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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

o\

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 diagnestic 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 ReSolye 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, whichdn,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 ¢annula and trocar stylette assembly from the Kits of The ReSelve 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 @ second side eonneeting to thedrainage 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 luerend of the external fluid
reservoir and twistin 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 4njury, 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 ofthe device may lead to injury;.illness or death of
the patient.

Do not uie if package isdamaged

Do not re-use. Do rwt restelilize
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.
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(Hght) 4— » (medium) | o (strong)

STEP1

STE&Z

Conoectof

STEPS

STEP 4

STEPS

n\

Peructpanua MH g PocagpaeHapzope
www.nevacert.ru | info@nevacert.ru



Y
S

Q
» g
O ()
)
O
S

S
3
L
ATTACHMENT INSTRUCTIONS FOR &E
E

@w DICAL DEVICE ©Q

«Kits of The ReSol on-Locking Drainage C er (RNL)»

) Manufactured by -
Merit-Medical Systems, Inc.., é@ USA

@
& F g
I ®)
S I &
O S 0]
IS O IS
AN AN
o
S O Y
5 L D
® < N
S ) 2
@)
S Fo) S
& $
AN




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 ofthe ReSolve Non-Locking Drainage Catheter (RNL), catheter(diameter 6,5 F (2,21mm);
75 F (2,4 mm); 8,5 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 mere than 6 pcs. / packaging

3) Kit of the ReSolve Non-kocking 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 stiffeningjcannula - 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 boedy 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 s 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.

Pemnerana e reeaERiREetal 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 jaccordance 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 aimixed-pallet load. Merit’s products meet 1SO 10993-7 requirements for ethylene oxide
sterilization residuals. The residual ethylene oxide content does not exceed 104

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.

Peructpanua MU B Pocappaeragzope
www.nevacert.ru | info@nevacert.ru



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 8,5 F 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 145 4,45- 4,45- 145. 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 Atfeast Atleast At least
soml/ s0ml/ s50ml/ 60ml/ 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 6,5-F 75 F 85 F 10F 12 F
Cannula Size 18 18 18 15 14
Cannula OD

0,050  0,050”  0,050” (0,072" 0,083”
(1,27 (1,27 1270 (1,83 (1

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 285 cm~ 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 1SO 11607, are designed to prevent the ingress of microorganisms and
ensures aseptic preservation of the product ta_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 placedin 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 FastBréak 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 DA4169: 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 t d 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, " 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
Mlél&ﬁﬁﬂﬁ 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:

Anmbient temperature not exceeding 25 ° C.

Temperature range for use -the body temperature of 32 ° Ct0'42 ° 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 asrhazardous waste epidemiologically class B (presence of

contact:with blood and mucosal tissuesof 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.

Peructparmua MU 8 PocampasrHamzope
www.nevacert.ru | info@nevacert.ru



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 JMPLIED WARRANTIES OF
MERCHANTABILITY AND.FITNESS FOR A PARTICULAR/PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL MERIT BE_EIABLE 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 N 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: Of the 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 Poly@ne Red 500P Acetal
X HC 98354 DuPont-tm, POLYONE
CORPORATIONUSA

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
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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
1-10.5%, 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:=plue. Pantone 3005U Classification
code (for 8,5F diameter)

acetal composite PolyOne Red 500R Acetal
X HC 98354 DuPont ™, POLYQONE
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 copalymer 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,
Trinsea LLC, USA. Dye - a soli(Mraction of
titanium_oxide Xenoy HX5600HP -
8H9D370, 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 -
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8H9D370, SABIC Innovative Plastics B.V.

USA. L
dye ratio of not more than 4% (]
Color; red, Pantone 711C code Q
O-Ring Ethylene Propylene Rubber EPDM, Do
Corning Corporation, USA
SicI)icon?al ngs%?)trr?ing 360, 20 CST,
Corning Corporation, USA
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[MepeBog ¢ aHrNUIACKOTO A3blKa Ha PYCCKMR-A3bIK]

VIHCTpYKUMS MO NPUMEHEHWIO:

«Habopbl He3anuparoLmxcs apeHaxkHbIX KateTepoB ReSolve Non-Locking Drainage Catheter
(RNL)».

[ata 9 ceHTa6ps 2019 r.

Copepxut 19 nuctos

LUTAT tOTA )
. TOYHOE MeCTO
OKPYT CONT-NENK )

CerogHsa, 5 mapta 2019 roga, Ko _MHe, HoTapuycy J[hkeHHU(ep. PopaxaMm, M4HO Pobept
BonbapT, cTaplumini MeHemkep NO-HOPMATMBHO-NPaBOBOMY PEry/IPOBaHUIO, NPeAbsBMBLLNIA
MHe [0CTaTOYHble [0Ka3aTe/lbCTBa TOro, YTO OH ABMAETCHA NULLOM, UMEHEM KOTOPOro noAnucaH
npunaraeMblil JOKYMEHT, 1 NOATBEPAMBLUMIA, YTO OH IMYHO NOAMUCAN ero.

Y [ocToBepsieTcs Moeli MOANMCHIO U 0urLManbHON NevaTbio

/nognuce/
HoTapuyc

Most NnUeH3ns aencTBuTenbHa Ao 27 noHa 2021 .

[LWramn:

[>xeHHUDep Popaxam

HoTapuyc wrarta KOT1a

JvueH3ns Ne 695417

Mosi IMueH3ns feicTeuTenbHa 4o 27 noHs 2021 ]
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VIHCTPYKUMS MO NPUMEHEHMIO HA MeULIMHCKOE W3ae/ue:

Habopbl HesanuparoLwmxcsa apeHaXxXHbIX KaTeTepoB ReSolve Non-Locking.Drainage
Catheter (RNL), nponsBoacTBa KomnaHun «Meput Megmkan Cucteme, AK.», CLLA.

Inodnucbl

PobepT BonbhapT, cTapLumnii MeHepkep No HOPMaTUBHO-NPaBOBOMY Pery/iMpoBaHuio
9 ceHTs6ps 2019 T.

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

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

Hesanwupatowmiica gpeHaxHbli kateTep ReSolve Non-Locking Drainage. Catheter (RNL)
C rMAPOMNbHBIM MOKPbLITUEM MNpeACcTaBNAeT COO0M PEHTreHOKOHTPACTHbLIN KaTeTep C
HECKONIbKMMN 6OKOBbIMU OTBEPCTUSIMU, MpefHa3HaYeHHbIA 419 YPECKOXKHOIro ApeHaxa.
KOMMOHeHTbI kaTeTepa NO3BOMAIOT BbINOMHUTL €r0 BBEAeHWe W YCTAHOBKY, MCNO/b3YA
Tpoakap WA MeTOA «Mo NPOBOJOKe». [peHaxHbI He3anuparowmiics Kkatetep ReSolve
Non-Locking Drainage Catheter (RNL) MOXeT 6blTb YKOMMMIEKTOBaH ChefyoLmmum
KOMMOHEHTaMW:

1 (oguH) Hesanupatowmiics ppeHaxHblid KateTep ReSolve Non-Locking Drainage
Catheter (RNL) ¢ rugpounbHbIM BOKpbITUEM (A)

1 (ogHa) MeTanMyeckaa KaHiona;-npuaaroLLas Xectkoctb (B)

1 (oaunH) Tpoakap (C)

MNOKASAHNA-KTIPUMEHEHWIO

Habopb! Hesanupatowmxcs apeHaxkHbIx KatetepoB ReSolve Non-Locking Drainage
Catheter (RNL) ¢ ruapotu/ibHbIM MOKPLITUEM MOKa3aHbl A5 '(DECKOXKHOIo [ApeHaXka
XNLKOCTU:

- NpY yAasieHe COAeP>XKMMOro abceLecea B pas/iMyHbIX oKanmnsaumnsx;

- B /OPIOWIHOM MONOCTM Mpu 06pasoBaHWM  CEPO3HOM >KUAKOCTU  BCMEACTBME
reMOAVHAMUYEeCKUX HapyLUeHW, TakuxX Kak MpaBoXesy40uKoBas. ‘HefoCTaTOuHOCTb,
nopTa/lbHas runepTeHsns (3a6oseBaHKs NeyveHn);

- B.OPIOLLIHON MONOCTM NPpK pasapakeHMsaX BCIeACTBUE UH(ULMPOBAHUS;

- ‘B-OpIOLLIHOM NONOCTN BC/EACTBWE METACcTa30B HEKOTOPbLIX OMyXOnel;

=" PV NpekpaLLeHn 0TTOKa MQUX B NMOYKe UM NPOKCUMASIbHOW MACT MOYETOUHMKA;

=019 NOMyYeHMs [OCTyna (K YalleyHO-/10XaHOUYHOW CUCTEME, MOYETOYHWUKY WK
NYy3bIPIO N8 AMArHOCTUYECKORN MW TepaneBTUYeCKOW npouesypst;
~.Mpy 06pazoBaHUM CTOMbI NPU MOBPEXAEHN MOYETOUHMKA.

