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INSTRUCTIONS FOR USE

«Kits of The ReSolve Non-Locking Drainage Catheter (RNL)»

Manufactured by
Merit Medical Systems, Inc.., the USA
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PRODUCT NAME
Kits of The ReSolve Non-Locking Drainage Catheter (RNL)

DESCRIPTION OF THE PRODUCT

The ReSolve Non-Locking Drainage Catheter (RNL) with hydrophilic coating is a radiopaque catheter
with multiple side holes used for percutaneous drainage. The components of the catheter allow for
introduction and placement using a trocar stylette or over-the-wire method. Kits of the ReSolve Non-
Locking Drainage Catheter (RNL) may be packaged in a pouch with the following components: One (1)
The ReSolve Non-Locking Drainage Catheter (RNL) with hydrophilic coating (A) One (1) Metal
stiffening cannula (B) One (1) Trocar stylette (C)

B
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INDICATIONS FOR USE

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) are designed for percutaneous drainage of
fluids:

- when removing the contents of the abscess in different locations;

- abdominal cavity with the formation of serous fluid due to hemodynamic disorders, such as right
ventricular failure, portal hypertension (liver disease);

- abdominal cavity with irritations due to infection;

- abdominal cavity due to metastases of some tumors;

- with the termination of outflow of urine in the kidney or the proximal part of the ureter;

-to gain access to the pelvis, ureter, or bladder for a diagnostic or therapeutic procedure;

- with the formation of stoma with damage to the ureter.

CONTRAINDICATIONS

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is contraindicated for use where
percutaneous drainage catheterization is unacceptable.

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is contraindicated for intravascular use.
RESTRICTED DEVICE

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

PRECAUTIONS
* Read manufacturer’s instructions prior to use.
» Contents are sterile (via ethylene oxide) and non-pyrogenic.
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* 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 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. < Follow universal precautions when inserting and
maintaining this device. Due to the risk of bloodborne pathogens, healthcare professionals should always
use standard blood and body fluid precautions in the care of all patients. Sterile technique should always
be followed.

* Do not use after expiration date.

» Store in a cool, dry place.

WARNING:

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is not to be used to deliver nutritional
supplements.

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is not to be used in the billing system.

ADVERSE REACTIONS
* Septic shock

* Bacteremia

» Hemorrhage

* Superinfection

* Bowel transgression

* Pleural transgression

* Vascular injury

* Pneumothorax

* Skin Infection

* Catheter Occlusion

* Catheter Dislodgement

INSTRUCTIONS FOR USE PLACEMENT TECHNIQUES OPTION I
DIRECT PUNCTURE USING TROCAR STYLET

1 Remove the stiffening cannula and trocar stylette assembly from the Kits of The ReSolve Non-Locking
Drainage Catheter (RNL).
2 Ensure that the distal portion of the catheter is wet prior to placement.

CAUTION; 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.
WARNING: DO NO'f wipe catheter with dry gauze or any solvents because it may damage the catheter
coating.

3. Flush catheter prior to use.
4. Place the metal stiffening cannula into the catheter and tighten the Luer lock fittings.

See Figure 1 Figure 1
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figure 1

5 Remove the paper spacer from the trocar stylette. Advance the trocar stylette through the metal
stiffening cannula and tighten the Luer lock fittings.
See Figure 2. Figure 2

.yC_

figure 2

6. Place the catheter/cannula/trocar assembly into the fluid collection site using standard insertion
technique. Placement should be confirmed with diagnostic imaging.

7. After placement is confirmed, remove the trocar stylette and stiffening cannula.

8 Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is now ready to be connected to
appropriate drainage bag or tubing

9. A Push regimen should be designed for the circumstances of each patient and the protocol of the
physician.

Note: Instruct patient or other healthcare personnel in appropriate device function and/ or maintenance.

INSTRUCTIONS FOR USE PLACEMENT TECFINIQUES OPTION 2:
SELDINGER ENTRY TECHNIQUE OR GUIDE WIRE EXCHANGE

1 Remove the stiffening cannula and trocar stylette assembly from catheter.
2. Ensure that the distal portion of the catheter is wet prior to placement.

CAUTION:
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.

WARNING: DO NOT wipe catheter with dry gauze or any solvents because it may damage the catheter
coating.

3. Flush catheter prior to use.

4. Place the metal stiffening cannula into the catheter and tighten the Luer lock fittings.
See Figure 3. Figure 3
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5 Place catheter over appropriate guide wire into the fluid collection site. The catheter accommodates an
0.038” (0.97 mm) wire.
See Figure 4. Figure 4

-A -dS Zic.
figure 4

6. Advance the catheter into the site while holding the guide wire in place. Placement should he
confirmed with diagnostic imaging. After placement is confirmed, remove cannula and guide wire.

7. The catheter is now ready to be connected to appropriate drainage bag or tubing.

8 A flush regimen should be designed for the circumstances of each patient and the protocol of the
physician. Note: Instruct patient or other healthcare personnel in appropriate device function and/ or
maintenance.

CATHETER EXCHANGE OR REMOVAL

1 Disconnect catheter from drainage tubing or bag.

2 For catheter exchange or if access is to be maintained, advance appropriate guide wire through catheter;
use diagnostic imaging to confirm wire placement. Guide wire will maintain access to drainage site, if
necessary.

3 Carefully remove the catheter. Proceed with either catheter exchange or skin closure.

The FastBreak connector. AT

The FastBreak Breakaway Connector is a two-piece coupling with a patient side eonnecting to the hub of
the drainage catheter, and a second side eonneeting to the drainage bag during placement. In use, the two
(2) connected components allow fluids to pass freely. Upon application of variable strength against the
catheter tubing, the coupling will detach. The FastBreak connector lessens the chance of the drainage
catheter being inadvertently detached. The FastBreak connector should not be used with biliary catheters.

FASTBREAK INSTALLATION

1 Connect the male luer end of the FastBreak connector to the open end of the allpurpose drainage
catheter and twist in a clockwise direction. (See Step 2)

2 Connect the open female end of the FastBreak connector to the male luer end of the external fluid
reservoir and twist in a clockwise direction. (See Step 3)

3 Connect the FastBreak male to female connectors together until you hear a “'click” noise. (See Steps 4
and 5)

INDICATIONS FOR USE

The FastBreak connector is intended to serve as a conduit between a general drainage catheter and an
external fluid reservoir.
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PRECAUTIONS
* Follow instructions for use and institutional guidelines for disposal.

* Do not store at extreme conditions.

* Do not use in billiary application REUSE PRECAUTION STATEMENT Eor 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, illness or death of
the patient.

Do not uie if package isdamaged

Do not re-use. Do rwt resteiilize
Consult instructions for use

Not for individual sale.

| INONLY Caution: Federal (USA) law restricts tNs device to sale by or on the
) order ofa physician.

! - p Orange *— »  Green i = 3% Yellow
(Hght) 4— » (medium) | o (strong)
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ATTACHMENT INSTRUCTIONS FOR USE
MEDICAL DEVICE

«Kits of The ReSolve Non-Locking Drainage Catheter (RNL)»

Manufactured by
Merit Medical Systems, Inc.., the USA
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1 DEVICE DESCRIPTION

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) is packaged with the
following components:

1) Kit of the ReSolve Non-Loeking Drainage Catheter (RNL), catheter diameter 6,5 F (2,1mm);
75 F (2,4 mm); 85 F (2,8 mm); IOF (3,3 mm); 12F (4,0 mm); length 20 cm, 25 cm consisting
of:

-ReSolve Non-Locking Drainage Catheter (RNL) “J”tip with hydrophilic coating - 1 pc;

- metal stiffening cannula - 1pc;

- trocar - 1pc.

2) Kit of the ReSolve Non-Locking Drainage Catheter (RNL), catheter diameter 6,5 F (2,1mm);
75 F (2,4 mm); 85 F (2,8 mm); IOF (3,3 mm); 12F (4,0 mm); length 20 cm, 25 cm consisting
of:

-ReSolve Non-Locking Drainage Catheter (RNL) “J’tip with hydrophilic coating - 1 pc;

- metal stiffening cannula - 1pc;

- trocar - 1pc.

- FastBreak connector - not more than 6 pcs. / packaging

3) Kit of the ReSolve Non-Locking Drainage Catheter (RNL), catheter diameter 6,5 F (2,1
mm); 7,5 F (2,4 mm); 85 F (2,8 mm); IOF (3,3 mm); 12F (4,0 mm); length 20 cm, 25 cm

consisting of:
-ReSolve Non-Locking Drainage Catheter (RNL) straight tip with hydrophilic coating - 1 pc;

- metal stiffening caruiula - 1 pc;
- trocar - 1 pc.

4) Kit of the ReSolve Non-Locking Drainage Catheter (RNL), catheter diameter 6,5 F (2,1
mm); 7,5 F (2,4 mm); 85 F (2,8 mm); IOF (3,3 mm); 12F (4,0 mm); length 20 cm, 25 cm
consisting of:

-ReSolve Non-Locking Drainage Catheter (RNL) straight tip with hydrophilic coating - 1 pc;

- metal stiffening cannula - 1pc;
- trocar - 1pc.
- FastBreak connector - not more than 6 pcs. / packaging

Kits of the ReSolve Non-Loeking Drainage Catheter (RNL) are designed for
percutaneous drainage of fluids from body cavities with abscesses, abdominal ascites,
nephrostomy. The products are intended for use in clinics, hospitals and other medical
institutions.

Kits of the ReSolve Non-Locking Drainage Catheter (RNL) is designed for long-term
use (up to 30 days).

The ReSolve Non-Locking Drainage Catheter (RNL) is intended for percutaneous
drainage of fluids from body cavities. The RNL is offered in 6.5, 7.5, 8.5, 10 and 12
French sizes with a catheter length of 20 or 25 cm. The RNL is a single lumen catheter
with a non-locking “J” or straight tip configuration and 4 to 5 drainage holes (dependir:g
on French Size) in the distal end. The 6.5F, 7.5F, 8.5F and |OF catheters have 4 drainage
holes while the 12F catheter has 5 drainage holes. The catheter shaft is radiopaque and
visible under X-ray to help in catheter placement. The components of the catheter allow
for introduction and placement using a trocar or the Seldinger’s technique.

The “J’ shape of the catheter tip may help to keep the drainage site from collapsing as
fluid is being removed.
A paper spscer is attached to the trocar to prevent catheter damage.

The connector metal cannula shows the serial number of the product within one batch
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Figure 1- RESOLVE NON-LOCKING CATHETER (J-tip Configuration)

MtTAL STIFFENINCj CAfANUtA
TRCOVRSTiin HUB

37 z

RESOLVE Nil DRAINAGE CATHETER

PAPER
SPACER

The The ReSolve Non-Locking Drainage Catheter (RNL) is packaged with the following
components:
» One (1) straight or “J’ tip drainage catheter with hydrophilic coating
One (1) metal stiffening cannula
One (1) trocar

All sets can be equipped with a FastBreak connector (see Figure 2). The FastBreak Breakaway
Connector is a two-piece coupling with a patient side connecting to the hub of the drainage catheter, and
a second side connecting to the drainage bag during placement. In use, the two (2) connected
components allow fluids to pass freely. Upon application of variable strength against the catheter tubing,
the coupling will detach. The FastBreak connector lessens the chance of the drainage catheter being
inadvertently detached. The FastBreak connector should not be used with biliary cathetersConnectors
are available in the following colors - yellow, orange, green, depending on the degree of fixation.

