMAUWNA

OpraHusaumsa, npuHUMalrowias Ha TeppuTopum Poccuitickoit  defepauumn npeTeH3um ot
noTpebuTens No Ka4yecTBy NpoAyKTa:

OO6WecTBO C OrpaHWYeHHOW OTBETCTBEHHOCTbO «Meput TekHonomkuc» (OO0 «Meput
TekHonomknc»), ONPH 1117746679533, MHH 7705960130

KOpuanuecknii agpec: 115054, r. Mocksa, yn. baxpywwuHa, g. 32, cTp. 1

Ten/thakc: +7 (495) 221-89-02
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MepeBOoA Aa. <roTekcTa CAefaH MHOW, NepeBOAYMKOM KnenHeBblM BUKTOpOM ropesnuem.

AT

Poccuniickas ®epgepauymns
fopogMockBa

BToporo mapTa fiBe ThicAuu BOCEMHaALaTOro roga.

A, MapTbiHOBa HaTanmsa AHApeeBHa, BPEMEHHO MCNOMHAOLWAsA 06513aHHOCT Y HOTapuyca ropoga Mocksbl AKMMOBA
"ne6a bopucosnya, CBUAETENLCTBYIO MOA/JIMHHOCTb NOAMUCH

nepesogumka KnenHesa BukTopa Vropesnya.

Mognuce caenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTb MofnucasLLero JOKYMEHT yCTaHoBneHa.

3aperucTpuposaHo BpeecTpe: N° 77/09-H/77-2018-
B3biCKaHO rocyfapcTBeHHON mowwvHbi(No Tapudy): 100 py6.
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