NMPOTWMBOINMOKA3AHUNA

Habopbl HezanupatoLmxcs ApeHaxHbIX KaTeTepoB ReSolve Non-Locking Drainage
Catheter (RNL) npoTvBOnokKasaHbl K MPUMEHEHWIO B C/yyasX, KOrja YpeckoXkHas

Perucrpanuga MM B Pocagpasragsope
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KaTteTepusauma ONs ApeHaka HegonyctMma. Habopbl Hesanuparowmxcs ApeHaKHbIX
KateTepoB ReSolve Non-Locking Drainage Catheter (RNL) npoTvBomnokasaHbl [A/is
BHYTPUCOCYANCTOrO NPUMEHEHUS.

Px Only: OFPAHVUYEHWE MPOOAXW YCTPOVICTBA

TonbKo 4ns NPodrecCMOHaIbLHOTO UCMOMb30BaHKS.

BHumaHue!  ®epepanbHoe 3akoHogatenbctBo (CLUA)  paspeluaeT [pofaxy 3Toro
YCTPOMCTBA TO/MIbKO Bpayvy WM NO 3aKasy Bpaya, MmpoLlefiiero 06y4yeHue) nob30BaHUo
[aHHbIM YCTPOMNCTBOM U (MIM) UMEIOLLErO OMbIT NO/Ib30BaHUS UM.

MEPbBLI NMPEAOCTOPOXHOCTW

* Mepen CNoNb30BaHMEM NPOYTUTE.YKa3aHWs MPOM3BOAUTENS.

» Colep>XMMOE YNaKoBKN CTEPUIBHO M anmporeHHo.

* 3anpeLaeTcs UCnob30BaThb, €CK YNaKOBKa OTKPbITA, NMOBPEXAEHA UIN HapyLLEHa.

* icnonb3oBaTh TOMLKO A1 OAHOIO NauueHTa. 3anpeLlaeTca AOBTOPHOE MCMOoNb30BaHue,
06paboTka nnm ctepunmsaums. F10BTOpHOE UCMOMb30BaHME, 06PA6OTKA MK CTepum3aums
MOXET HapyLUUTb LENOCTHOCTL YCTPOCTBA U (MUNIM) NPUBECTM K HenpaBU/IbHOW paboTe
YCTPOWCTBA W, KaK CNeAcTBue, K TpaBme, 3a60/1eBaHNI0 UK EMepTY NaumeHTa. MoBTopHOe
1CNoMb30BaHMe, 06PabOTKa=UAN CTEPUNM3ALMA MOXKET TaKKe CO34aTb PUCK 3arpsasHeHUs
YCTPOMCTBa 1 (UN) NPUBECTUN K 3apPaXKEHUIO MaLMeHTa UM MEPEKPECTHOMY 3apaKeHWH,
BK/IIOYas, MOMMMO MPOYEro, MepPeHOC WH(EKUMOHHbIX. 3a060/1eBaHNI OT NauueHTa K
nauyeHTy. 3arpsasHeHne-YyCTPOMCTBa MOXET MPUYUHKTE- Bped 340POBblO, MPUBECTU K
3a60/1€BaHMIO U/IN CMEPT NaLMeHTa.

e [Npn BBEAEHMN AAHHOFO YCTPOICTBA N YXO[e 3a HUM-CobN0dainTe 0OLLENPUHATLIE MEPbI
NPeLOCTOPOXHOCTM. |~ T1OCKONbKY  CYLUECTBYET (7 PUCK  3apaKeHUs  MnaToreHamu,
nepefaroLLMMMCA YEPE3 KPOBb, MeAMUMHCKME pabOTHWMKWM Bcerfga A0MKHblI cobnoaatb
CTaHAapTHble Mepbl MNPefOCTOPOXHOCTA MNPU _BbINOAHEHUM MNPOLESYP C KPOBblO U
(hM3MONOrMYECKUMI XKMAKOCTAMMK. Beerga cnefyes cobnogaTs CTEPUNbHOCTD.

* 3anpeLyaeTca UCMONb30BaHKE NOC/e AaTbl UCTEYEHUS CPOKa FOAHOCTY.

» XpaHWTb B NPOXNaflHOM CyXOM MECTe.

MNPEAYTIPEXXOEHNE. *

Habopbl Hesanupatowmxcs ApeHaxHbIX:» kateTepoB ReSolve Non-Locking Drainage
Catheter'(RNL) He npeaHa3HayeHbl 4/19 BBeAeHUS MULLEBbLIX 406aBOK.

Habopel-' Hezanupatowmxcs ApeHaxHbIX KaTetepoB ReSolve Non-Locking Drainage
Cathgeter<(RNL) He npefHa3HayeHb! AAS UCNOMNb30BaHUS B OUINMAPHON CUCTEME.

HEXXEJIATEJIbHbIE PEAKUWIA*

+ CenTnyecKnii oK

» bakTepnemms

* KpoBoun3nusaHue

*» CynepvHpeKumsa

* BTOpXXeHWe B KMLLIEYHUK
* BTop>xeHWe B nnespy

* [loBpeXxaeHne cocynos
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www.nevacert.ru | info@nevacert.ru



* [lHeBMOTOpaKC

» KoxkHas nHpekuus

» OKKNtO3MS (HapyLUeHMe NPOXOANMMOCTI) KaTeTepa
» CMeLLeHNe KaTeTepa

YKA3AHWA MO NPUMEHEHUIO. METOOVNKN YCTAHOBKW.

BAPUAHT 1: NMPAMOM MPOKON CMNOMOLULbIO TPOAKAPA.

1 W3BneknTe MNpuatoLLyt0 XXECTKOCTb KaHKM MeTa/IMYeCKyr0 U Tpoakap B cbope u3
Hesanuparowieroca apeHaxHoro karerepa ReSolve Non-Locking -Drainage Catheter
(RNL).

2. [epep ycTaHOBKOW ybeanTeCh, YTO-AUCTa/IbHAs YacTb KaTeTepa YBIaKHEHa.
MPEAYTIPEXXOEHWE.  [na _ MakCUMabHOMO  WCMO/b30BaHMA  MPEUMYLLECTB
rMAPOMPUIBLHOIO MOKPbITUSA, HAHECEHHOMO Ha MOBEPXHOCTb AWUCTA/IbHON YacTW KaTeTepa,
nepes MCMNosib30BaHNEM YBNaXKHWTE KaTeTep CTepuibHON BOAGH, UK (IU3MOIOrMYECKM
pactBopom. CrieuTte, 4TOObI BO.BpEMS YCTAHOBKMN KaTeTep OCTaBa/ICs YBNaKHEHHbIM.
MPEAYMNPEXAEHNE. 3ATMPELWAETCHA npoTupaTh KaTeTep CyXOM Map/eBoi
CaIPETKOM WM KaKUMUIMO0 pacTBOPUTENSMW, TaK Kak, 3TO MOXET MOBpeauTb ero
NOKpbITHE.

3. lMepep Ucnonb3oBaHyWeM NPOMOIATe KaTeTep.

4. TlomecTuTe NPUAAIOLLLYHO YXECTKOCTb KaHO/0 MeTa//IMYecKyto B KaTeTep W 3aTsHuTe
(UTUHIX ¢ NO3POBCKMM hrkcaTopom. Cwm. puc. L

KaHtons metannunyeckas

Px 1

5 Ypanmte OymaxHbll pasgenuTenb ) Cc Tpoakapa. [lpoBeauTte.- Tpoakap uepes
NPUAAIOLLYHO XECTKOCTb KaHION0 MET/IMYECKYIO U 3aTAHUTE (PUTUHTM C NIFO3POBCKUM
(hmkcartopom. Cm. puc. 2.

Tpoakap KaHtona merannmueckas
in.2
6 Vcrnonb3ysa  CTaHAapTHYKO'~ MeTOAWMKY  BBEeAEHWs, BBEAMTe  KaTeTep/KaHoNo

METa/IINYECK3/0/TpoaKap B CGOPE B 06/1aCTb CKOMMEHMS XWUIAKOCTW. YCTaHOBKY creayeT
MOATBEPANTb C MOMOLLbHO ANAFHOCTMYECKON BU3yann3aLn.

7. NoATBepAnB YCTAHOBKY, YAaInuTe TPoakap W KaHo/0 MEeTal/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 COCTOSHUS KaXAoro
nawuueHTa u NPOTOKONa Bpaya.