Figure 2

2.  STERILIZATION METHOD

Merit Medical Systems, Inc. utilizes Ethylene Oxide (EO) sterilization for kit of the ReSolve Non-
locking Drainage Catheter (RNL). The EO sterilization cycle is validated in accordance to the
requirements of The European International Standard ISO 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 residual ethylene oxide content does not exceed 10",

The protocols and reports validating the sterilization process are maintained in Merit’s Document
Control system and are referenced on Merit’s Sterilization Summary.

This device is not intended to be re-sterilized by the user.
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Kits of the ReSolve Non-Locking Drainage Catheter (RNL) 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.

The dosage test and the bioburden check according to EN ISO 11137-2 were routinely
performed to confirm that the dose for sterilization continues to reach the required SAL
(10-M).

3. TECHNICAL CHARACTERISTICS

3.1 ReSolve Non-Locking Drainage Catheter (RNL)

Characteristic 65F -75F 85F 10F 12F
0,085~ 0,098~ 0,112 0,131 0,158~

(2,16 (2,49 (2,84 (3,33 (4,01

Catheter OD mm) mm) mm) mm) mm)
Catheter ID 0,070~ - 0,070” - 0,070” - 0,089”+ 0,106" +
0,073 0,073~ 0,073~ 0,002~ 0,002~
(L78mm (1,78mm (1,78mm (2,26 MM (2,69 MM

1,85 - 185 - 1,85 0,051 +0,051
mm) mm) mm) mm) mm)
Catheter working Length (cm) 20 25 25 25 25
Number of Drainage Holes 4 4 4 4 5
Drain hole width 1,20 1,20 1,20 1,20 1,20
mm - mm - mm - mm -  mm -
1,90 1,90 1,90 1,90 1,90
mm mm mm mm mm
Drain hole length 2,00 2,00 2,00 2,00 2,00
mm - mm - mm - mm - mm -
4,45 4,45 4,45 4,45 4,45
mm mm mm mm mm
Hole spacing 4.45. 4,45- 4,45- 4.45. 4,45-
8.65 8,65 8,65 8.65 8,65
mm mm mm mm mm
The distance from the distal end of the 9,60 9,60 9,60 9,60 9,60
catheter mm- mm- mm- mm- mm-
15,80 15,80 15,80 15,80 15,59
mm mm mm mm mm
Liquid flow rate, ml / min At least Atleast Atleast Atleast At least
3oml/ s50ml/ 50ml/ e60ml/ 80mi/
min min min min min
Radiographic visibility The catheter should be viewed under fluoroscopy
Compatibility guidewire guidewire 0f 0.038 inches (0.97 mm) with an

installed cannula needs to pass through the entire
structure in the Assembly.
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Compatibility connection, Luer-ty pe 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.).

A cone-shaped tip At the distal end of the tip should be tapered.

Safety of magnetic resonance imaging The catheter should not interfere with the MRI.

(MRI)

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

Outer diameter connection, Luer-type 6,60 mm

The inner diameter of the connection, 4,0 mm

Luer-type

The taper connection of Luer-type Not less 6%

32 Metal Stiffening Cannula

Characteristic 65F 75 F 85F 10F 12F
Cannula Size 18 18 18 15 14
Cannula OD

0,050  0,050”  0,050” 0,072” 0,083”
(1,27 (1,27 127 (1,83 (L

mm) mm) mm) mm) mm
Cannula 1) 0,033” 0,033” 0,033” 0,054” 0,063

(0,84 (0,84 (0,84 (1,372 (1,60

mm) mm) mm) mm) mm)
Exposed Length 6,7 8,8 8,8 9,2 11,1
Allowable angle of deflection, IS

without compromising the integrity
Surface On the outer surface should not be technology and
surface defects.

33 Trocar
Characteristic 6,5 F 75F 85F 10F 12F
The diameter of the trocar 0,038” 0,038~ 0,038” 0,038” 0,038”
(0,97 (0,97 (0,97 (0,97 (0,97
mm) mm) mm) mm) mm)
The length of the trocar 9,279” 11,744”  11,252” 11,258” 11,262”
235cm  298cm 285cm 285cm 28,6 cm
Surface On the outer surface should not be technology and
surface defects.
Type of sharpening trinedral
34 FastBreak
length of the connector, type ""male™ 20,82 mm
length of female connector 20,32 mm
outer diameter of Luer coupling 6,85 mm ,

thread pitch - 1,4mm
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inrer diameter of Luer's standard plug 7,23 mm
connection, thread pitch - 1,4mm

tightness the connector must be sealed

4 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 ISO 11607, are designed to prevent the ingress of microorganisms and
ensures aseptic preservation of the product to the final application. Checking package integrity is
carried out within the production process on the package.

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) drainage catheter consist of the
following components: one (1) ReSolve Non-Locking Drainage Catheter (RNL) drainage catheter,
one (1) metal cannula, one (1) trocar placed in an impact-resistant polystyrene tray with lid PET
(polyethylene terephthalate) to support products, which are then placed in a bag of Tyvek® material
sealed with a validated thermal welding process, designed to cover and protect the product during
sterilization, loading, transportation, manipulation and storage.

Also, kits of The ReSolve Non-Locking Drainage Catheter (RNL) can be supplied with the FastBreak
connector. The FastBreak connector is packaged in an individual package in the form of a packet of
Tyvek® material, sealed with a validated thermal welding process.

Individual packings of kits of The ReSolve Non-Locking Drainage Catheter (RNL) and FastBreak
connectors are connected by an external fixing package with a common label on it, which shows the
composition of the Kkit.

Individual packaging of the drainage catheter and FastBreak connector are connected by an external
fixing package with a common label applied.

Instructions for use are included in the group packaging of the sets. Sets of catlieters in a group box
are placed in a transport box.

Kits of The ReSolve Non-Locking Drainage Catheter (RNL) 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.

5. 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).

Description of symbols labeling shown in the table.

Symbol. Explanation of symbols
1 1ec lrer EC official
2 td manufacturer
3  RXONLY It sold only to doctors and hospitals
i4. For single use only.
d)
S REF catalog number
6. shelf life
* Based on the European Regulation, the symbol for
"Use By" or "date of manufacture™ can be used to sterile
products. In the case of "use by" date is indicated, in
which the product can be used (the expiration date),
| after that date, it is impossible to use the product. In this
. case, to determine the date of production must b»"
deducted the total period of storage of the product,
manufacturer's declaration of "Use By" date.
7. LOT lot number
8  [sterile eo sterilized ethyleneoxide
9 attention
A
ill- Pyrogen-free
\1 ).K
12 y Compatibility with the gidewire
“ ”(mnm |
Not for individual sale
@ 1
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14. Do not re-sterilize
L J

15 sijb; Protect from moisture

16. tt This side up

17. T Fragile, handle with care

18 Do not use if package is damaged
(8)

19, Refer to the instructions for use.

[1a
20. Hagnuck «HeTokcmyHo»  The inscription "non-toxic"
21 Caution!

e ! 1B To prevent catheter damage, fully seat cannula before
Mﬁ&ﬁ?? i Iﬁgl removing this bag!

6. TRANSPORTATION. STORAGE AND HANDLING

Storage conditions:
Products released from the transport packaging should be kept at an ambient temperature of +5°C to

+27°C and a relative humidity of 10% to 90% non-condensing.

Transport conditions:
Temperature - 35 °C to +55°C and a relative humidity of 10% to 90% non-condensing.

Terms of Use:

Ambient temperature not exceeding 25 ° C.

Temperature range for use - the body temperature 0f32 °Cto 42 °C
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

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

7. 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 of the medical device.
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8. 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. Guaranteed storage period for sets of drainage catheters is 3 years. This warranty
shall not apply to products that have been (i) modified, changed, repaired, refurbished,
reprocessed, or altered by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use,
re-sterilization, accident, abuse, neglect or tampering; (iii) damaged by excessive physical,
environmental or electrical stress; or that have had a serial number altered, defaced or removed,
(iv) combined with any other product; (v) used outside the approved “Indications for Use” as
cleared by the relevant competent authority, used contrary to the use outlined in the product
specifications or in an application or environment for which such product was not designed or
contemplated. Any technical product advice furnished by Merit is provided without duty or
compensation and Merit assumes no obligation or liability, all such advice being given and
accepted at Customer’s risk. EXCEPT AS EXPRESSLY SET FORTH HEREfN 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, TQRT OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY, BREACH OF CONTRACT,
DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

9. 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: Ofthe Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1,
room 6

Tel/fax: +7 (495)221-89-02
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Component
Drainage Catheter
Luer

Cap

Catheter shaft, all sizes

Catheter shaft tip sleeve (6.5F &
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Description of materials

polycarbonate CALIBRE™ Megarad™
2081, Trinseo LLC, USA

Dye - polycarbonate granules PC 2081-15
CALIBRE TMMegarad ™, Trinseo LLC,
USA

Color; Yellow, Pantone 109C classification
code (for 12,5F diameter)

Dye - pellets 10050274 TRANS PURPLE
PolyOne T Trinseo LLC, USA

Color: lilac, classification code Pantone 15-
3817 (for 10,5F diameter)

Dye - pellets 10200442 TRANS BLUE
PolyOne TM POLYONE CORPORATION,
USA

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

acetal composite PolyOne Red 500P Acetal
X HC 98354 DuPont tm, POLYONE
CORPORATION, USA

Dye - solids fraction of titanium oxide
Xenoy EXN X5600HP, SABIC Innovative
Plastics B.V. USA

Color: Red, Classification 186S Pantone
code (for the diameter of 7,5 F)

Dye - pellets 10200443 TRANS GREEN
PolyOne TM POLYONE CORPORATION,
USA

Color: Green, Pantone 354U Classification
code (for 6,5F diameter)

Polycarbonate CALIBRE tm Megarad tm
2081, Trinseo LLC, USA

Pigment - titanium oxide solid fraction
A32329C PolyOne tm, POLYONE
CORPORATION, USA

Color; bright white, code classification
Pantone 11-0601 TCX

Red ink INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech, ITW-PM Trans
Tech, USA

Color: black, code classification Pantone
BLACK WITH

The polyurethane polymer CARBOTHANE
TMPC-3595A-B20 MM, THE LUBRIZOL
CORPORATION, USA

Polyurethane CARBOTHANE tmpc-

Annex 1



8.5F sizes only)
Hydrophilic Coating
stylet trocar

hub

Trocar

The metal cannula
hub

The metal cannula

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

3572D-B20 MM, THE LUBRIZOL
CORPORATION, USA

The hydrophilic urethane ester-based
HydroMed D640, AdvanSource
Biomaterials Corporation, USA

polycarbonateCALIBRE™ Megarad™
2081, Trinseo EEC, USA

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%), Ulbrich Stainless Steels & Special
Metals, Inc, USA

polycarbonateCALIBRET ™ Megarad

2081, Trinseo EEC, USA

Dye - polycarbonate granules PC 2081-15
CAEIBRE TMMegarad tm

Color: Yellow, Pantone 109C classification
code (for 12,5F diameter), Trinseo EEC,
USA

Dye - pellets 10050274 TRANS PURPLE
PolyOne TM POLYONE CORPORATION,
USA

Color: lilac, classification code Pantone 15-
3817 (for 10,5F diameter)

Dye - pellets 10200442 TRANS BLUE
PolyOne ™, POLYONE CORPORATION,
USA

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

acetal composite PolyOne Red 500P Acetal
X HC 98354 DuPont ™, POLYONE
CORPORATION, USA

Dye - solids fraction of titanium oxide
Xenoy EXN X5600HP. SABIC Innovative
Plastics B.V. USA

Color: Red, Classification 186S Pantone
code (for the diameter of 7,5 F)

Dye - pellets 10200443 TRANS GREEN
PolyOne TV POLYONE CORPORATION,
USA

Color: Green, Pantone 354U Classification
code (for 6,5F diameter)

stainless steel alloy



lubricant

FastBreak
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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%),

Ulbrich Stainless Steels & Special Metals,
Inc, USA

Medical Silicone DOW CORNING (R)
MDX4-4159 + 50% lubricant medical
purpose, Dow Corning Corporation, USA
Polycarbonate copolymer CALIBRE
Megarad ™ 2081 and polyester resin,
Trinseo LLC, USA.

