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Infusion sets in different design variants
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This instruction for use of infusion sets is intended to familiarize you with them and their
operation, and contains information about the application, operation and data on the sets.

1 Medical device name

Infusion systems in different design variants (hereafter - "'set" or device)

Design variants:

1. System for infusion of intravenous fluids with Polyfusion air duct (polyfusion) as part of:
1.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.
1.2 Dropper with an air duct, with a liquid filter with a cell of 15 microns and a length of57 mm.
1.3 connecting Pipe, in the versions
- inner diameter 2.9 mm, length 150cm;
—inner diameter 2.9 mm, length 180cm;
- inner diameter 2.9 mm, length 200cm.
1.4 flow rate Roller clamp.
1.5 Injection unit, in versions:
-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
with Luer lock attachment.
1.6 Y-port (or no port).
1.7. Consumer packaging.
1.8 instructions for use.

2. System for the infusion of intravenous fluids without an air duct Polyfusion (polyfusion) in
the composition:
2.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.
2.2 Dropper without air duct, with a liquid filterwith a cell of 15 microns and a length of57 mm .
2.3 connecting Tube, inversions
- inner diameter 2.9 mm, length 150cm;
—-inner diameter 2.9 mm, length 180cm;
- inner diameter 2.9 mm, length 200cm.
2.4 flow rate Roller clamp.
2.5 Injection unit, in versions:
with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.
2.6 Y-port (or no port).
2.7. Consumer packaging.

2.8 instructions for use.

3. System for infusion of Intravenous fluids with Microfusion microfusion (Microfuge) in the
composition:

3.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap.

3.2 Alir filter with a cell of 0.3-3 microns.

3.3 micro-Droplet with a liquid filter with a cell of 15 microns and a length of 57 mm.
3.4 connecting Tube, iimer diameter 2.9 mm, length 150cm.

3.5 flow rate Roller clip.

3.6 Injection unit, in versions:

- with Luer slip attachment complete with 18g injection needle (1, 2x40 mm);

- with Luer slip attachment complete with 21G injection needle (0. 8x40 mm);

- with Luer lock attachment.
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3.7 Y-port (or no port).
3.8. Consumer packaging.
3.9 instructions for use.

4. System for intravenous fluid infusion with polytrol flow controller (Polytrol) in the
composition:

4.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

4_2 Dropper with a liquid filterwith a cell of 15 microns and a lengA of 63 mm.
4.3 connecting Tube, inner diameter 2.9 mm, length 150cm.

4.4 flow rate Controller.

4.5 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.

4.6 Y-port (or no port).

4.7. Consumer packaging.

4_8 instructions for use.

1. System for infusion of intravenous fluids with Novofusion air duct (Novofyuzhn) as part of:
5.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

5.2 Dropper with an airduct, with a liquid filterwith a cell of 15 microns and a length of68 mm .
5.3 connecting Tube, inner diameter 2.9 mm, length 150cm;

5.4 flow rate Roller clamp.

5.5 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

-with Luer slip attachment complete with 21 G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

5.6 Y-port (or no port).

5.7. Consumer packaging.

5.8 instructions for use.

6. System for infusion of intravenous fluids without an air duct Novofusion (Novofyuzhn) as
lart of:

6.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap.

6.2 Dropper without air duct, with a liquid filter with a cell of 15 microns and a length of 68 mm.
6.3 connecting Tube, inner diameter 2.9 mm, length 150cm.

6.4 flow rate Roller clamp.

6.5 Injection unit, in versions:

- with Luer slip attachment complete with 18g injection needle (1, 2x40 mm);

- with Luer slip attachment complete with 21G injection needle (0. 8x40 mm);

- with Luer lock attachment.

6.6 Y-port (or no port).

6.7. Consumer packaging.

6.8 instructions for use.

7. System for infusion of intravenous fluids with filter and air duct Oncofusion (oncofusion) as
part of:

7.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap.
7.2 Dropper with a liquid filter with a cell of 15 microns and a lengtii of 67 mm.
7.3 connecting Tube, inner diameter 2.9 mm, length 150cm;
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7.4 flow rate Roller clamp.

7.5 Filter with a cell size of 0.2 microns.

7.6 Injection unit, inversions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.

7.7 Y-port (or no port).

7.8. Consumer packaging.

7.9 instructions for use.

8. System for infusion of intravenous fluids with a three-way tap and polyfusion air duct
(Polyfusion) as part of:

8.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

8.2 Dropper with an airduct with a liquid filterwith a cell of 15 microns and a length of 57 mm .
8.3 connecting Pipe, in the versions

- inner diameter 2.9 mm, length 150cm;

—-inner diameter 2.9 mm, length 180cm;

- inner diameter 2.9 mm, length 200cm.

3.4 flow rate Roller clamp.

8.5 three-Way crane.