MpumeyaHue. NPONMHCTPYKTUPYATE NaumeHTa UamM Apyroro MeAvuMHCKOr0 paboTHUKa No
BOMpOCam Haj/iexxallero (OYHKUMOHUPOBAHWUSA W (MIM) TEXHUYECKOrO=-00CNyXXMBaHMA
npmoopa.

YKASAHWNA MO NTPUMEHEHWNIO METOAOUKN YCTAHOBKMW.

BAPWAHT 2: METOAWKA KATEFEPU3ALUWWN NO CENBANWHTEPY NAWN 3AMEHA
MPOBONMTOYHOTO MPOBOAHUKA

1 W3BneKknTe NpUaatoLLyto YKECTKOCTb KaHH/M0 METaIMYecKyto 1 Tpoakap B c6ope 13
KaTeTepa.

2. lMepef ycTaHOBKOW Yyb6eauWTech, 4YTO AMCTasilbHas YaCTb KaTeTepa YB/IaXKHeEHa.
MPEAYTIPEXXOEHUE. Ana MaKCUMaJIbHOr0 NCIMoNb30BaHNA npenmyLLlecTs
rMAPOPUNBLHOIO NOKPbITUS; HAHECEHHOTO HA MOBEPXHOCTb AMCTa/IbHOM YacTu KaTeTepa,
nepes MCNoMb30BaHWEM YBAXHUTE KaTeTep CTepUbHOM BOAOW Unu (3MON0TMYECKUM
pactBopom. Cnegute, 4TQObl BO BpeMsi YCTaHOBKWM KaTeTep OCTaBa/iCA YB/IXKHEHHbIM.
MPEAYNPEXAEHNE: -/ 3AMPELLAETCA npotupaTb KaTeTep CyxOW  MapneBoW
CaIPETKOM WM KaKAMWU-INO0 pacTBOPUTENAMU, TakK-KaK 3TO MOXET MOBPeAUTb €ero
NoKpbITHE.

3. MepeA MCNonb30BaHNEM NPOMOIATE KaTeTep.

4. MomeCTuTe MPUAAIOLLYIO XKECTKOCTb KaHIOIR0-MeTa/I/INYeCKYt0 B KaTeTep W 3aTaHUTe
(PUTUHIU C NTO3POBCKUM pukcaTtopoM. CMm. pue.. 3.

KaHlong meTannuyeckas

Puc.3

5. lNpoBeanTe KateTep MO COOTBETCTBYIOLLEMY MPOBOAHWUKY B *MECTO CKOMN/EHUA
Xnakoctn. C KateTepoM MUCMosb3yercs npoBoAHMK AvameTpom. 0,038” (0,97 mm). Cwm.
puc:4.

NPOECAHVK

6. TMpopapuraiite KaTeTep B'-MECTO CKOMMEHMS XXWAKOCTM; NPOAO/MKAA YAEepPXnBaTb Ha
MecTe MPOBO/IOYHbI MPOBOAHMK. YCTaHOBKY CNeayeT MOATBEPAUTb C  MOMOLLBHO
AMarHOCTUYEeCKOW BMU3yanmsalyu. Mocne NOATBEPXKAEHUA-YCTaHOBKM KaTeTepa M3BMEKNUTE
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 COCTOSHUSL KaXaoro
naumeHTa 1 NPoToKona Bpaya. MpumMeyaHue. MPOVHCTPYKTUPYIWTE NauMeHTa-uan Apyroro
MEeAMLUMHCKOrO paboTHMKa MO BOMPOCaM HaANeXawero (yHKUMOHUPOBaHNS 1 (1n)
TEXHWYECKOro 06Cny>KnMBaHus npunoéopa.

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

2. [na 3aMeHbl KaTeTepa WM COXPaHeHUs [OCTyna: MpOBeAMUTE. COOTBETCTBYHOLLMIA
MPOBO/IOYHbIA MPOBOAHUK 4Yepe3 . KaTeTep; MNOATBEPAMTE MONOXKEHME MPOBOAHMKA C
MOMOLLUBI0  MarHOCTMYECKOW Busyanu3aumn. [pu  HeoOXOAMMOCTM  MPOBOJIOYHbIN
NPOBOAHUK ByAeT NoAAepKmBaTb 4OCTYN K MECTY [PeHaXa.

3. OCTOPOXHO W3BNEKUTe KaTeTep. [anee BbIMONHUTE NGO, 3aMeHy KaTeTepa, /M60
YLLVBaHNE KOXMW.

KoHHekTOp FastBreak.
MOKA3AHUNA K MPUUMEHEHWIO:

KoHHekTOp FastBreak npegHasHayeH O15 MPUMEHEHUS B’ KauyeCTBe MepexofHnKa Mexay
JPeHaXKHbIM KaTeTepoM./ BHELUHEN eMKOCTbHO A1 XUAKOCTU.

MEPbI NMPEAOCTOPOXXHOCTW:

CnepyiiTe VHCTPYKLUMSAM MO MPUMEHEHWIO M PYKOBOACTBAM /Ie4eOGHOr0 YUpexaeHns Ans
YyTUAM3aLMI U3aenus.

He xpaHuTe 13aeams npy aKCTpeMasibHbIX YCNOBUSIX OKPYXKatoLLEel epefpl.

He vcnonb3yiiTe n3aenve ans GUNMapHbIX MPUMeHeHWIA.

MNPEAYHPEXOEHNE O] HEOOMYCTUMOCTN FMOBTOPHOIO
NMPUMEHEHWNA

N3nenve npefHa3HauyeHO TOMbKO 411 O[HOPA30BOro MpUMEHeHUs. He pgonyckaiite
MOBTOPHOrO MPUMEHeHWs, nepepaboTky W cTepunusauun ‘usgenus.  MoBTOpHOe
npuMeHeHNe, nepepadboTKa U cTepUnmM3aLms MOryT HapyLWUTb CTPYKTYPHYHO LiENIOCTHOCTb
U3denms M/Mnn NpUBECTW K ero 0TKasy, UTo, B CBOK ouepedb, MOXKET TakKe e03aaTb PUCK
TPaBMbl, 3a60/7€BaHUS WM NETANBLHOTO Mexoda mnauueHTa. -[T0BTOpHOe MpPUMEHEHNE,
nepepaboTKa W CTepUNM3aLMs. MOryT TakKKe CO3AaTb PUCK 3arpsisHEHVs U3AENUs Wunm
Bbi3BaTb WHMEKUMIO MaLMeHTa WM NepeKPecTHY MHAEKUMIo, BKoYas, MOMUMO
npouyero, nepefady NHMEKUN (MH(EKLIMIA) OT OAHOrO NaLMeHTa K Apyromy. 3arpsisHeHue
U3AENMS MOXET NPUBECTW K TpaBMe, 3a60/1eBaHNIO UMW NETANIbHOMY UCXO/y MaLueHTa.
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NMPUNNOXEHVE K NHCTPYKUW MO NMPUMEHEHWIO

HA MEAVUMHCKOE U3AENVE

«Habopbl Hezanupatomxcsa gpeHaXHbIX KaTeTe[aoB ReSolve Non-Locking Drainage
Catheter (RNL)»

[MponsBoanTENb:

«Meput Megukan Cucteme, VMHK.», CLUA
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HASBAHUE. COCTAB U NMPNHUUIMbI ®YHKUNOHNPOBAHNA.

Ha6opb! HezanuparoLmxcs apeHakHbIX kaTeTepoB ReSolve Non-Locking Drainage-Catheter
(RNL) BbinyckatoTCs B CNeyroLUMX BapraHTax:

1 Habop He3anupatollerocs agpeHaxHoro karetepa ReSolve Non-Locking Drainage Catheter
(RNL) ¢ J-06pa3HbIM KOHYMKOM C rMapoduibHLIM NOKPLITUEM, KaTeTep agnameTpom 6,5 F (2,1
MMm); 7,5 F (2,4 mm); 8,5 F (2,8 mm); I0F (3,3 mm); 12F (4,0 mm); aimHoin 20 em;) 25 cm B
cocrase:

-Karetep ReSolve Non-Locking Drainage Catheter (RNL) ¢ J-06pa3HbIM KOHHUKOM C
rMAPOUIIbHBLIM MOKPbLITUMEM - 1 1T;

-KaHtona metannnyeckas - 1 LUT;

-Tpoakap - 1 .