Dye - a solid fraction of titanium oxide
Xenoy HX5600HP - 8H9D370, SABIC
Innovative Plastics B.V. USA.

dye ratio of not more than 4%

Color: yellow. Pantone 109C code
Polycarbonate copolymer CALIBRE
Megarad 2081 and polyester resin,
Trinseo LLC, USA

Dye - a solid fraction of titanium oxide
Xenoy HX5600HP - 8H9D370, SABIC
Innovative Plastics B.V. USA.

dye ratio of not more than 4%

Color: orange, code according to Pantone
1645C

Polycarbonate copolymer CALIBRE
Megarad 2081 and polyester resin,
Trinseo LLC, USA. Dye - a soli(Mraction of
titanium oxide Xenoy HX5600HP -
8HID370, SABIC Innovative Plastics B.V.
USA.

dye ratio of not more than 4%

Color: green. Pantone 355C code
Polycarbonate copolymer CALIBRE ™
Megarad 2081 and polyester resin,
Trinseo LLC, USA. Dye - a solid fraction of
titanium oxide Xenoy HX5600HP -
8H9D370, SABIC Innovative Plastics B.V.
USA.

dye ratio of not more than 4%

Color: blue. Pantone Blue C code
Polycarbonate copolymer CALIBRE ™
Megarad 2081 and polyester resin,
Trinseo LLC, USA. Dye - a solid fraction of
titanium oxide Xenoy HX5600HP -



O-Ring
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8H9D370, SABIC Innovative Plastics B.V.
USA.

dye ratio of not more than 4%

Color; red, Pantone 711C code

Ethylene Propylene Rubber EPDM, Dow
Corning Corporation, USA

Silicone Dow Corning 360, 20 CST, Dow
Corning Corporation, USA



[MepeBog ¢ aHrNUIACKOrO A3blKa Ha PYCCKUM A3bIK]

VIHCTpYKUMS MO NPUMEHEHWIO:

«Habopbl He3anmparoLmxca apeHaxHbIX katetepoB ReSolve Non-Locking Drainage Catheter
(RNL)».

[ata 9 ceHTa6ps 2019 r.

Copepxut 19 nuctos

LUTAT tOTA )
. TOYHOE MeCTO
OKPYT CONT-NENK )

CerogHsi, 5 mapta 2019 roga, KO MHe, HoTapuycy [keHHudep Popaxsm, NnYHO PobepT
BonbhapT, cTaplumini MeHemkep N0 HOPMAaTMBHO-NPaBOBOMY PErynMPOBaHUIO, NPeabsBMBLLNIA
MHe [0CTaTOYHble [0Ka3aTe/bCTBa TOro, YTO OH ABMAETCHA NINLLOM, UMEHEM KOTOPOro mnoAnucaH
npunaraeMblil JOKYMEHT, 1 NOATBEPAMBLUMIA, YTO OH IMYHO NOAMNKMCan ero.

Y [10cToBepsieTCS MOeli MOANMCHIO U OPULMANBEHON MeYaThbio

/nognuce/
HoTapuyc

Most NnUEeH3ns AeicTBUTENbHA A0 27 NoHA 2021 T.

[LWramn:

[>xeHHUDep Popaxam

HoTapuyc wtarta KOTa

JvueH3ns Ne 695417

Mosi iMueH3ns geinctauTenbHa 4o 27 noHs 2021 r.]
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VIHCTPYKUMSI NO NPUMEHEHMIO Ha MEAULIMHCKOE U3LeNne:

Habopbl HesanuparoLwmxcsa apeHaXxHbIX KaTeTepoB ReSolve Non-Locking Drainage
Catheter (RNL), npousBoacTBa KomnaHun «Meput Megmkan Cucteme, VIHK.», CLLA.

Inodnucbl

PobepT BonbthapT, CTapLLniA MeHemKep N0 HOPMATUBHO-NPABOBOMY PETY/MPOBaHUIO
9 ceHTs6ps 2019 T.

[MevaTb KOMNaHum «MepnT Megukan CucTeme, UHK.»]
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HavnmeHoBaHve n3genus:

Habopbl Hesanuparowmxcs ApeHaxHbIX KatetepoB ReSolve Non-Locking Drainage
Catheter (RNL).

Hesanupatowpmiics apeHaxHblin KateTep ReSolve Non-Locking Drainage Catheter (RNL)
C rMAPOMNLHBIM MOKPLITUEM MNpeACTaBNAeT COO0M PEHTreHOKOHTPACTHLIN KaTeTep C
HECKONIbKMMN 6OKOBbIMU OTBEPCTUSIMU, MpefHasHaYeHHbIA 419 YPECKOXHOI0 ApeHaxa.
KOMMOHeHTbI kaTeTepa NO3BOMAIOT BbINONHUTL €r0 BBEAEHWE W YCTAHOBKY, MCMO/b3YA
Tpoakap WA MeTOA «Mo NPOBOJOKe». [peHaxHbI He3anuparowmiics Katetep ReSolve
Non-Locking Drainage Catheter (RNL) MOXeT 6bITb YKOMMMEKTOBaH CrieyHoLnumum
KOMMOHEHTaMW:

1 (oguH) Hesanuparowmiics apeHaxHbln KateTep ReSolve Non-Locking Drainage
Catheter (RNL) ¢ rugpounbHbiM NokpbiTreM (A)

1 (ogHa) MeTanMyeckaa KaHons, npuaaroLLas Xectkoctb (B)

1 (oaunH) Tpoakap (C)

NMOKA3AHVA K NMPUUMEHEHWIO

Habopb! Hesanuparowmxcs apeHaxkHbIX KatetepoB ReSolve Non-Locking Drainage
Catheter (RNL) ¢ ruapotu/ibHbIM MOKPLITUEM MOKa3aHbl A5 '(DeCKOXKHOMo [ApeHaxa
XNLKOCTU:

- NpY yAaneHve COAeP>KMMOro abceLecca B pas/iMyHbIX oKanmnsauusx;

- B OplOWHOM nonoctM npu 006pasoBaHUM  CEPO3HOM  XKUAKOCTU  BC/EACTBME
reMOAVHaMUYECKMX HapyLUeHWn, TakuX Kak MpaBOXesy4ouyKoBas He[oCcTaTOuHOCTb,
nopTa/lbHas TUNepTeH3ns (3a60/1eBaHNs NeYeHn);

- B OPIOLLHOW MOMOCTY NPY pasapaXkeHUaX BCNeCTBNE MHULIMPOBAHNS,

- B OPIOLLIHOM NOMOCTU BC/IEACTBME METACTa30B HEKOTOPbLIX OMyXONel;

- NPV NpeKpaLLeHn 0TTOKa MOYM B MOYKe UM NPOKCUMASIbHON YaCcTh MOYETOUHMKA;

- 019 NonyyeHus [OCTyMa K YalleyYHO-/10XaHOUYHOW CUCTEME, MOYETOYHWUKY Wn
ny3bIptO N8 AUArHOCTUYECKON UK TepaneBTUYeCKOoW NnpoLesypbl;

- npv 06pazoBaHUM CTOMbI NPY MOBPEXAEHNN MOYETOUHMKA.

MPOTWMBOINOKA3AHUNA

Habopbl Hesanupatowmxcs [ApeHaxHbIX KaTeTepoB ReSolve Non-Locking Drainage
Catheter (RNL) npoTvBOnokKasaHbl K MPUMEHEHWIO B C/yyasX, KOrja YpeckoXkHas
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KaTteTepusauma AN ApeHaka HegonyctMma. Habopbl Hesanuparolmxcs ApeHaXHbIX
KateTepoB ReSolve Non-Locking Drainage Catheter (RNL) npoTvBOMnokasaHbl [A/is
BHYTPUCOCYANCTOrO NPUMEHEHUS.

Px Only: OFPAHVUYEHWE MPOOAXW YCTPOVICTBA

TonbKo 4ns NPodrecCMOHaIbLHOTO UCMOMb30BaHKS.

BHumaHve!  ®depnepanbHoe 3akoHogatensctBo (CLUA)  paspeluaeT npogaxy 3Toro
YCTPOMCTBA TO/IbKO Bpayvy WM NO 3aKasy Bpaya, MmpoLlefilero oby4yeHue Mosb30BaHUO
[aHHbIM YCTPOMNCTBOM U (MIM) UMEIOLLErO OMbIT NO/Ib30BaHUS UM.

MEPbI NMPEAOCTOPOXHOCTW

* Mepen CNoNb30BaHMEM NPOYTUTE YKa3aHWUs MPOM3BOAUTENS.

» Cofiep>XMmoe YNaKoBKW CTEPUbHO U annporeHHo.

* 3anpeLaeTcs UCnob30BaTb, €CNM YNaKOBKa OTKPbITA, MOBPEXAEHA UIN HapyLLEHa.

* lcnonb3oBaTb TOMLKO A4S OAHOrO MauyeHTa. 3anpeLlaeTca NOBTOPHOE MCMOMb30BaHUE,
06paboTka unm ctepunmsaums. MoBTOpHOE UCMOMb30BaHNE, 06paboTKa UK CTepum3aums
MOXET HapyLUNTb LIENIOCTHOCTb YCTPOWCTBA M (MNK) MPUBECTM K HenpaBWIbHON paboTe
YCTPOICTBA W, KaK CNeACTBUE, K TpaBMe, 3a60/1eBaHNI0 UK CMepPTY NaupeHTa. MoBTopHOe
1CNosb30BaHMe, 06paboTKa UM CTEPUNM3ALMA MOXKET TaKXKe C03f4aTb PUCK 3arpsasHeHus
YCTPOMCTBa 1 (UN) NPUBECTU K 3apaXKEHUIO MaLMeHTa UK MEPEKPECTHOMY 3apaXKeHWH,
BK/IIOYas, MOMMMO MPOYEro, MePeHOC WH(EKUMOHHbIX 3ab0/eBaHWi OT NauueHTa K
nauyeHTy. 3arpsasHeHne YCTPOMCTBA MOXET MPUYUHWUTL Bped 340POBbO, MPUBECTU K

i 3a60/1eBaHUIO UM CMEPTU MaLeHTa.
* [pu BBEAEHUM [JAHHOTO YCTPOICTBA M YX0/€e 3a HUM CO6/M0aiNTe 0BLLENPUHATLIE MEPbI
I NPefoCTOPOXKHOCTM.  [MOCKONbKY — CYLLECTBYET  PUCK  3apakeHUs  MaToreHamu,

nepejaloLLMMUCS Yepe3 KPoBb, MeAWLIMHCKME PaGOTHWKU BCerda AO/MKHbI Co6/oaaTh
CTaHJapTHble Mepbl MPEJOCTOPOXHOCTM TMpX  BbIMOMHEHMM NpoLeayp C KPOBbIO U
(PM3MONOTNYECKMM XIUAKOCTAMU. Beerga cnegyeT cobniofaTe CTEPUIBHOCTD.

« 3anpeLLaeTcs NCNob30BaHMe NOCe aThl UCTEUEHUSI CPOKA FOAHOCTM.

» XpaHWTb B NPOX/TafIHOM CYXOM MECTE.

MNPEAYTIPEXXOEHWE. *

Habopbl Hesanupatowmxca ApeHaxHblX katetepoB ReSolve Non-Locking Drainage
Catheter (RNL) He npeaHa3HayeHbl 4719 BBeAEeHUS MULLEBbLIX 406aBOK.

Habopbl Hesanupatowmxcs ApeHaxHbIX KatetepoB ReSolve Non-Locking Drainage
Catheter (RNL) He npefHa3Ha4eHb! 4ns UCNOMb30BaHUS B OUIIMAPHOI CUCTEME.

HEXXEJTATEJIbHbIE PEAKUWNIN*

o CenTnyecKnii oK

* baktepnemumsa

* KpoBounsnusaHue

* CynepuHpeKumsa

* BTOpXXeHWe B KMLLEYHUK
» BTOp>keHWe B nnespy

* [loBpeXxaeHne cocynos
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* [lHeBMOTOpaKC

» KoxkHas nHpekuus

» OKKNtO3MS (HapyLUeHMe NPOXOANMMOCTI) KaTeTepa
» CMeLLeHNe KaTeTepa

YKA3AHWA MO NPUMEHEHUIO. METOOVNKN YCTAHOBKW.

BAPUAHT 1: NMPAMOM MPOKON CMNOMOLULbIO TPOAKAPA.

1 W3BneknTe NpuaatoLLyt0 XXECTKOCTb KaHKM MeTa/IMYeCKy0 U Tpoakap B cbope u3
Hesanuparowieroca apeHaxHoro karetepa ReSolve Non-Locking Drainage Catheter
(RNL).

2. [epep ycTaHOBKOW ybeanTeCh, YTO AUCTa/lbHas YacTb KaTeTepa yBaXKHeHa.
MPEAYTIPEXXOEHWE. [na  MakCUManbHOMO  WCMO/b30BaHMA  MPEUMYLLECTB
rMAPOMPUIBLHOIO MOKPbITUSA, HAHECEHHOMO Ha MOBEPXHOCTb AWUCTA/IbHON YacTW KaTeTepa,
nepes MCMnosib30BaHNEM YBNaXXHWUTE KaTeTep CTepUbHON BOAOW WM (U3MOMIOrMYECKM
pactBopom. CrieuTte, 4TOObI BO BpEMS YCTAHOBKMN KaTeTep OCTaBa/ICs YBNaXKHEHHbIM.
MPEAYTMPEXAEHUME. 3AMPEWAETCA npoTupaTb KaTeTep CyxXOiMl Map/eBoi
CaIPETKON WM KaKUMK-TMBO PacTBOPUTENSMW, TaK KaK 3TO MOXET MOBpeauTb ero
NOKpbITHE.

3. TMepes ncnonb3oBaHWEM NPOMOKTe KaTteTep.

4. TlomecTuTe MPUAIOLLYHO YKXECTKOCTb KaHO/0 MeTa//IMYecKyto B KaTeTep W 3aTsHuTe
(UTUHIU C NO3POBCKUM (hrkcaTopom. Cm. puc. 1

KaHtons metannunyeckas

Px 1

5 YpanuTe OyMaxHblil pasgenntens C Tpoakapa. [lpoBeauTe Tpoakap 4epes
NPUAAIOLLYHO XKECTKOCTb KaHHM MeTa/IINYECKYHO W 3aTAHUTE QUTUHIU C /IKO3POBCKUM
(hukcaTtopom. Cm. puc. 2.

Tpoakap KaHtona metannuyeckas
in.2

6. lMcnonb3ys  CTaHAapTHYH  MeTOAWKY  BBEAEHWs, BBEAUTE  KaTeTep/KaHioso
METa//IMuYecK3no/Tpoakap B c6ope B 06/1aCTb CKOMEHUS XKWUAKOCTU. YCTaHOBKY CreayeT
MOATBEPANTL C MOMOLLbIO IMArHOCTUYECKOI BU3Yyanu3aLn.

7. MNoATBepAnB YCTAHOBKY, YAanTe TPoakap W KaHo/M0 MEeTa/I/IMYECKYHO.
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8. Tenepb Hesanuparowminca apeHaxHbId Katetep ReSolve Non-Locking Drainage
Catheter (RNL) MOXHO MOACOEAVMHUTL K COOTBETCTBYHOLLEMY APEHAXHOMY MeLUKY Wn
Tpy6Ke.

9. [omxeH OblTb NPeAYCMOTPEH PEXWUM MPOMbIBKA C YYETOM COCTOSIHUS KaXAoro
nawuueHTa u NPOTOKONa Bpaya.

MpumeyaHue. NPONMHCTPYKTUPYATE NaumeHTa UamM Apyroro MeAuuMHCKOro paboTHuKa no
BOMPOCaM Hajnexalwero (yHKLMOHMPOBaHUA W (MK) TEXHUYECKOro O06CTyXMBaHUS
npmoopa.

YKASAHWNA MO NTPUMEHEHWNIO METOAOUKN YCTAHOBKMW.

BAPWAHT 2: METOAWKA KATETEPU3ALUWWN NO CENBAWHTEPY NAWN 3AMEHA
MPOBONMTOYHOTO MPOBOAHUKA

1 W3BneKknTe MpUOAIOLLYHO YKECTKOCTb KaHH/MIO METa/IMYEeCKyo 1 Tpoakap B c6ope 13
KaTeTepa.

2. TMepen yctaHOBKOW Yyb6eauTech, 4YTO AMCTaslbHas 4YaCTb KaTeTepa YB/IaKHeEHa.
MPEAYTIPEXXOEHUE. Ans MaKCUMaJIbHOr0 NCnonb3oBaHNA npenmyLLlecTs
rMAPOUNBLHOIO NOKPbLITWS, HAHECEHHOTO Ha MOBEPXHOCTb AWUCTa/IbHOW YacTu KaTeTepa,
nepes MCMnosib30BaHMEM YBNXKHWUTE KaTeTep CTepuibHON BOZOW WM (PU3MONOTrMYECKUM
pactBopom. Cneaute, 4TOObl BO BpeMsi YCTaHOBKWM KaTeTep OCTaBa/iCA YB/IAXKHEHHbIM.
MPEAYMNPEXAEHNE. 3AMPELWAETCA npotupaTb KaTeTep CyxOW  Map/ieBoW
CaNPETKOM WM KaKAMU-INO0 pacTBOPUTENAMU, TaK KakK 3TO MOXET MOBPeAUTb €ero
NoKpbITHE.

3. Mepef MCNonb30BaHNEM NPOMOIATE KaTeTep.

4. MomeCTuTe NPUAAIOLLYIO XKECTKOCTb KaHION0 MeTa/I/INYeCKyt0 B KaTeTep W 3aTsaHUTe
(PUTUHIU C /TO3POBCKUM pukcaTtopomM. Cm. puc. 3.

KaHlong meTannuyeckas

Puc.3

5. lNpoBeaute KateTep MO COOTBETCTBYIOLLEMY TMPOBOAHWKY B MECTO CKOM/EHUA
xngkoctn. C KateTepoM MUCMosb3yeTcd NpoBoAHMK Avametpom 0,038” (0,97 mm). Cwm.
puc. 4.

NPOECAHMK

6. TMpopapuraiite KaTeTep B MECTO CKOMMEHMS XXMAKOCTW, NPOAO/MKAs YAepXuBaTb Ha
MecTe MPOBO/IOYHbI MPOBOAHMK. YCTaHOBKY CneayeT MOATBEPAUTb C  MOMOLLBHO
AMarHOCTUYEeCKOW BMU3yanmsauuu. Mocne NOATBEPXK/AEHMS YCTaHOBKM KaTeTepa M3BMEKUTE
KaH0/t0 1 NPOBOIOYHbINA NPOBOAHMK.
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7. Tenepb KaTeTep MOXHO MOACOEAVNHUTL K COOTBETCTBYIOLLEMY APEHAKHOMY MELLKY WU
TpyO6Ke.

8. [lomkeH ObITb MPeAyCMOTPEH PEXMM MNPOMbLIBKM C YYETOM COCTOSHUS KaXaoro
naumeHTa 1 NPoToKona Bpaya. MpumMeyaHue. MPOVHCTPYKTUPYITE NauMeHTa uan Apyroro
MEeAMLMHCKOrO paboTHMKa MO BOMPOCaM HaANeXawero (yHKUMOHUPOBaHMS U (1K)
TEXHWYECKOro 06Cny>KnMBaHus npunoéopa.

SAMEHA N1 N3BNEYEHUE KATETEPA
1 OTcoeAMHNUTE KaTeTep OT APEHAKHON TPYOKM UK MeLLIKA.

2. [na 3aMeHbl KaTeTepa WM COXpaHeHUs [OCTyna: MNpoBeauTe COOTBETCTBYHOLLMIA
MPOBO/MOYHbIA NPOBOAHUK Yepe3 KaTeTep; MNOATBEPAUTE MOMOXEHNE MNPOBOAHMKA C
MOMOLLUBI0  MarHOCTMYECKOW Buayanm3aumn. Tpu  Heo6XOAMMOCTU  MPOBOJIOYHbIN
NPOBOAHMK OyaeT NoAAepXKMBaTb JOCTYN K MECTY [peHaxa.

3. OCTOPOXHO W3BNEKMTe KaTeTep. [lanee BbINONHUTE NMB0O 3aMeHy KaTeTepa, /M60
YLLVBaHNE KOXMW.

KoHHekTOp FastBreak.
MOKA3AHUNA K MPUUMEHEHWMIO:

KoHHekTOp FastBreak npefHasHayeH 015 MPUMEHEHUS B KayeCTBe MEepPexofHuKa Mexay
JPeHaXXHbIM KaTeTepoM Y BHELLHEN eMKOCTbHO 415 XUAKOCTU.

MEPbI NMPEAOCTOPOXXHOCTW:

CnepyiiTe VHCTPYKLMSIM MO MPUMEHEHWIO MU PYKOBOACTBAM /le4eOGHOr0 YUpeXxaeHns Ans
YTUNM3aLIMN U3aenms.

He xpaHuTe n3aenms npu aKCTpeMasibHbIX YCOBUSIX OKPY>KatoLLEel epefpl.

He vcnonb3yiite naaenve ans GUAMapHbIX NPUMEHEHWIA.

MNPEAYMPEXAOEHNE O] HEOOMYCTUMOCTW MOBTOPHOIO
MPUMEHEHWNA

N3genve npefHa3HauyeHO TOMbKO [/ OHOPA30BOro MpUMeHeHUs. He pgonyckaiite
MOBTOPHOrO  MPUMEHEHWs, MepepaboTKX W CTepunu3auun  msgenus.  MoBTOpHOe
MPUMEHEHNE, NepepaboTKa U CTEPUNM3ALMS MOTYT HapyLWIUTb CTPYKTYPHYHO LiENIOCTHOCTb
u3genus W/Mnn NpUBECTW K ero 0TKasy, UTo, B CBOK Ouepedb, MOXET TakkKe e03aaTb pUCK
TpaBMbl, 3a60MEBaHUS WM NETaNbHOTO Mexoda mnauueHTa. [MOBTOPHOE MPUMEHEHNE,
nepepaboTKa W CTepPUNM3aLMUs MOTYT TaKXKe CO3AaTb PUCK 3arpsisHEHVs U3AeNuUs Wunu
BbI3BaTb MHMEKUMIO MaLMeHTa WM NEePeKPecTHY WHAEKUMIo, BKoYas, MOMKMO
npouyero, nepefady MHMEKUMN (MH(EKLIMIA) OT OAHOIO NalWeHTa K Apyromy. 3arpsisHeHue
M3AENMS MOXET NPUBECTY K TpaBMe, 3a60/1EBaHNIO UK NIETa/IbHOMY UCXO/y MaLueHTa.
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HE ucnonb3oBaTtb, €C/iM ynakoBka nNoBpexpjeHa

3anpeT Ha NOBTOPHOE NpUMeEHeHUe
O6patnTech K MHCTPYKUMM NO NpUlMeHeHuto

@ He Ans MHAWBUAYANbHOI Npojaxu

fioNLY TONbKO ANSA Bpaveihd n nevyebHbIX yypexgeHui

6paHxeTblit 1 g_g 1 3eneHku | *— # I XenTbii
[l (nerkas 1 g 1 (cpepHsas | il » (cunbHas
War 1
War 2
pasbem,
Tuna «maiefe
War3
pasbem

Tuna "Female"

War 4

War 5
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NMPUNOXEHVE K NHCTPYKUW MO NMPUMEHEHWIO

HA MEAULIMHCKOE U3AENVE

«Habopbl HezanupatoLmMxcsa gpeHaxHbIX KateTe[aoB ReSolve Non-Locking Drainage
Catheter (RNL)»

[MponsBoanTENb:

«Meput Megukan Cucteme, VMIHK.», CLUA
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HA3BAHHUE, COCTAB Y NPHHIIHIIbI ®YHKIIHOHUPOBAHHAL.