2. Habop HesanupatoLerocs agpeHaxxHoro Katetepa ReSolve Non-Locking Drainage Catheter
(RNL) ¢ J-06pa3HbIM KOHYMKOM C rMapoeduibHbIM MOKPLITUEM, KaTeTep AnameTpoM 6,5 F (2,1
mMM); 7,5 F (2,4 mw); 8,5 F (2,8 mm); IQF (3,3 Mm); 12F (4,0 mm); aamHon 20 cm, 25 cm B
cocTase:

-KateTep ReSolve Non-Locking Drainage Catheter (RNL) ¢ J-06pasHbiM KOHYMKOM C
rMAPOUILHBIM MOKPbITUEM - 1 LUT;

-KaHtona metannnyeckasa - 1 Lut;

-Tpoakap - 1wr.

- KoHHekTop FastBreak - He Gofniee 6 wr./yn.

3. Habop He3anupatoLerocs apeHaxxHoro katetepa ReSolvesNon-Locking Drainage Catheter
(RNL) npsamoii ¢ ruapotunnisHbiM NOKPbITUEM, KaTeTep auametpom 6,5 F (2,1 mw); 7,5 F (2,4
mMm); 8,5 F (2,8 mm); 10F (3,3:MM); 12F (4,0 mm); gnnHoi 20 ¢Mm, 25 ¢M B COCTaBe:

-KateTep ReSolve Non-Locking Drainage Catheter (RNL) nipsMoii ¢ rupoduibHbIM
MOKPbITUEM - 1 LWT;

-KaHtona metannundeckad- 1 LUT;

-Tpoakap - 1 wr.

4. Habop Hesanupatouleroca apeHaxHoro katetepa ReSolve Non-Locking Drainage Catheter
(RNL) npsamoii ¢ ruapotnnibHbIM NMOKPbITUEM, 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); ganHoin 20 cm, 25 cM B cacTaBse:

-Karetep ReSolve:Non-Locking Drainage Catheter'(RNL) npsmMoii ¢ rugpoduasbHBIM
NOKpbITNEM - 1 LLUT;

-KaHtona metaaauyeckas - 1 10T,

-Tpoakap - 1 LT:

- KoHHekTOp FastBreak - He 60nee 6 wr./ym.

Habopbl He3anuparolmxca apeHakHbIX KaTetepoB ReSolve Non-Locking Drainage Catheter
(RNL) npefHa3HayeHbl O/ YPEEKOXXHOLO' APEHMPOBAHNA >KWUAKOETEd \M3 NOoCTen Tena npu
abcueceax, acuyuTe GPHOLLIHON NONOCTW; HE(PPOCTOMUK, AaHHbIE U3LEAMS AOMKHBI MPUMEHSATHCS
B /Ie4EGHBIX YUpPeXeHUAX.

Habop “Hesanupatolleroes apeHaxHOTo Katetepa ReSolve Non-Locking Catheter (RNL)
npegHasHaveHbl 419 AUTENLHOrO npuMeHeHuns (4o 30 eyToK).

[peHaxHbli Hesanupatowmiics katetep ReSolve Non-Locking:Drainage Catheter (RNL) B
[aHHbIX Habopax MOXeT umeTb guameTp 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) 1 gamdy 20 unmn 25 em. Katetep ReSolve-Non-Locking Drainage Catheter
(RNL) npeacTtaBnsieT cob0ii 04HONPOCBETHLINA KaTeTep € HesanuparowmmMes J-06pasHbIM n
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MPAMbIM  KOHYMKOM W 4-5 ApeHaXKHbIMW OTBepcTUAMM (B 3aBMCMMOCTM OT AMaMeTpa) Ha
[ANCTa/IbHOM KOHLe. Y KaTeTepoB gnameTpom 6,5 F (2,1 mm); 7,5 F (2,4 mm); 8,5 F (2,8 mm); 10F
(3,3 MM) - 4 ipeHaxKHbIX OTBEPCTMSA, a Yy KateTepa guametpom 12F (4,0 Mm) - 5ApeHaXHbIX
OTBEPCTUIA.

Y KarteTepa PeHTreHOKOHTPaCTHbIA LwadT, BUAWMbLIA MOA PEHTreHOBCKUM W3NyMEHUEM, 4TO
obneryaet pasmelLieHNe KateTepa. KOMMOHEHTbI KaTeTepa No3BONAT BBOAUTbL W yCTaHaB/INBaATb
ero ¢ NnoMoLLpHo Tpoakapa nnm metofa CenbanHrepa.

J-obpa3Has (hopma KOHYMKa KaTeTepa MOXET MNOMOYb YAepXaTb [APEHAKHbBIN Yy4acTOK OT
paspyLLeHNs BO BPeMs YAaNEeHUS XUAKOCTH.

Ha Tpoakape 3akperneH OyMaxHblil pa3fenuTenb, HeoOXOAWMMbIA AN NpefoTBpaLLeHNs
MOBPEXEHNA KaTeTepa.

Ha KOHHeKTOpe MeTa/lIMYeCKOi KaHHoMe YKazaH NopsiaKoBbIA HOMeP M3Aeaus B npesenax o4Hoi

napTuu.
METAL STIFFENING CANNULA METAINTNMYECKAAXXECTKAA KAHKOJTA
TROCAR STYLET CTUNET TPOAKAPA

PAPER SPACER EYMAXHbI PASOENVTE b

HUB KoHHeKkFop Jlto3p-Tuna

RESOLVE NL DRAINAGE CATHETER Hesanupatowpincs  gpeHa>KHbIl  KaTeTep

ReSolve Non-Locking Catheter (RNL)

Karetep ReSolve Non-Locking Drainage Catheter-(RNL) noctaBnsetcs B KOMIMJIEKTe CO

CefyroLWmMMN KOMMQHEHTaMK:

o 1(oguH) He3anUparoLMIACA ApeHaXHbIM KaTeTep ¢ NpAMbIM UM J-06pasHbIM KOHUMKOM C
rMAPOQPUIBbHBIM MOKPbLITUEM

* 1 (ogHa) MeTasIMHecKas >KeCTKas KaHws

* 1(oanH)Tpoakap

PueyHok 1 - Katetep ReSolve Non-Locking Drainage: Catheter (RNL)
(koH(Mrypauus ¢ J-o6pasHbIM._KOHUYMKOM)

Bce Habopbl MOryT KOMMNIEKTOBATLCA KOHHEKTOPOM FastBreak (cm. pucC.\2). [JaHHbIA KOHHEKTOP
FastBreak npefcTtaBnsieT co60il ABYXSMEMEHTHbIA COEANHUTENbHbIA-KOMMOHEHT, CO CTOPOHbI
naumeHTa CoeUHAEMbI C KOHHEKTOPOM J1H03p-Tuna ApeHaXKHOro: KareTepa, a Co BTOPOM - C
[LPEHDKHbIM MELUKOM BO Bpems pasMelleHus. Bo Bpems nNpuMeHeHWs [Ba COeAUHEHHbIX
anemMeHTa Mo3BONAT OCYLIECTBUTH ~CBOOOAHBIA TOK >KWUAKOCTM. [pn MNPUNOXKEHUN CUNbI
pas/IniHOM WHTEHCUBHOCTM K TpybKe KaTeTepa KOHHEKTOp™ paccoegnHuTcA. KOHHEKTOop
FastBreak ymeHbLUaeT BEPOATHOCTb HenpegHaMepeHHOro OTCOeAUHEHNA APeHaXKHOIo KaTeTepa.
KOHHEKTOpbl BbINYCKAKOTCA B CMeAylLWMX LUBeTax - >KeNTbld, OPaHXEBbIA, 3eNeHblid, B
3aBMCUMOCTU OT CTENeHN mKcaLmu.

1
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2. CMOCOBbI I METOAbI CTEPUIN3ALIU MEAULIMHCKUX U3AENN

[na HabopoB Hesanuparomxcs ApeHaxHbIX kaTeTepoB ReSolve Non-Locking Drainage
Catheter (RNL), Bknitoyad KOHHekTOpbl FastBreak, KomnaHua «Mepur -Megukan CucTtems
MHK.» ncnonb3yet crepunmsauunio atunedokengom (30). Banvpaums uukna crepunmsayum 30
OCYLLIECTB/IAETCA B COOTBETCTBUM C TPebOBAHNAMMW €BPOMENCKOro MeXayHapoAHOro cTaHaapTa
ISO 11135. ExerogHas NOBTOpHas Bafkfauusi OLEHMBaET HauXyAWMA Cny4vail 3TaJIOHHOM
3arpysku Ha OCHOBaHMW MJIOTHOCTM W KOH(wUrypaumy Tapbl, 4TO_)MO3BOMAET MNPOBOAUTH
CTaHAAPTHYIO CTepuav3aLmio 3arpyskKu.CMeLIaHHOro nogdoHa. Msgenvs komnaHuu «Meput»
oTBeYaloT TpeboBaHusM  cTaHfapta ISO 10993-7 K octatkam npu  cTepunmsaumm
aTuneHokcngom. OcTaTouHoe cofepXkaHue aTUNeHoKCKaa He npessbitaeT 107

MMpOTOKO/bI 1 OTYeTbl, BaIMAUPYHOLLME MPOLECC CTepunn3aummn, XpaHATCA B CUCTEME
KOHTPONS AOKYMEHTaLUMM KOMNaHmi «MepuT» 1 yKasaHbl B CBOAHON TabnuLe No CTepunnsaumm
KoMnaHun «Meput».