HaGopbi Hesanupatomuxcs apeHaxHbIX kareTepoB ReSolve Non-Locking Drainage Catheter
(RNL) BrinyckaloTca B CERYIOIMMNX BapHaHTaX:

1. Habop Hesanuparomerocs apenaxHoro karerepa ReSolve Non-Locking Drainage Catheter
(RNL) ¢ J-o6pa3tbiM KOHUYHKOM € rHAPO(GHIBLHBIM IOKPLITHEM, KaTeTep AHaMeTpoM 6,5 F (2,1
MM); 7,5 F (2,4 mm); 8,5 F (2,8 mm); 10F (3,3 mm); 12F (4,0 mm); anunoii 20 cm, 25cm B
cocTase:
-Karerep ReSolve Non-Locking Drainage Catheter (RNL) ¢ J-06pa3HbiM KOHYHKOM ¢
rHApOPUNLHEIM NOKPLITHEM - | 1T;
-Kanions metannuueckas — 1 urr;
-Tpoaxap - | wr.
2. Habop nesanuparouerocs apeHaxkHoro katerepa ReSolve Non-Locking Drainage Catheter
(RNL) ¢ J-obpa3tibiM KOHYHKOM ¢ THAPODHIBHBIM NOKPLITHEM, KaTerep auameTpom 6,5 F (2,1
MmMm); 7,5 F (2,4 mm); 8,5 F (2,8 mm); 10F (3,3 mMm); 12F (4,0 mM); anunoii 20 cM, 25¢cMm B
cocTaBe:
-Karerep ReSolve Non-Locking Drainage Catheter (RNL) ¢ J-06pa3ubiM KoH9HKOM ¢
rHApOGHALHLIM MOKPLITHEM - ] 1uT;
-Kaniona Metamunueckas — 1 wr;
-Tpoakap - 1 wr.
- Konuexktop FastBreak — ne Gonee 6 wr./yn. ‘
3. HaGop ne3zanupaloweroca apeHaxkuoro karerepa ReSolve Non-Locking Drainage Catheter
. {RNL) npamoit ¢ ruapodunbHBIM NMOKpHITHEM, KaTeTep anameTpoM 6,5 F (2,1 mm); 7,5 F (2,4
’ MM); 8,5 F (2,8 mM); 10F (3,3 mM); 12F (4,0 MM); anunodt 20 M, 25 ¢M B cocTase:

-Katetep ReSolve Non-Locking Drainage Catheter (RNL) npsamoti ¢ ruapodrisHbiM
NOKPBITHEM - 1 WIT;
-Kaniona merannuueckas — | wr;
-Tpoaxap - 1 wT.
4. HaGop nesanupaioweroca apenaxHoro karerepa ReSolve Non-Locking Drainage Catheter
{RNL) npamoii ¢ rsapoduibHBIM NOKpbITHEM, KaTeTep anameTpoM 6,5 F (2,1 mMm); 7,5 F (2,4
mm); 8,5 F (2,8 mm); 10F (3,3 mm); 12F (4,0 mM); wmanoii 20 cm, 25 cv B cQcTaBe:
-Karerep ReSolve Non-Locking Drainage Catheter (RNL) npamoit ¢ ruapodunsteiM
NOKPLITHEM - | IIT;
-Kaniona merananveckas — 1 wir;
-Tpoaxkap - 1 .
- Kounexrop FastBreak — ne Gonee 6 wr./ym.

HaGopbl Hezanupatomxcs apeHaxnbix katerepoB ReSolve Non-Locking Drainage Catheter

(RNL) npeana3HaueHbi ANA UPeCKOXKHOIO APSHHPOBAHHUA XHIAKOCTEH M3 NOJMOCTEH Tena npH
. alcueccax, acuure OpIoWHON NOAOCTH, HEPPOCTOMHH, RAHHBIC W3ACTUA AONKHE! NPUMEHATLCA

\. B JicueOHLIX yupexacHHAX,

HaGop nezanupaiomeroca apeHaxsoro karerepa ReSolve Non-Locking Catheter (RNL)

npeAHa3HaveHbl JUIA ATHTENbHOrO NpuMeHenus (10 30 cyTok).

Jpenaxubiit nesanuparowniics xarerep ReSolve Non-Locking Drainage Catheter (RNL) B
JaHKBIX Habopax MoxeT uMeTh anamerp 6,5 F (2,1 mm); 7,5 F (2,4 mm); 8,5 F (2,8 mm); 10F (3,3
mMm); 12F (4,0 mm) u umny 20 wm 25 cm. Karerep ReSolve Non-Locking Drainage Catheter
(RNL) npeacrasinser coboit oAHONPOCBETHBIH KaTeTep ¢ He3anupalomwmMcs J-o6pasHeiM Hin
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NPAMBLIM KOHYHKOM U 4-5 IpEeHaXKHLIMH OTBEPCTHAMH (B 3aBHCHMOCTH OT AMaMeTpa) Ha
JUCTanbHOM KoHle. Y Katerepos auametpoM 6,5 F (2,1 mM); 7,5 F (2,4 mm); 8,5 F (2,8 mm); 10F
(3,3 MM) - 4 apenaxxHbIX OTBEpCTHA, a Yy KaTerepa AuamerpoM 12F (4,0 MM) - 5 apeHaxHBIX
OTBEPCTHIA,

Y katerepa peHTTeHOKOHTPAcTHLIA wWadT, BHAMMLIH TOA PEHTITCHOBCKEM H3NMYYEHHEM, YTO
obnervaer pasmewmenne karerepa. KOMIOHEHTH! KaTeTepa NO3BOMAIOT BBOAUTH H YCTAHABIHBATH
€ro ¢ NOMOIbLIO Tpoaxapa nin Metoaa CenbanHrepa.

J-o6paiHas ¢opMa KoHuHKA KareTepa MOXET IOMOUb YJACpPXKaTh APSHAXKHBIH YyuacToK OT
Pa3pyUICHHA BO BPEeMA YAAIEHHSA XHAKOCTH,

Ha Ttpoakape 3akpemsien Oymaxknbiff pa3genutens, HeoOXOAMMBIH ANA NpeaOTBpallCHHS
MOBpEXKACHHA KaTeTepa.

Ha xonnexTope MeTannnueckoll kaHione ykazaH NOpAAKOBbI HOMEP H3AENMA B NPeAENax OAHON

ﬂapr"n.
43\
7 £ ~/

|

RESOIVE NU DRAINAGE CATHETER

METAL STIFFENING CANNULA METATTHYECKAA KECTKAA KAHIOJIA
TROCAR STYLET CTHJIET TPOAKAPA

PAPER SPACER BYMAXCHBIH PA3JIEJTMTETH

HUB Kounexmop Jhiosp-muna

RESOLVE NL DRAINAGE CATHETER Hesanupaowjuiica  oOpewaxcuviit  xamemep

ReSolve Non-Locking Catheter (RNL)

Karerep ReSolve Non-Locking Drainage Catheter (RNL) noctaBnsercs B KOMIIEKTE €O

CEAYIOLIMMH KOMITIOHCHTaMHU!

¢ | (oann) HesanupaioUIMiica ApeHAXHLIH KaTeTep ¢ NpaMbIM BIH J-00pasHbIM KOHYHKOM ¢
THAPOPHIBLHBIM MOKPHITHEM

¢ | (oana) MeTalnHuecKan xecTKas KaHlojs

e | (oaun) tpoakap

.-

Pucynok 1 - Karerep ReSolve Non-Locking Drainage Catheter (RNL)
(wondurypausa ¢ J-o6pasHbiM KOHIHKOM)

Bce Habopbl MOTYT KOMIUICKTOBATLCA KOHHEKTOpOM FastBreak (cMm. puc. 2). Jlanusiii korHekTOp
FastBreak npeacrasnser cofoit AByX3neMeHTHbIR COSAMHUTENbHBIA KOMMNOHEHT, CO CTOPOHBI
NalHeHTa COCAHHAEMBIH ¢ KOHHEKTOpOM Jlio3p-THNa ApeHaXHOro Karerepa, a co BTOpo#t — ¢
ApEHaXHBIM MEIUKOM BO BpeMs pasMelueHHs. Bo Bpemsa npuMeHeHHS IBa COCAMHEHHBIX
IEMEHTa NO3BOJAIOT OCYIIECTBHTh CBOOOAHDLIE TOK XWAKOCTH. [lpH NpUAOKEHHHM CHIBI
pasnuuHOi WHTEHCHMBHOCTH K TpyOke KaTeTepa KOHHeKTOp paccoenunntes. Konuexrop
FastBreak yMeHbIDaeT BEPOATHOCTb HENPEAHAMEPEHHOIO OTCOCAHHEHHS APEHAXKHOrO KaTeTepa.
KoHHEKTOpE! BBHINYCKAIOTCE B CHACAYIOMIMX LBETaX — JKEATHIA, OpaHXeBHH, 3e¢NCHBLIA, B
3aBUCHMOCTH OT CTENECHH PHKCALMH.
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2. CMOCOBbI I METOAbI CTEPUN3ALINU MEAULIMHCKUX U3AENNA

[na HabopoB Hesanuparomxcs ApeHaxHbIX kaTeTepoB ReSolve Non-Locking Drainage
Catheter (RNL), Bknitoyad KOHHekTOpbl FastBreak, KomnaHua «Meput Megukan CucTtems
MHK.» ncnonb3yet crepunmsauunio atuneHokengom (30). Banvpaums uukna crepunmsayum 30
OCYLLIECTB/IAETCA B COOTBETCTBUM C TPebOBaHUAMMW €BPOMENCKOro MeXayHapoAHOro cTaHaapTa
ISO 11135. ExerogHas NOBTOpHas Banfauusi OLEHMBaET HauXY[ALWWA Cay4vail 3TaJIOHHOM
3arpysku Ha OCHOBaHMW MJIOTHOCTM W KOH(Urypaumy Tapbl, 4YTO MO3BOMAET MNPOBOAUTHL
CTaHAAPTHYIO CTepuv3almio 3arpysku CMeLIaHHOro noggoHa. Msgenvs komnaHuu «Meput»
oTBevaloT TpeboBaHMsM  cTaHgapTa 1SO 10993-7 K ocTaTkaM npu  cTepunmsaummn
aTuneHokcngom. OcTaTouHoe cofep)kaHue aTUNeHoKCKa He npesbiaet 107

MMpOTOKO/bI 1 OTYeTbl, BaIMAMPYHOLLME MPOLECC CTepunn3aummn, XpaHATCA B CUCTEME
KOHTPONS AOKYMEHTaLUMM KoMNaHnM «MepuT» 1 yKasaHbl B CBOAHOIN TabnuLe No CTepunnsaumm
KoMnaHun «Meput».

[JaHHble n3nenma He NpeflycMaTpuBaloT MOBTOPHYHO CTEPUIM3ALNIO MO/b30BATE/NEM.

CTaHAapTHO 6blIM BbINOHEHBbI MPOBEPKa A03VMPOBKN 1 NPOBepKa 61UoHarpysKmn corfacHo
EN 1SO 11137-2 gna noATBepXAeHwd, 4To fo3a ANA CTepunmsauumn npofosikaet AOCTUraTb
Tpebyemoro 3HayeHusi SAL (10).

3. TEXHUHECKWVE XAPAKTEPNCTUKWN N3OETNA

Hezanuparowmiica gpeHaxHbIN KaTeTep ReSolve Non-Locking Drainage Catheter (RNL)

ansa ana Ana Ansa
X KaTeTe KaTeTe KaTeTe KaTeTe KaTeTe
apakTepucTuKa pa pa pa pa pa
6,5F 75F 85F 10F 12F
Hapy»Hbli1 gnameTp KaTeTepa 0,085” 0,098 0,112” 0,131 0,158~
(2,16 (2,49 (2,84 (3,33 (4,01
MM) MM) MM) MM) MM)
BHYTpeHHUI gnameTp KaTeTepa 0,070” 0,070 0,070~
0,073” 0,073” 0,073 O(SZ% 0,106~
(1, 78m  (1,78m  (1,78m M’M) (2,69 mm)
M-18 m-18 Mm-185
MM) MM) MM)
AhdekTBHAA AIMHA KaTeTepa (CM) 20 25 25 25 25
KonnuecTBo ApeHaXXHbIX 0TBEPCTUI 4 4 4 4 5
LLinpnHa fpeHaXkHoro oTeepcTus 1,20 1,20 1,20 1,20 1,20
MM - MM - MM - MM - MM -
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1,90 . 1,90 1,90 1,90 1,90

MM MM MM MM MM
Jlmua aApenaxkHOro oTBEPCTHA 200 2,00 2,00 2,00 2,00
M’M_ MM- MM~ MM~ MM-
4,45 4,45 4,45 4,45
4,45
M MM MM MM MM

Paccrosnne MEXY OTBCPCTHAMH

4,45Mm | 445Mm | 4,45mMm | 4,45MM | 4,45MM
-8,65 -8,65 -8,65 -8,65 -8,65
MM MM MM MM MM

PaccTosHie OT AUCTAIBHOrO KOHIIA

9,60 9,60 9,60 9,60 9,60

KATETEPA A0 APEHAXKKHOTO OTBEPCTHSA MM- MM- MM- MM- MM-
15,80 15,80 15,80 15,80 15,80
MM MM MM MM MM
CKopocTh TOKA KUAKOCTH, MA/MHH He He He He He
MeHee | MeHee | MeHee | MeHee | MeHee
30 50 50 60 80
MI/MHMH | MOWMHH | M/MHH | MUME | M/MEH
H
PeHTreHOKOHTPACTHOCTS Karetep aonxeH npocMaTpHBaTLECA NpH
PEHTIEeHOCKOTIHH

CoBMecTHMOCTS NPOBOAHMKA

TMposoannk 0,038 moiiMoB (0,97 MM) ¢
YCTAHOBNCHHOM KaHIOJNCH MOJIKEH NPOXOIWTE
no BCeH KOHCTPYKLIWH B cOOpKe.

CosmecTnmocTb konHexTOpa Jlioap-
!‘ THNA

Konnexrop Jlioap-tuna karerepa AomieH GbiTh
COBMECTHM C MIOBOPOTHBIMH aZlanTepaMn H
(UKCHPOBAHHEIMA JICTANAMH OXBAThHIBAEMOro
THNA (FeMOCTATHYECKHE KiTaNnaHk! JIIOIPOBCKOTO
COeUHEHH, INPHLbI, KNanaHbl KaTeTepa u

np.).
Konycoobpasnbiii koHunk Ha ancransHom KoHue KOHYHK A0mkeH ObiTh
KOHYCO0OOpa3HLIM. _
Be30onacHocTh MATHHTHO-Pe3onancnolt | Katerep He nomken npenstetBoBath
ToMorpagpun (MPT) nposeaciuio MPT.
IloBepxnoctb Ha BHeuineii noBepXHOCTH He ONKHO ObITH

TEXHOJIOTHYECKUX H MOBEPXHOCTHLIX Ae(eKTOB.
JlanHan noBepxXHOCTb AOKHA ObITD
MHHHMANBLHO TPABMaTHYHON 11 COCYAOB BO
BPEMA HCNOJL3OBAHUA,

Bremnnit AnaMeTp KOHHEKTOP2 6,60 MM
_ Jlwap-Tuna
‘ Buyrpeunnit snamMeTp KoHHeKTOpA 4,0 MM
JIioop-Tuna
Konycnocrs konnexropa Jlioop-tuna | 6%
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MeTannuveckan XKecTKAR KSH0A8

HAPYIICHHS REJIOCTHOCTH

XapaxkTepucTuka Ann Ans Ann pi ki dns
KaTeTep | KaTeTep | KATETEP | KaTeTe | KarTere
a a a pa pa
6SF 7,5 F 85F 10F 12F
Kaaubp 18 18 18 15 14
Hapyxupifi tnaMeTp Kanwoan
0,050 | 0,050 | 0,050” |0,072” |0,083”
(1,27 (1,27 (1,27 (1,83 2,11
MM) MM) MM) MM) MM)
Buyrpenunii auamerp xanioan 0,033” | 0,033” | 0,033” | 0,054” | 0,063
(0,84 (0,84 (0,84 (1,372 | (1,60
MM) MM) MM) MM) MM)
ilmma oTKpbLITO#H yacTn (MM +1/- 6,7 8.8 8.8 9,2 1,1
MM)
HonycTHMbtil yros oTKI0HCHHR, (3 15°

TonepxuocTh Ha sHemHe# noBepXHOCTH He AOMKHO ObIThH
TEXHOJOTHYECKHX H NOBEPXHOCTHLIX JedheKToB.
Tpoakap
XapakTepHCTHKA Ana Ang dns JAng dns
KaTeTep | KaTeTep | KaTeTep | KaTeTe | Kareve
a a 2 pa pa
65 F 7,5 F 8SF 10 F 12F
Jnametp Tpoakapa 0.038” 0,038” |0,038” |0,038" |0,038”
’(0 07 (0,97 (0,97 (0,97 (0,97
MM) MM)) MM) MM) MM)
JdanHa Tpoakapa 11,258
9,279” | 11,744 | 11,252” ” 11,262”
(23,5 (29,8 (28,5 (28,6
cM) cM) cM) (28,5 M)
CcM)
MosepxuocTs Ha BHewHel NoBEPXHOCTH HE AONKHO ObITH
TEXHONOTHYECKHX H NOBEPXHOCTHHIX Ae(eKTOB.
Bua zarouxku TpexrpaHHas
Konnexrtop FastBreak
MJIHHA pa3beMa, Tuna «male» 20,82 mm
AJHHA pasbema, THN «female» 20,32 mm
BHeHMI ANaAMeTp rHe3R0BOIO 6,85 MM
wounexropa Jlioop-Tuna war pe3sbbi - 1,4MMm
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BRYTpeRnBi ANaMeTp CTaHAAPTHOrO 7,23 MM
mTeKepHoro Kounexropa Jlwip-Tuna war peasGot - 1,4MM
TEPMETHYHOCTH KOHHEKTOp ZOMMKeH ObITh repMeTHYeH

4. OTHCAHME YINTAKOBKH C YKA3AHHEM KOJHYECTBA H3/IEJIMH B
YIAKOBKE

Hns n3nennit «Meputr Meaukan Cucteme, MHK» AonycTHMO CTaHAApPTHOE CKNANCKOE XpaHEeHHe,
€C/IM Ha YNAKOBKE HE yKa3aHbl 0COOble YCAOBMA XpaHEHHA, B COOTBETCTBMH ¢ OTueTamu mno
ynpaeneHHio puckami. M3aenne ynakosaHO M NPOMAapKHpPOBAHO KaK CTEPWIBHOE W3AC/NHE
ORHOpa3oBoro npuMeHeHns. CrepunbHble HapbepHBIC CHCTEMB], YKa3aHHBIC B cranaapre ISO
11607, npeanazHavucHb! JUIA NPEeAOTBPaUICHHA NMONAAaHHA MHKPOOPraHH3MOB H O0ecneunBaloT
acenTHYECKOE COXPaHECHHE H3AENHMA A0 KOHEYHOro npuMcHEHus. IIpoBepka HENOCTHOCTH
YNaKOBKH OCYLLIECTBIAETCA B paMKaX NPON3BOACTBEHHOrO Npolecca.

HaGopui Hesanupatomuxcs apeHaxHbeIXx KarerepoB ReSolve Non-Locking Drainage Catheter
(RNL) cocToar M3 cieaylolnX KOMIOHEHTOB: oauH (1) Hesanupaomuiics ApeHaXHBIH KaTeTep
ReSolve Non-Locking Drainage Catheter (RNL), oana (1) kamons metannuueckas, oaut (1)
TPOaKap NOMEIUAIOTCA B YAAPOMPOMHBLIH NONHCTHPONOBBIK NOTOK ¢ Kpbiwkodt u3 TIDT
(nonsyminenTepedranatTa) ANA NOMACPHKKH WIACHNH, KOTOpbIH 3aTeM MOMEINAIOT B NMaKeT M3
mateprana Tyvek®, 3aneuarbiBaeMbilf ¢ NOMOILBIO BAIMAMPOBAHKOIO NPOLECCA TEPMHYECKO#H
CBAPKH, NpeIHASHAYCHHBIA JUIS TMOKPHITHA M 3allAThI H3JCAHA BO BPEMA CTCPHJIH3ALMUA,
NOTPY3KH, TPAHCTIOPTHPOBKH, MAHUNYNALMH W XPAHCHUA, '
Takxe naGoppl HesanmpalowlnXcs ApeHaxHbIX katerepoB ReSolve Non-Locking Drainage
Catheter (RNL) moryt noctaBnateca ¢ konHekropoMm FastBreak. Konnexrop FastBreak ynoxen
' B MHIAMBHAYaNbHYIO YNAKOBKY B BHAC nakera W3 Marcpuana Tyvek®, zaneuarbiBaeMbiii ¢
AOMOUIBIO BATMAHPOBAHHOIO NPOLIECCa TEPMHYECKOi CBApKH.

HuauBuayasnbHble YIAKOBKH APEHAXHOro Hesanupawouwerocs karerepa Resolve Non-Locking
Drainage Catheter (RNL) u xounekropa FastBreak coeauHerwml BHemneii ¢ukcupyroweii
ynakoBKoii ¢ HaneceHHo#t obluelt sTukerkoif, Ha KOTOpo# NpeacTaraeH cocTaB HaGopa.

Huerpykitua no NpHEMEHCHHIO BKNAABIBACTCA B TPYNNOBYIO YynakoBKy HaGopos. HaGopwi
KaTeTepoB B rpyNNnosofi ynakoBke NOMELIAIOT B TPAHCTIOPTHYIO KOPOOKY o

ATTecTalMsi ynakoBKM HaGOpOB HE3aNHpAIOMAXCA APEHaXHbIX kateTrepoB ReSolve Non-
Locking Drainage Catheter (RNL) 6nina npoBeaeHa B COOTBETCTBHH ¢ TpeGOBaHMAMH
CeayonX CTaHapToB:

ISO 11607-1: ynakoBka MeAMUMHCKHX H3AeaHii, CTEPHIH3YeMbIX Ha 3aBeplIalOlIeH CTaauH
NpOH3BOACTBA — 4acTh |: TpeboBaHMA K MaTepHasaM, CHCTeMaM 3alUMTbI CTEPHABHOCTH H
CHCTEMAM YMAKOBKH.,

ISO 11607-2: ynakoBKka MeAHUMHCKHX M3IENHii, CTEpHNH3yeMbIX Ha 3aBeplIalolieH cTaguu
‘ NPOK3BOACTBA — 49acTh 2: TPeOOBAHNA K BAIHAALMH NPOUECCOB (POpMHPOBaHUA, FrepMETHIALHMH H
chopxu.