[JaHHble n3enma He NpefycMaTpuBaloT NOBTOPHYHO CTEPUAK3ALINIO MO/b30BATE/NEM.

CTaHAapTHO 6b1M BbINOIHEHBI NPOBEpPKa A03VMPOBKMN UoNpoBepka 61UoHarpy3Kmn coriacHo
EN 1SO 11137-2 gna NOAFBEPXAEHWA, 4TO [03a ANA CTepunmnsauumn npofosikaet AOCTUraTb
Tpebyemoro 3HayeHusi SAL.(107).

3. TEXHUHECKWVE XAPAKTEPNCTUKN N3OEANA

Hesanupatowmincs gpeHaxkHblii kaTeTep ReSolve Non-Locking Drainage Catheter (RNL)

Ansa ana Ana Ansa
X KaTeTe KaTeTe KaTeTe KaTeTé KarteTe
apakTepucTukKa ba pa pa pa pa
6,5F 75F 85F 10F 12F
Hapy»Hbli1 AriameTp 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)
BHYTpeHHUN onameTp 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 M™m-185
MM) MM) M)
APdeKkTMBHAA AIMHA KaTeTepas(cm) 20 25 25 25 25
KoAnuecTBO ApeHaXXHbIX 0TBEPCTUI 4 4 4 4 5
LnpunHa fpeHaXkHOro oTBepcTuA 1,20 1,20 1,20 1,20 1,20
MM - MM - MM - MM - MM -
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[NnHa peHaXkHOro 0TBEpPCTMS

PaccTosiH/e MeXly OTBEPCTUSIMM

PaccTosiHMe OT AUCTaIbHOTO KOHLA
KaTeTepa [0 ApeHaXXHOro 0TBEPCTMS

CKOpOCTb TOKa XXUAKOCTU, MA/MUH

PeHTreHOKOHTPAaCcTHOCTb

CoBMeCTUMOCTb MPOBOAHUKE

CoBMeCTMMOCTbL KOHHeKTOpa J1toap-
TMna

KoHyco006pa3HbIi(KOHUMK

be3onacHOCTb MarHMTHO-PE30 HaHCHOW

Tomorpadguu (MPT)
[MoBepXHOCTb

BHeLLHWIA AnamMeTp KOHHEKTOpa
JTtoap-Tuna

BHyTpeHHWI nameTp KOHHeKTOpa
JTioap=Tnna

KoHyCHOCTb KOHHeKTOpa JTo3p-Tira

Peructparg MH 8 PocagpaBuazmzope
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1,90 .1,90 1,90 1,90 1,90
MM MM MM MM MM
2,00 2,00 2,00 2,00 2,00
M- MM- MM- MM- MM-
4,45 4,45 4 45 445 4 45
MM MM MM MM
MM
445mm  4,45mMm 4,45mm 4,45Mm 4,45Mm
-8,65 -8,65 -8,65 -8,65 -8,65
MM MM MM MM MM
9,60 9,60 9,60 9,60 9,60
MM- MM- MM- MM- MM-
15,80 15,80 15,80 15,80 15,80
MM MM MM MM MM
He He He He He
MeHee MeHee MeHee MeHee  MeHee
30 50 50 60 80
MA/MUH  MA/MUH - MAIMAH - Ma/MU MA/MUH
H
KateTep fo/mkKeH ipocMaTpmBaTbcsa npu
PEHTIEHOCKONUN

MposoaHuk 0,038 Atorimos (0,97 Mm) ¢
YCTaHOB/IEHHOM KaHI0/e [O/MKEH NPOXOANTb
Mo BCEW KOHCTPYKLUW B COOpPKe.

KoHHekTOp J1103p-TUNa KaTeTepa JO/MKEH ObITb
COBMECTUM € [TOBOPOTHbLIMW afanTepaMu 1
(hPMKCUpPOBaHHbLIMU JeTaNs MU 0XBaTbIBAEMOI0
Tuna (reMocTaTuyecKme KnanaHbl I03POBCKOr0
COeIMHEHUA, LUNPULLbI, KNanaHbl KaTeTepa u
np.).

Ha AnCTanbHOM KOHLE KOHUMK A0KEH. BbITb
KOHYCO06pa3HbIM.

KateTep He gomkeH npenat/iBosarb
nposegeHuo MPT.

Ha BHeLLHei MOBEPXHOCTU He JOMKHO ObITb
TEXHOMOrMYECKNX M NOBEPXHOCTHBIX Ae(heKTOoB.
JaHHas noBepxHOCTb A0/KHA-ObITb
MVHUMaNbHO TPaBMaTUYHON [As COCY0B BO
Bpems 1CMO/b30BaHMS.

6,60 MM

4,0 MM

6%
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MeTannuyeckas »ecTKkas KaHns

XapaKkTtepucTmka

Kannbp
Hapy>XHbI guameTp KaHom

BHYTpeHHWI gnameTp KaHiom

[nunHa oTKpbITON Yactn (Mm +1/-

2 MM)

LonycTUMbIN yron oTKNOHeHWS -6e3
HapyLUeHUs Le0CTHOCTH
[MoBepxXHOCTb

Tpoakap

XapaKTepucTmka

dnameTp TpoakKapa

[OnnHa Tpoakapa

[MoBepXHOCTL

Bupg 3aTOHKM

KoHHekTop FastBreak

A/IMHA pasbema, Tvna «male»
AauHa pasbema, Tvn «female»
BHELLIHUI AnaMeTp FHe3A0BOro
KOHHeKTOopa J1to3p-Tuna

Peructparg MH 8 PocagpaBuazmzope
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Ansa Ana Ansa Ansa ana

KaTeTep KaTeTep KaTeTep KaTeTe, KaTeTe

a a a pa pa
6,5 F 7175F 85F 10F 12F
18 18 18 15 14

0,050”  0,050”  0,050” 0j072” 0,083"
(1,27 (1,27 (127 £(1,8 (211

MM) MM) MM) MM) MM)
0,033  0,033”  0,033"°".00,054” 0,063”
(0,84 (0,84 (0,84 (1,372 (1,60
MM) MM) MM) MM) MM)
6,7 8,8 8,8 9,2 111

Ha BHeLUHei NoBePXHOCTU He LO/MKHO ObITb
TEXHOMOMMYECKNX U [OBEPXHOCTHBIX Ae(heKTOoB.

ansa nnsa Ana Ons Ana
KaTeTep KaTeTep KaTeTep KaTeTe KaTeTe
a a a pa pa
6,5F 75F 85F 10F 12F
0,038” 0,038” 0,038” ~0,038”

0’?5’27 097 (097 (097 (0,97
M) MM)) MM) MM) MM)
027670 11744 112527 1238 41 o60m
235 (298 (285 (28,6
cM) CcM) CcM) (§|\8/I’)5 cMm)

Ha BHeLLIHel NOBepXHOCTY He [0MKHO ObITb
TEXHO/IOrMYECKMX 1 NMOBEPXHOETHbIX e(heKTOB.
TpexrpaHHas

20,82 mm
20,32 MM

6,85 Mm
war pesbbbl - 1,4mMm
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BHYTPEHHWI AvameTp CTaHLapTHOro 7,23 Mvi
LLITEKEPHOro KOHHeKTopa J1to3p-Tmna Luar pesbobl - 1,4MM
repMEeTUYHOCTb KOHHEKTOP [O/DKEH ObITb repmMeTnyeH

4. OMUNCAHME YMNAKOBKW C YKA3SAHVEM KOJTMYECTBA U3AEAVIA B
YTTAKOBKE

Onsa n3genmin «Meput Meaukan Cucteme, VIHK» JONYCTUMO CTaHAapTHOE CKAAACKOe XpaHeHMe,
€CNIN Ha YMNaKOBKE He yKas3aHbl 0COOble YCMOBUS XpaHEHUsi, B COOTBETCTBMWU ¢ OTyeTamy Mo
ynpasneHno puckamu. Wsgenve ynakoBaHO M MNPOMapPKMPOBaHO Kak CTEpUIbHOe usgenue
0[JHOPa30BOro MpumeHeHus. CTepunbHble 6apbepHble CUCTEMbI, YKa3aHHbIE B cTaHaapTe 1SO
11607, npegHa3HayeHbl AN NPeAoTBPALLUEHNS nonagaHUs MUKPOOPraHM3MOB 1 06ecneynBaroT
acenTMYeCcKoe COXpaHeHWe wu3nenns [0~ KOHeYHOro npumeHeHus. [1poBepka LLeNOCTHOCTU
YMaKOBKWN OCYLLECTB/IAETCA B paMKax MPOu3BOACTBEHHOI0 NpoLiecca.

Habopbl Hesaumparolmxcs apeHakHbIX KateTepoB ReSolve Non-Locking Drainage Catheter
(RNL) cocTosiT 13 cneayroLmx KOMAQHEHTOB; 0AMH (1) HesanuparLminca apeHaxHbIA KaTeTep
ReSolve Non-Locking Drainage Catheter (RNL), ogHa (1) kaHtng metannnyeckas, ognH (1)
Tpoakap MOMeLLATCA B YAAPOMNPOYHbLIA  MOMUCTUPONOBBIA NOTOK C KpblwKon w3 M3T
(nonuatunenTepedTanata) AN MOLAEPXKKN W3LENNIA, KOTOPbIA-3aTEM MOMELLAIOT B MakeT U3
maTtepnana Tyvek®, 3aneyatbiBaeMblii C MOMOLLbIO Ba/IMAMPOBAHHOIO NpoLecca TepMUYECKOi
CBapKW, MpeAHasHavyeHHbIA Afs MOKPbITUA W 3aWUTbl U3LENWNS BO BPEMS CTepuUm3auuu,
Norpy3Ku, TPaHCMNOPTUPOBKN, “MaHWUMYNALMIA N XpaHEHWS.

Takke Habopbl He3anMparownxcs ApeHaxHbIX KateTepoB_'ReSolve Non-Locking Drainage
Catheter (RNL) moryT nocraBnateca ¢ KOHHekTopom FastBreak. KoHHekTop FastBreak ynoxkeH
B WHAMBMAYaNbHYIO YMakoBKYy B Bufe MakeTa U3 marepuana Tyvek®, 3anedyaTbiBaeMblil C
MOMOLLGH0 Ba/IMAMPOBAHHOFO MPoLecca TEPMUYECKOI CBapKW.

VHavBuayanbHble YNakoBKW [peHaXXHOro Hesanuvpatoteroca karetepa Resolve Non-Locking
Drainage Catheter (RNL) n KoHHekTOpa FastBreak- coefjuHeHbl BHELLHEA (DUKCUPYIOLLEN
YMaKOBKOI C HaHECEHHOW 06LLE STUKETKOI, Ha KOTOPOI NpeACcTaB/eH COCTaB Habopa:

NHCTPYKUMS MO RPUMEHEHUIO BKNaablBaeTcs ‘B._FPynnoByl0 YnakoBKy HaG0poB. Ha6opsbl
KaTeTepoB B rPpynrnoBoli YNakoBKe MOMELLAIOT B TPAHCMOPTHYH0 KOPOOKY.Mr

ATTecTaums ymakoBKM HabOpOB He3anvparolMxcs [peHaxHbIX KateTepoB: ReSolve Non-
Locking Drainage Catheter (RNL) Obina ‘nposefeHa B COOTBETCTBMW-.C TpeboBaHMAMU
CNefyroLmx cTaHaapToB:

ISO 11607-1:"ynakoBka MeLULMHCKUX W3AEINA, CTEPUNIM3YEMbIX Ha 3aBepLiatoLlent CTagum
Nnpou3BoACTBa - 4acTb 1 TpeboBaHWA K MaTepuanam, cucTemMaM 3auiuTbl CTEPUSIbHOCTM W
cUcTeMam, YHaKOBKMU.

ISO 116Q7-2: ynakoBKa MeAMLMHCKMX/ M34eNINiA, CTepUIM3yeMblX Ha \3aBepLiatoLlent cTagum
MPOV3BOACTBA - YacTb 2: TPebOBaHNA K BaMaaLMn NPoLEeccoB (hopMuUupeBaHus, repMeTu3aLmmn n
cOopKu.

ASTMDA4169: cTaHfgapTHas MeTOAMKA TecTMpOoBaHUA  3P(eKTMBHOCTU  TPaHCMOPTHBIX
KOHTeHEepOoB 1 CUCTEM.
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5. NH®POPMALUWMA O MAPKPOBKE N3AEJ/TNI

dopmaTbl 3TUKETOK W3AeNniA Gbinn pa3paboTaHbl M 0A06peHbl AN OTAENbHbIX « U3AENNIA,
CTEPU/IbHBIX YMAaKOBOK M TPaHCMOPTHOM YNaKoBKW. YTBepXAeHHas MapKupoBKa HaxoauTcs B
TEXHOMOrMYECKOM perfiaMeHTe M3aenms.

Komnanus «Meput Meaukan Cucteme, VIHK» WCMONb3YeT Ccrefylolime GraHaapTbl Ans
coflepXXaHnsi MapKMPOBKM 1 (hOPMMPOBAHUS CUMBO/IOB B COOTBETCTBUI ~C™ TEKYLIMMM
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 APAbIKaxX MeAULUHCKMX
n3genniA Npu  MapkMpoBKe W B NPEAOCTaBMfEMON MHGpopMauun'.= 4actb 1. obuime
TpeboBaHus.

ISO 15223-2: wu3genua MepuuMHCckue. CUMBONbI, UCMNOMb3yemble Ha MeAULUHCKUX
N3Lennax, MapKnpoBKe 1 B NPeLoCTaBASEMON MH(OpMaLMmM - 4acTe 2: paspaboTka, BbIGOP U
Ba/IMAaLNA CUMBOJIOB.

PykoBofcTBO FDA no MapKvpOBKE MeAULUHCKUX M3AeNnin AN MaLNeHTOB; OKOHYaTe/lbHOe
PYKOBOACTBO A4/ NPOMbILLIEHHOCTV 1 0630pbl FDA (19 anpeng 2001 r.).

OnvcaHne CYMBO/IOB MapKUPOBKIAPeACTaBNEHO B TabNNLIE.

~T.

CumBon PacLingpoBka cviMBONa
EC Rep YNONHOMOYEHHbIV NPeACTaBuTeNb B EBponerickom
coobLecTse
3roTtoBuTeb
Rx ONLY. MpofaeTcs TONbKO Bpayam 1 fie4ebHbIM YUpeXXaeHUAMMN

3anpeT Ha NOBTQPHOE MPUMEHEHME.

He cTepnnn3osaTb NOBTOPHO

FEF Ne no Kar.

Vicnonb3oBatb [0

OCHOBbIBasACb Ha EBPOMNENCKOM PErymMpoBaHNA, CUMBO/I
«cronb3oBaTh A0» UAKN «[aTa W3FOTOBMNEHUS» MOXET
NPUMEHATLCS K CTEPUNbHBIM NPOAyKTaM. B cnyuvae
npuMeHeHns «lIcnonb3oBath [0» yKa3blBaeTCcAa Aata, B
KOTOPYK MNPOAYKT MOXET ObITE Mcnonb3oBaH (data
METeYeHNss CpoKa  [eilcTBus),’ nocne 3TOM  Aathbl
HEBO3MOXHO MCMOb30BaTh NPOAYKT. B aToM cnyyae ans
onpeaeneHns AaTbl NPOM3BOACTBA HEOOXOANMO BbIYECTb
O6LMA  CPOK  XpaHEHUS ™ ' NPOAYKTa,  3asiB/IEHHOI0
N3roToBMTENEM, U3 AaTbl «lAen0nb30BaTh 0.
LOT Homep nota

STERILE EO CTepunn3oBaHo 3TUNEHOKCUAOM
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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 oagsmHAnBMAYaNbHOM NPOAAXKM
15. bepeyb oT Bnaru
16. iy 370N CTOPOHO BBEPX
17. Xpynkoe, 06paLLaTLCA OCTOPOXKHO
f
18. He ncnonb3oBatb, eciv ynakoBka noBpexaeHa
19. . O6paTnTeCh K MHCTPYKLMAK MO NPUMEHEHUIO
20. Hagnuch «HeToKCn4HO»
21. OcToporkHO!

[ns npefoTBpaLLeHNs NOBPEXAeHNs KaTeTepa
MOSTHOCTBIO BbIBEAUTE KAHIOMIO Nepes TeM, Kak CHUMATb
3TOT 6YMaXKHbIV pazaenuTesb!