ASTM D4169: cranpapTHas MeTOAMKAa TeCTHpOBaHUA PPEKTHBHOCTH TPAHCHOPTHBLIX
KOHTEHHEPOB H CHCTEM.
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5. NH®POPMALUWMA O MAPKPOBKE N3AEJ/TNI

dopmaTbl 3TUKETOK W3AeNuniA Gbinn pa3paboTaHbl M 0A06peHbl AN OTAENbHbIX W3AENMNIA,
CTEPU/IbHBIX YMAaKOBOK M TPaHCMOPTHOM YNaKoBKW. YTBepXAeHHas MapKMpOBKa HaxoauTcs B
TEXHOMOrMYECKOM perfiaMeHTe M3aenms.

Komnanus «Meput Meaukan Cucteme, WHK» WUCMONb3YeT Cneaylowme cTaHaapTbl A
coflepXXaHnsi MapKMPOBKM 1 (hOPMMPOBAHUS CUMBO/IOB B  COOTBETCTBUM C  TEKYLLMMM
Tpe6oBaHUAMM AMPEKTUBbI N0 MEANLMHCKUM U3AENNSM:

EN 980: c1MBO/bI, UCNOMb3YEMblE B MapPKMPOBKE MEAULMHCKUX W3O

EN 1041: nHgpopmauums, noctasngemas U3roToBUTENEM.

ISO 15223-1: u3genua meamumHckme. CUMBOSbI, UCMO/b3yeMble Ha ApPbIKax MeaULUHCKMX
n3genviA Npu  MapkuMpoBKe W B NPeAoCTaBlfeMON WHGopMauum - 4actb 1. obuime
TpeboBaHus.

ISO 15223-2: wuspenua wmeguumHckne. CKUMBOSbI, WCMOMb3yeMble Ha MeAULMHCKNX
N34ennax, MapK1poBKe 1 B NPeLoCTaBNSeMOM MH(OpMaLmmM - 4acTb 2: pa3paboTka, BbIGOp K
Ba/IMAaLNA CUMBOJIOB.

PykoBofcTBo FDA no mMapKvpoBke MeAULUHCKUX U3AeNUIA A8 NaumMeHTOB; OKOHYaTe/lbHoe
PYKOBOACTBO A4/ NPOMbILLIEHHOCTU 1 0630pbl FDA (19 anpens 2001 r.).

OnvcaHne CYMBO/IOB MapKNPOBKU NPeaCTaBNeHo B TabnuLE.

~T.

CumBon PacLingpoBka crMBona
EC Rep YNONHOMOYEHHbIV NpefCcTaBuTeNb B EBponerickom
coobLecTse
3roTtoBuTeb
Rx ONLY MpofaeTcs TONbKO Bpayam U fie4ebHbIM YUpexXaeHUAMN

3anpeT Ha NOBTOPHOE MPUMEHEHME.

@ He cTepunn3osaTb NOBTOPHO

FEF Ne no Kart.

Vicnonb3oBatb [0

OCHOBbIBasACb Ha €BPOMNENCKOM PErynmpoBaHnn, CUMBO/
«cnonb3oBath A0» UNKN «[aTta M3rOTOBMEHUS» MOXKET
NPUMEHATLCS K CTEPUNbHLIM NpodykKTam. B cnyuvae
npumeHeHns «lKicnonb3oBath [0» YKa3blBaeTCcA Aata, B
KOTOPYK MNPOAYKT MOXET OblTb WCNOMb3oBaH (data
MCTEYEHUS CPOKa [AeicTeus), nocne 3Ton  [aTbl
HEBO3MOXHO MCMO/b30BaTh NPOAYKT. B aToM cnyyae ans
onpegeneHns gaTbl NPOM3BOACTBA HEOOXOAMMO BbIYECTb
O6LMA  CPOK  XpaHEHUS  MNPOAYKTa,  3asiBIEHHOr0
N3roToBMTENEM, U3 AaTbl «/CN0Nb30BaTh 0.
LOT Homep nota

STERILE EO CTepunn3oBaHo 3TUNEHOKCUAOM

16

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



10. BHuMaHne! O6paTUTeCh K MHCTPYKLWM MO NMPUMEHEHIIO

A
11. 3Hak CE mapku
1C Coos6 P
12. ANNPOreHHo
13. COBMECTMMOCTb C NMPOBOIHNKOM
M Y N
14, He ana nHanBMAYyanbHOM NPOAaXKM
15. bepeyb OT Bnaru
16. iy 37O CTOPOHOI BBEPX
17. Xpynkoe, 06paLLaTLCA OCTOPOXKHO
f
18. He ncnonb3oBatb, eciv ynakoBka noBpexaeHa
19. . O6paTnTeCh K MHCTPYKLMK MO NPUMEHEHUIO
20. Hagnucb «HeToKCn4HO»
21. OcToporkHO!

[ns npefoTBpaLLEHNs NOBPEXeHNs KaTeTepa
MOSTHOCTHHO BbIBEAMTE KaHIOMO Nepes TeM, Kak CHUMaTb
3TOT 6YMaXKHbIN pasgenuTesb!

6. YCNOBUA SKCIMNNYATAUNN, XPAHEHNA N TPAHCITOPTUNPOBKW.
YcnoBus XpaHeHus:

W3penns, ocBO6OXAEHHbIE OT TPAHCMOPTHON YNaKOBKW, AO/MKHbI XPaHUTLCS NPpU TemnepaType
OKpyXKatoLero Bosayxa ot +5 °C go + 27 °C 1 oTHocuTeNbHoM BnaxxHocTh oT 10 % o 90 % 6e3
KOHAeHcauun Bnarw.

Ycnosus TpaHCNOPTUPOBKMN:

Temnepatypa oT - 35°C o + 55 °C 1 oTHocUTeNbHON BnaxkHocTy oT 10 % a0 90 % 6e3
KOHZeHeaLun Bnaru.

YCnoBus aKcnayaTalun:

TemnepaTtypa OKpy>atoLLein cpefpl: He 6onee 25°C

[vanasoH TemnepaTyp Npu UCNoNb30BaHWUK - TemnepaTypa Tena ot 32°C fo 42°C
OTHocuTeNbHaA BNaXXHOCTb: 100 % (KOHTaKT C KPOBbHO)

ATMOocepHoe gaBneHune: 86-106 Ka.
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Cpox XpaHEHHA CTEPHUNbHBIX H3AeNRi — 36 MeCALEB ¢ AaThl CTEPHIIM3ALIHA.

7. YTHJAHU3IALUNA

Hcnoab3oBannbie Habopbl Hesamupalolmixcs ApehaxHblx karerepoB ReSolve Non-Locking
Drainage Catheter (RNL) yTHausupyiorT Kaxk 3nuaeMHONOrHYECKH OnacHble OTXOAb! knacc b
(HanMyMe KOHTAKTa C KPOBHIO M CAM3NCTHIMH TKAHAMH TIALIMEHTA),

[To ncreyeHuH cpoka FOAHOCTH HEHCNONb30BAHHbIE HaGOPbl HE3aNHpaIOLHXCH JAPEHAXHBIX
KatetepoB ReSolve Non-Locking Drainage Catheter (RNL), He xOHTaKTHPYIOIHX € KPOBLIO H
CIN3UCTBIMY CNeAyeT YTHIH3HPOBaTh, KaK 3MHAEMHONOrHYeCKH Ge30nmacHbie 0TXoAs! Knacca B,
npubnukeHHble NO COCTAaBY K TBEpAbIM OBITOBLIM OTXOAAM. YTHIH3ALHA HCIONb30BAHHBIX
HabopoB NOMKHA OCYIICCTBAATHCA B COOTBETCTBHM ¢ TpeOOBaHHAMH 3aKOHOAATENLCTBA H
HOPMATHBHBIX JIOKYMEHTOB IO YTHAM3aLHH NPOAYKUMH, NPHHATHIX B CTpPaHe NPUMEHEHHA
MEIRURHCKOTO H3ACINA.

8. FAPAHTHUMHBIE OBA3ATEJbCTBA

OrpannyeHnas rapaHTHA W 0TKA3 OT OTBETCTBEHHOCTH
Komnanus «Mepur Meaukan Cucremc, HMuk» rapaHTUpyeT COOTBETCTBHE NPOAYKLHH
cneundukaunsM Bo BpeMa oTrpy3ku [lokynaremo M OTCYTCTBME Ae(eKTOB MarepHanoB H
H3rOTOBJICHHA B TEYCHHE MEPHOAA, YKA3AHHOrO B NHCLMEHHON OIpaHHYECHHON rapaHTHH,
npuiaraeéMoil OTAGNBHO K KaxaoMy H3aenMio. [apanTulinbii cpok XxpaHenua HaGopos
He3anMpalolMxcs ApeHaxHbIX KaterepoB ReSolve Non-Locking Drainage Catheter (RNL)
' COCTaBAfET 3 rofia. ITa rapaHTHA HE PACIPOCTPAHSETCA Ha NPOAYKLMIO, kotopas Gbuia: (i)
MomnduuupoBana, H3IMEHEHa, NOABEPrHYTa PEMOHTY, BOCCTaHOBNEHMIO, nepepaboTke WiIH
M3MCHCHHAM Apyro#f kommauuelt, nomumo «Mepur Meaukan Cucreme, Huk»; (ii)
HCIONb30BAHA HE MO HAHAYCHMIO, NMOABEPrHYTa HENPABHIBHOMY OOpallleHHIo, NMOBTOPHOMY
HCIObL30BAHHKIO HITH MOBTOPHOM CTEPHITH3ALMH, NOCTPatA/a B Pe3yAbTaTe HECYACTHOIO CNyyas,
HAPYIWIEHWS MpPaBHJ IKCIUIYATAUWKH, XAJaTHOCTH WM TNOCTOPOHHEro BMelaTenscTsa; (iii)
MOBPCKACHR B pe3ynbTaTe (PU3HUECKOro, MPHPOAHOTO HIAN SNEKTPHYECKOro Bo3AeiicTBHA, a
TaKKe C HIMEHEHHBIM, TMOBPEKACHHBIM WIH YAAQNCHHbIM CEPUlELIM  HOMEpOM; (iv)
MCNIO/Ib30BaHa B COUETAHHH ¢ JIIOOLIM APYTHM n3fenneM; (V) HCNoNb30BaHa HE B COOTBETCTBHH C
YKa3aHHAMH N0 NPHMEHCHHIO, YTO YCTAHOBIEHO YNOJHOMOYEHHOH opraHu3auue,
HCNONB30BaHA HE B COOTBETCTBHH ¢ 0ONACTBIO NPHMEHEHNS, YKa3aHHOH B cneundHKaumn, Wiv B
YCNOBHAX, HE NPEAYCMOTPEHHBIX ANA AaHHoro Buiaa u3neauli. Jliobbie TexXHHuecKkue
PEKOMEHJAUWHN OT HMEeHH komnannu «Meput Meaukan Cucremc, Huk» npeaocrasmsiiores 6e3
o0fA3aTeNLCTB MK KOMNICHCAUUR, komnauna «Meput Menukan Cucremc, HHK» He npuHHMaer
Ha ceba Kakux-1ubo ofa3aTeNbCTB MM OTBETCTBEHHOCTH, BCC NOAOOHBIE peKoMeHAaLHn
RAIOTCA M MPHHHMalOTCA noa ortBercTBeHHOCTb [lokymatens. 3A UCKIIIOYEHHEM
BbILIEYKA3AHHBIX CIYYAEB, KOMIIAHUSA «Mepur Meaukan Cucremc, Unk» HE
. JAET 3ABEPEHMH WM TAPAHTHUH JIIOBOT'O POJIA B OTHOLLIEHWH MPOAYKLIUM,
KAK SBHO BbBIPAXXEHHbBIX, TAK W IIOAPA3YMEBAEMbBIX, ITOKYIIATEJIO,
KOHEYHOMY TIOTPEBUTENIO, TPETbUM JIMLJAM. «Meput Meaukan Cucremc, Unk»
OTKJIOHAET 71 UCKJIIOYAET  JIIOBBLIE 71 BCE BbIPAJKEHHBIE,
[TOAPA3YMEBAEMBIE U 3AKOHOIATEJIBHO TPEAYCMOTPEHHBIE TI'APAHTHH,
BKJIIOYAA TAPAHTHUHU OT HAPYLIEHUA U NOAPA3YMEBAEMbLBIE T'APAHTHUH
TOBAPHOI'O KAUECTBA UJIH ITPUT'OAHOCTH.
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9. PEKJAMAIAA