6. YCNOBUA SKCLINYATAUNN, XPAHEHUA N TPAHCITOPTNPOBKW.
Ycnosus XpaHeHUs:

W3penns, ocBOGOXEHHbIE OT TPAHCMOPTHON YMakKOBKW, AO/MKHbI XPaHUTLCS NPU TeMMepaType
OKpyXKatoLero Bo3ayxa ot +5 °C go + 27 °C u orHocuTenbHon BnaxHocTy oT 10 % no 90 % 6e3
KOHAeHcaLuy Bnaru.

YCnoBus TPaHCNopTUPOBKM:

Temnepartypa ot - 35°C go + 55 °C n oTHECUTENbHOW BnaxkHOCTM 0T 10'% 10 90 % Ge3
KOHAeHeatln Bnarw.

YCcneBus aKcnayaTalun:

TemmAepaTypa OKpyXXatoLLein cpefpl: He 6onee 25°C

[JwnanasoH Temnepatyp Npy UCNoAL30BaHUN - Temnepatypa Tena'oT 32°C po 42°C
OTHOCKTeNbHAA BNaXXHOCTb: 100°% (KOHTaKT C KPOBbHO)

ATMOocepHoe gaBneHune: 86-106 Ka.
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CpOK XpaHeHUs CTepusbHbIX U3AeNniA - 36 MecsLeB C AaTbl CTepPUM3aLnN.

7. YTUNMN3AUNA

Kcnonb3oBaHHble Habopbl Hesanuparowmxcs ApeHaxHbIX KateTepoB ReSolve' Non-Locking
Drainage Catheter (RNL) yTununsnpyoT Kak 3nuemMmonornyeckn onacHble OTX0Abl Knacc b
(HaIMuMe KOHTaKTa C KPOBbIO M CIM3UCTLIMU TKaHAMUN NaLUeHTa).

Mo mcTeyeHUM cpoka rOLHOCTU HEUCMO/Ib30BaHHbIE HabOopbl He3anuparoLwmUxecs ApeHaXHbIX
KateTepoB ReSolve Non-Locking Drainage Catheter (RNL), He KOHTaKTUpYIOWNX C KPOBLIO U
C/IM3UCTBIMW CNeAyeT YTUAN3UPOBATb, Kak anuaeM1onornyeckn 6e3onacHbie 0Txombl Knacca b,
NPUGIMKEHHbIE MO COCTaBY K TBEPAbIM ObITOBbIM OTXOAaM. YTWUAM3aUUA MCNOMb30BaHHbIX
HabopoB A0/HKHa OCYLLEeCTBNATLCA B COOTBETCTBUM C TpeboBaHUAMU- 3aKOHOAATeNbCTBA U
HOPMaTUBHbIX [OKYMEHTOB MO YTUAM3aWLUN MPOAYKUUN, MPUHATLIX B CTpaHe MpYMeHeHWs
MeLMLMHCKOro n3aenus.

8. rapaHTuiiHble o6s3aTenibCcTBA

OrpaHuyeHHasa rapaHTus 1 0TKa3 OT OTBETCTBEHHOCTU

Komnanus «Meput Meaukaa »Cucteme, VIHK» rapaHTUPYET COOTBETCTBME MPOAYKLMK
cneumgukaumaMm BO Bpems OTFPY3ku [lokynaTento M OTCYTCTBUE [e()eKTOB MaTepuanoB U
M3rOTOB/IEHNA B TeYeHMe NEPMOoLa, YKasaHHOro B MUCbLMEHHOM OrpaHWYeHHON rapaHTuK,
NpUMaraeMoin OTAENbHO K. KaXAOMYy W3fenunto. [apaHTWVHbIA CPOK  XpaHeHus Habopos
Hesanuvparowmxca apeHaxHbIX katetepoB ReSolve Non-Locking Drainage Catheter (RNL)
cocTaBnseT 3rofa. JdTa fapaHTUA He PacnpoCTpaHseTCd Ha NpoAyKuuto, Kotopas 6Obina: (i)
MOAM(ULMPOBaHa, W3MEHEHa, MOABEPrHyTa PEMOHTY; BOCCTAHOB/IEHUIO, MNepepaboTke Wnn
N3MEHEHUAM  [PYroi cKomnaHumen, nommmo «Meput Meankan Cucteme, WHK»; (i)
1CMO/Mb30BaHa He MO0 _Ha3HayeHWIo, NOoABEeprHyTa HempaBuIbHOMY 00paLleHuto, MOBTOPHOMY
MCNOMb30BaHMIO UIN .NOBTOPHOM CTepUM3aLMn, NocTpagaia B pesyibTaTte HeCHacTHOro cryyas,
HapyLleHns npaBwWI:‘aKcnayaTaumm, XanaTHOCTU. /MM MOCTOPOHHEro BMeluaTenbcTsa; (iii)
noBpexaeHa B pe3yabTare (PU3MYECKOro, NPUPOLHOTO WM 3MEKTPUYECKOro BO3AENCTBUSA, a
TaKXKe C W3MEHEHHbIM, TOBPEXAEHHbIM WA YAaNeHHbIM CepuUMbIM ‘HOMepoMm;  (iv)
MCNo/b30BaHa B COYeTaHUM C /I0ObIM ApyruM n3genvem; (V) ncnosib3oBaHa He.B COOTBETCTBUU C
YKazaHuAMM  AQ’ MPUMEHEHWO, 4YTO  YCTaHOB/IEHO  YMOSIHOMOYEHHOW OopraHu3saumei,
MCNOMb30BaHa/HE B COOTBETCTBUM C 061aCTbHO_MPUMEHEHNS, YKA3aHHOW B Cnieymdukaymmn, niv B
YCNOBUAX, He ~MNPefyCMOTPEHHbIX [14 )AaHHOro BuAa Wu3genvii. JIiobble TexHUYecKume
peKOMeHJaumMn OT UMeHV KomnaHum «MepuT Megukan Cucteme, VHK» fApeaocTaBnsoTes 6e3
06513aTeNbCTB, UM KOMMeHcaummn, komnanus «Meput Meankan Cucteme, VHK» He npuHUMMaeT
Ha cebs kakmx-mbo 06s3aTeNbCTB WK, OTBETCTBEHHOCTW, BCe MOLOOHbIE PEKOMeHAaLuu
JalTca W NpuMHMMaloTCa  nof  OoTBeTcTBeHHOCTb [lokynatensa. ‘3A  WCKJ/TKOYEHWEM
BbILUE¥KA3AHHELX CNYYAEB, KOMIMAHUA «Meput Megukan Cucteme, WVHK» HE
OAET3ABEPEHUA UV TAPAHTIAIN NTKOEOIO POJA B OTHOLLEHWN NMPOAYKLINN,
KAK(LABHO BbIPAXXEHHbBIX, / TAK N TIOAPA3YMEBAEMB1X, TOKYMATEIO,
KOHEYHOMY NMOTPEBUTENKO=FPETbM JIMUAM. «Meput Megukan Cucteme, HK»
OTKJIIOHAET 7 NCKNHOYAET NIOBbIE 7 BCE BbIPAXXEHHbIE,
NMOAPA3YMEBAEMbBIE W 3AKOHOOATEJ/IbHO TMPEAYCMOTPEHHbLIE TAPAHTUN,
BK/TOYAA TAPAHTUN OT "HAPYLUEHVA W TMOAPA3SYMEBAEMbBIE TAPAHTUA
TOBAPHOI'O KAUECTBA W1 MPNTOAHOCTW.
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9. PEKNTAMAUWNA

OpraHusaums, npuHMMarowas Ha Tepputopun Poccuidickoid  Pefepaumn <fIpeTeH3Mn Ot
noTpebuTeNns rno Ka4yecTBy MPOAYKTa:

OOLLEeCTBO C OrpaHWYEHHOW OTBETCTBEHHOCTHIO «MepUuT TeKHOMOMKUC» (000 «MepuT
TekHonomkne»), ONPH 1117746679533, IHH 7705960130

FKOpuamnuyeckuin agpec: PP, 119017, ropog MockBa, 1-bii1 Kazaunii nepeynokd. 7, atax 1, kom. 6

Ten/hakc: +7 (495) 221-89-02
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MpunoxeHwve 1

KomnoHeHT OnvcaHve MaTepuanos
[peHaxHbIN KaTeTep
JT103pOBCKUIA HAKOHEYHVIK Monukap6oHat CALIBRE™ Megarad™ 2081,

npounssogmtens Trinseo LLC, CLUA
KpacuTens - nonukap6oHaTHble rpanyssl PC
2081-15 CALIBRE™ Megarad ™y fipon3soauTesib
Trinseo LLC, CLLUA
LiBeT: XenTbli, Kog No Knaccugukauymm Pantone
109C (mna gnametpa 12,5E)
Kpacutenb - rpaHynbl 10050274 TRANS PURPLE
PolyOne™, npoussoamtens POLYONE
CORPORATION, CLLA
LigeT: cmpeHeBbIi, Kog, noyKnaccugukaumm Pantone
15-3817 (ana gnametpa 10,5E)
Kpacutens - rpaHynbli 10200442 TRANS BLUE
PolyOne'TA, npounssogutens POLYONE
CORPORATION, CLHA
LiBeT: CMHWIA, KO, MO0 Knaccugukauymm Pantone
3005U (ana amamerpa 8,5E)
AueTa/bHbIi KOMNO3MT PolyOne Red 500P Acetal
X HC 98354 DuPont™, nponssoguTenb
POLYONE CORPORATION, CLLUA
Kpacutens - TBepfas hpakuma okcmaa TuraHa
Xenoy EXN-X5600HP, npounssogutens SABIC
Innovative-Plastics B.V.
LiBeT: KpaCHbIi1, Kog No Knaccugumkaumu Pantone
186C (ans gnametpa 7,5 F)
Kpacutens - rpaHynsi 1020CM43 TRANS GREEN
PolyOne™, npoussogutens POLYONE
CORPORATION, CLLA
LIBET: 3eneHblil, Kog no KnaccuguKaymm Pantone
354U (onsa gnametpa 6,5E)

3arnyLika Monukap6oHat CALIBRE™dMegarad 2081,
npowussogutens Trinseo LLC, CLLUA
Kpacutenb - TBepfas hpakunsa okcmaa TmrtaHa
A32329C PolyOne™"”, npoussoantens POLYONE
CORPORATION, CLLA
LiBeT: ApKo-6esblii, KOZ MO0 Kraccugukaymm
Pantone 11-0601 TCX
KpacHasa nevatHasa Kpacka INK-PG Pad Printing
TYPE UV 2002 IWT Trans Tech, npoussoguTesnb
ITW-PM Trans Tech, CLLUA
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LLladT KaTeTepa, BCe pasmepbl
MydTa KOHUYMKa LwadTa KateTepa
(Tonbko pasmepsbl 6,5F u 8,5F)
MmapogunbHoe NOKpbITUE
CTtunnet Tpoakapa

KoHHeKkTOop

Tpoakap

MeTaninmnyeckasl KaHoNsa
KoHHeKTOop

Perucrpanua MU B PocagpaBnagsope
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LiBeT: uepHbIi, KOA MO Knaccugmkauum Pantone
BLACK C

MonunypetaHosbIi nonnvep CARBOTFIANEN"N
PC-3595A-B20 MM, npoussogutens THE
LUBRIZOL CORPORATION, CLLUA
MonnypetaH CARBOTHANE™ PC-3572D-B20
MM, npoussogutens THE LUBRIZOL
CORPORATION, CLLA

"MapodubHLINA ypeTaH Ha OCHOBE 3agmpa
HydroMed*™ D640, npoussogniens AdvanSource
Biomaterials Corporation, CLUA

Monukap6oHat CALIBRE™ Megarad™ 2081,
npounssoautens Trinseo LLC, CLLA

CnnaB Hep)XaBeloLLen cTamm

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%, F e -68.92-61.92%),
npoussogutens-Ulbrich Stainless Steels & Special
Metals, Inc, CLLA

MonvkapboHat CALIBREMegarad™ 2081,
npowussoguTens Trinseo LLC, CLUA

Kpacutenb - nonnkap6oHaTHble rpaHysbsl PC
208145 CALIBRE™ Megarad™ npown3soaunTenb
Trinseo-LLC, CLLUA

LiBeT: XenTbli, ko4 No Knaccupukauyin Pantone
109C-(nna guametpa 12,5F)

Kpacutens - rpaHynsi 10050274-TRANS
PURPLE PolyOne™, npoussogutens POLYONE
CORPORATION, CLLA

LiBeT: cupeHeBbI, KOZ N0 KRaCCUhUKaLmm
Pantone 15-3817 (ana gnamerpa 10,5F)
Kpacutens - rpaHynsl 10200442 TRANS BLUE
PolyOne™, npoussogutens POLYONE
CORPORATION, CLLA

LiBeT: CMHWMIA, KOA Mo KRaccugumkaymm Pantone
3005U (pns gmametpa 8,5F)

AueTanbHblii koMno3uT PolyOne Red 500P Acetal
X HC 98354 DuPont™
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MeTannueckas KaHons

CwmasblBatolLiee BeLLecTBO

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

LiBeT: KpacHbIi, Ko Mo Knaccugukaymm Pantone
186C (gna guametpa 7,5 F)

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

LigeT: 3eneHblil, Kog Mo Knaccugrkaumy Pantone
354U (ona guametpa 6,5E)

CnniaB HepXKaBetoLLen 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 cnamkoH DOW CORNING(R)
MDX4-4159 + 50% ny6puKaHT MeANLMHCKOro
Ha3HayeHus, npoussogutens Dow Coming
Corporation, CLLIA

Cononumep nonnkap6boHata CALIBRE™
Megarad™ 2081 1 NoAN3HMPHON CMOJIbI,
npounssoanTens Trinseo LLC, CLUA.

Kpacutenb - TBepfas (pakumsa okcuga tmuraHa
Xenoy HX5600HP - 8H9D370, npon3soamnTeNb
SABIC Innovative Plastics B.V.

CooTHoLueHMe KpacuTensa He ~onee 4%
LiBeT:-XenTbli, KoA Mo Knaccugukaumm Pantone
109C

Cononumep nonukapboHata CALIBRE™"A
Megarad~™ 2081 1 NOAM3PUPHBIA CMONbI,
npounssoanTens Trinseo LLE, CLUA.

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

CoOTHOLLIEHWNE KpacuTens He 6onee 4%

LiBeT: opaHXXeBblIA, KOA-AO Knaccuhmkaumm
Pantone 1645C

Cononumep nonvkaptoHata CALIBRE™
Megarad™ 2081 1 NOAM3PUPHOIA CMONbI.
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npounssoguTenb Trinseo LLC, CLUA.

KpacuTens - TBepfas ppakums okcuaa TUTaHa
Xenoy HX5600HP - 8H9D370, npovn3Boautenb
SABIC Innovative Plastics B.V.

CoOoTHoLLIEHME KpacuTens He 6onee 4%

LiBeT: 3eneHblIi, Ko Mo Knaccugukauum-Pantone
355C

Cononumep nonukap6oHata CALIBRE™*™
Megarad™ 2081 1 nonnagunpHo cvosbl,
npounssoguTens Trinseo LLC, CLUA.

KpacuTens - TBepfas (hpakums okeuaa TuraHa
Xenoy HX5600HP - 8H9D370, nponssoanTe/Nb
SABIC Innovative Plastics B.V.

CooTHOLLEHWE KpacuTens He-6onee 4%

LigeT: rony6oii, Kog no Knaccugukauymmn Pantone
Blue C

Cononumep nonukapbouata CALIBREM
Megarad™ 2081 v NnoAU3PUPHOIA CMOSIbI,
npoussoauTens Trinseo LLC, CLLA.

Kpacutenbs - TBeppas-(hpakumsa okcuaa tutaHa
Xenoy HX5600HP~-8H9D370, npoussoaunTeNb
SABIC Innovative Plastics B.V.

CooTHoLLEeHME KpacnTens He 6onee 4%

LiBeT: KpacHbIi; KOA Mo Knaccugukauum Pantone
711C

ATUNeHNponaeHoBOM kaydyk EPDM,

npoussogntear Dow Coming Corporation;. CLLA.

CunnkoHoBas cmaska Dow Coming 360,20 CST,

npoussogurens Dow Coming Corporation, CLUA.
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Nepesena Buepy apba AnekceeBHa

Poccuiickas dPeaepauus
"opog MockBa

LLIecTHaALATOro CeHTSAOPS ABe ThICAUM EBATHAALATOrO roja

A, AomaxvHa Anna BanepbeBHa, BPEMEHHO WCMOMHAOWAA 0053aHHOCTY HOTapuyca
ropoga Mocksbl Koponb BukTtopun AneKceeBHbl, CBUAETENbCTBYH MOAMHHOCTL NOAMNUCU
nepesogunka Buepy apbn ANeKCceeBHbI.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTb MognucasLUero AOKYMEHT YCTaHOB/IEHa.
3aperunctpuposaHo B peectpe: Ne08/82-H/77-2019- //-

B3bICKaHO rocyfapCTBeHHOW NOWANHLI (Mo Tapudy): 100 py6-.00 kon.

Peructpanua MU B PocaapaBramsope
www.nevacert.ru | info@nevacert.ru