Opranuzanus, npuHEMMalomas Ha TeppuTopun Poccuiickol denepaumu npereHsun or
norpeSuTeNns no Ka4eCTBY NMPOAYKTa:

Ob6mectso ¢ orpaHHYcHHOH OTBETCTBEHHOCTRIO «MepHT Teknonomkuc» (000 «Mepar
Texnonomxucy), OI'PH 1117746679533, UHH 7705960130

IOpumraeckuit anpec: PO, 119017, ropoa Mocksa, 1-biif Kasaunii mepeysok a. 7, atax 1, koM. 6

Ten/daxe: +7 (495) 221-89-02
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[Mpunoxenue 1

Komnonenr

| Onucanne MaTepusIoB

Jpenaxuniit kaverep

Jlio3poBCKHii HAKOHEUHUK

IMonuxapGonar CALIBRE™ Megarad ™ 2081,
npouspoauTtens Trinseo LLC, CIUA

Kpacurens — nonukapGonathsie rpanynst PC
2081-15 CALIBRE™ Megarad ™, npou3soauteis
Trinseo LLC, CLLIA

LlseT: xenthlit, koA no knaccupukauuy Pantone
109C (ana nauamerpa 12,5F)

Kpacutens — rpanyanl 10050274 TRANS PURPLE
PolyOne™, npoussoautens POLYONE
CORPORATION, CLLIA

LlgeT: cupeHessiit, koa no kinaccrpukauun Pantone
15-3817 (nna auamerpa 10,5F)

Kpacurens — rpanynsi 10200442 TRANS BLUE
PolyOne™, npoussoaurens POLYONE
CORPORATION, CILA

LiseT: cunuii, koa no xnaccudukauun Pantone
3005U (ans nnamerpa 8,5F)

Ayemanonuviti komnosum PolyOne Red 500P Acetal
X HC 98354 DuPont™, npounssoautens
POLYONE CORPORATION, CIIA

Kpacurens — TBepaan ¢pakussa OKCHAA THTAHA
Xenoy EXN X5600HP, npounzsoautens SABIC
Innovative Plastics B.V.

Liset: kpacHblii, koa no knaccuduxaumn Pantone
186C (ana auamerpa 7,5 F)

Kpacurens — rpanysnn 10200443 TRANS GREEN
PolyOne™, npoussoaurens POLYONE
CORPORATION, CILIA

LlgeT: 3enensii, koA no knaccuduxaunyu Pantone
354U (ana auamerpa 6,5F)

3arnymka

[Monukap6ouar CALIBRE™ Megarad ™ 2081,
nponssoautens Trinseo LLC, CLIA

Kpacurens — Teepaas $ppakuus OKCHAA THTAHA
A32329C PolyOne™, npoussoaurens POLYONE
CORPORATION, CLIA

Liset: apko-Genwiit, Koa no knaccHpHKaUUK
Pantone 11-0601 TCX

Kpacuaa neuatnas kpacka INK-PG Pad Printing
TYPE UV 2002 IWT Trans Tech, npouseoautens
ITW-PM Trans Tech, CLLIA
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LiBeT: yepHRiii, koa no knaccudprkauuy Pantone
BLACKC

{lladT xarerepa, Bce pasMepn

[Noanyperanosstit nonumep CARBOTHANE™
PC-3595A-B20 MM, nponseoautens THE
LUBRIZOL CORPORATION, CLLIA

Mydra konunka madTa karerepa
(Tonbko pasmepei 6,5F u 8,5F)

[Nonuyperan CARBOTHANE™ PC-3572D-B20
MM, npoussoamrens THE LUBRIZOL
CORPORATION, CLIA

uapodunbHOE NOKPLITHE

uapodunbhbiil yperan Ha oCHOBE >pupa
HydroMed™ D640, npoussoautens AdvanSource

Biomaterials Corporation, CLLIA

Craner 1poaxkapa

Konuekrop

INonukap6onar CALIBRE™ Megarad™ 2081,
npoussoantens Trinseo LLC, CILIA

Tpoaxap

Cnnas HepxaBelolleit cTann

AlSI 304 {cocras: 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 (cocras: 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%),

npoussoautens Ulbrich Stainless Steels & Special
Metals, In¢, CLUA

MeTanmnuecKkan KaH0AR

Konuextop

[Nonukapbonat CALIBRE™ Megarad™ 2081,
nponssoaurens Trinseo LLC, CLLA

Kpacuteasb — nonukapGoxartHbie rpanyast PC
2081-15 CALIBRE™ Megarad ™, npoussoantens
Trinseo LLC, CIIIA

LiBer: xentolif, Koa no xnacc‘urcbmcaunu Pantone
109C (ana auamertpa 12,5F)

Kpacutens — rpanyns 10050274 TRANS
PURPLE PolyOne™, nponssoaurens POLYONE
CORPORATION, CIIA

LiBeT: cupeHeBbii, KOA O KIACCHPHKAUNK
Pantone 15-3817 (ana anamerpa 10,5F)

Kpacurens — rpanyas 10200442 TRANS BLUE
PolyOne™, npoussoautens POLYONE
CORPORATION, CIIIA

LiseT: cunnit, koa no knaccuukauun Pantone
3005U (ana auamerpa 8,5F)

Ayemanvutii komnozum PolyOnce Red SOOP Acetal
X HC 98354 DuPont™
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MeTannueckas KaHons

CwmasblBatolLiee BeLLecTBO

KoHHekTOp FastBreak
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Kpacutenb - TBepfas (hpakumsa okcuaa turaHa
Xenoy EXN X5600HP, npounssogutens SABIC
Innovative Plastics B.V.

LiBeT: KpacHbIi, Ko no Knaccugmkauymmn Pantone
186C (gna guametpa 7,5 F)

Kpacutens - rpadynsl 10200443 TRANS GREEN
PolyOne”™, nponssoautens POLYONE
CORPORATION, CLLA

LigeT: 3eneHbli1, Kog Mo Knaccugukauum Pantone
354U (ona gnametpa 6,5E)

CnnaB HepXXaBeroLLEen cTam

AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si -
1.0%, Cr - 18.0/20.0%, Ni - 8.0/10.5%, Ee - 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%, Ee-68.92-61.92%),

npoussoguTens Ulbrich Stainless Steels & Special
Metals, Inc, CLUA

MegunumHckuii cunmkoH DOW CORNING(R)
MDX4-4159 + 50% ny6puKaHT MeANLMHCKOro
Ha3HayeHus, npoussogutens Dow Coming
Corporation, CLUA

Cononumep nonukap6oHata CALIBRE™
Megarad™ 2081 1 NoAN3HMPHOIN CMONbI,
npounssoauTens Trinseo LLC, CLUA.

Kpacutenb - TBepfas (pakumsa okcuga TuraHa
Xenoy HX5600HP - 8H9D370, nponssoauTenb
SABIC Innovative Plastics B.V.

CooTHoLLEeHMe KpacuTensa He ~onee 4%

LiBeT: enTbli1, Kog Mo Knaccugukaumm Pantone
109C

Cononumep nonukap6oHata CALIBRE™"A
Megarad”"™ 2081 1 NOANM3PUPHON CMOSbI,
npounssoauTtens Trinseo LLC, CLUA.

Kpacutenb - TBepfas pakumsa okcuga TuraHa
Xenoy HX5600HP - 8H9D370, nponssoanTenb
SABIC Innovative Plastics B.V.

CooTHoweHWe KpacuTensi He 6onee 4%

LiBeT: opaHXXeBblIlA, KO N0 Knaccuhmkaumm
Pantone 1645C

Cononumep nonnkap6oHata CALIBRE™
Megarad™ 2081 1 NOAM3PUPHOIA CMONbI.
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npon3eoauTens Trinseo LLC, CLLA.

Kpacurens — Teepaas ppakuus oxcuaa THTaHa
Xenoy HX5600HP — 8H9D370, npou3ssoanTtenn
SABIC Innovative Plastics B.V.

CooTHolenne kpacurens ne Gonee 4%

Liget: 3eneHbiii, koA no xnaccupukauun Pantone
355C

Conoaumep nomxapdonara CALIBRE™
Megarad™ 2081 u nonuapupHO# cMonEl,
npoussoaurens Trinseo LLC, CLLA.

Kpacrrens — TBepaas ¢pakiua okcHAA THTAHA
Xenoy HX5600HP — 8H9D370, npouzsoanTtens
SABIC Innovative Plastics B.V.

CootHowenne kpacutens He Gonee 4%

Liset: roay6oit, kox no xnaccuduxauun Pantone
Blue C

Cononumep nomaxapGonara CALIBRE™
Megarad™ 2081 u nonuadupHoii cMos,
npoussoauTtens Trinseo LLC, CLIA.

Kpacurens - repaas dpakums okcuaa THTaHa
Xenoy HX5600HP - 8H9D370. npoun3roauTens
SABIC Innovative Plastics B.V.

CootHoluenue kpacutena He Gosee 4%

Liset: kpacHbIit, kox o kaaccHdukauun Pantone
711C

VNNOTHHTEALHOE KONBLO

StuneHnponnienosol kayayk EPDM,

npon3eoautenb Dow Coming Corporation, CIIIA.

Cunuxonosan cmaska Dow Corning 360, 20 CST,

npoussoautenes Dow Coming Corporation, CLIIA.
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Nepesena Buepy apba AnekceeBHa

Poccuiickas dPeaepauus
"opog MockBa
LLlecTHazLaTOro ceHTSA6ps fBe ThICAYM AeBATHAALATOrO roga

A, AomaxvHa Anna BanepbeBHa, BPEMEHHO WCMOMHAOWAA 00653aHHOCTU HOTapuyca
ropoga Mocksbl Koponb BukTtopun AnNeKceeBHbl, CBUAETENbCTBYH MOAMHHOCTL MOAMNUCK
nepesogunka Buepy apbn ANeKCceeBHbI.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTb NognucasLUero AOKYMEHT YCTaHOB/IEHaA.
3apeructpuposaHo B peectpe: Ne08/82-H/77-2019- //-

B3bickaHO rocyapCcTBeHHOW MOLLIMHBI (N0 Tapudyy): 100 py6. 00 kon.
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