8.6 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

8.7 Y-port (or no port).

8.8. Consumer packaging.

8.9 instructions for use.

9. System for infusion of intravenous fluids with a three-way tap without an air duct
Polyfusion (polyfusion) in the composition:

9.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

9.2 Air filterwith a cell of 0.3-3 microns.

9.3 Dropper without an air duct with a liquid filterwith a cell of 15 microns and a length of 57 mm.
>_4 connecting Pipe, in the versions

- inner diameter 2.9 mm, length 150cm;

—inner diameter 2.9 mm, length 180cm;

- Iinner diameter 2.9 mm, length 200cm.

9.5 flow rate Roller clamp.

9.6 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

9.7 Y-port (or no port).

9.8. Consumer packaging.

9.9 instructions for use.

10. System for infusion of intravenous fluids with a double Neofusion dropper (Neofyuzhn) in
the composition:

10.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap.

10.2 Double dropper with a liquid filter with a cell of 15 microns and a length of 52 mm.

10.3 Air filter with a cell of 0.3-3 microns.
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10.4 connecting Tube, inner diameter 2.9 mm, length 150cm.

10.5 flow rate Roller clamp.

10.6 Filter with a cell size of 0.2 microns.

10.7 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.

10.8 Y-port (or no port).

10.9. Consumer packaging.

10.10 instructions for use.

11, Spiked infusion system with Polyfusion-W (Polyfusion-B) wings without air duct iIn the
composition:
11.1 Plastic spike diameter 0.5 mm, length 35 m m with a protective cap, equipped with small wings
for additional convenience when piercing the cork.
11.2 Dropper without air duct, with a liquid filterwith a cell of 15 microns and a length of 52 mm .
11.3 Air filterwith a cell of 0.3-3 microns.
*11.4 connecting Tube, inner diameter 2.9 mm, length 150cm.
W1 1.5 flow rate Roller clamp.
11.6 Filter with a cell size 0of 0.2 microns.
11.7 Injection unit, in versions:
-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.
11.8 Y-port (or no port).
11.9. Consumer packaging.
11.10 instructions for use.

12, Spiked infusion system with wings Polyfusion-W (Polyfusion-B) with an air duct in the
composition:

12.1 Plastic spike diameter 0.5 mm, length 35 m m with a protective cap, equipped with small wings
for additional convenience when piercing the cork.

12.2 Dropper with air duct, with a liquid filterwith a cell of 15 microns and a length of52 mm.

12.3 Air filterwith a cell of 0.3-3 microns.

12.4 connecting Tube, inner diameter 2.9 mm, length 150cm.

12_5 Roller clip for flow rate.

12.6 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

12.7 Y-port (or no port).

12.8. Consumer packaging.

12.9 instructions for use.

13, Infusion system for photosensitive preparations Photofusion (Photofusions) in the
composition:

13.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap.

13.2 Dropper with a liquid filter with a cell of 15 microns and a length of 57 mm.

13.3 Air filter with a cell of 0.3-3 microns.

13.4 connecting Tube, inner diameter 2.9 mm, length 150cm.

13.5 flow rate Roller clamp.
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13.6 Adapter for the covered Luer tipwith ML L cap.

13.7 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.

13.8 Y-port (or no port).

13.9. Consumer packaging.-

13.10 instructions for use.

14. Infusion system with a micro-dropper and a polytrol-Micro flow controller (Polytrol-
Micro) in the composition:

14.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

14_.2 Micro-dropper with a liquid filter with a cell of 15 microns and a length of 57 mm .
14.3 Air filterwith a cell of 0.3-3 microns.

14_4 connecting Tube, inner diameter 2.9 mm, length 150cm.

14.5 flow rate Controller.

14.6 Injection unit, in versions:

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

mwith Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

14.7 Y-port (or no port).

14.8. Consumer packaging.

14.9 instructions for use.

15. System for infusion with measurement ofthe volume of the injected solution of Polyvol
(Polyvol) in the composition:
15.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.
15.2 graduated Dropper for measuring the volume of the injected solution with a liquid filterwith a
cell of 15 microns and a length of 160 mm.
15.3 Air filterwith a cell of 0.3-3 microns.
15.4 connecting Tube, inner diameter 2.9 mm, length 150cm.
15.5 flow rate Roller clamp.
15.6 Injection unit, in versions:
with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;
—-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;
-with Luer lock attachment.
15.7 Y-port (or no port).
15.8. Consumer packaging.
15.9 instructions for use.

16. Infusion system with an Autofusion air duct (Autofusion) in the composition:
16.1 Plastic spike diameter 0.5 mm, length 35 m m with protective cap.

16.2 Double dropper with a special filter that prevents air from entering the line when emptying a
bottle with an air duct with a liquid filter of 15 microns and a length of 68 mm .

16.3 connecting Tube, inner diameter 2.9 mm, length 180cm.

16.4 flow rate Roller clamp.

16.5 the Injection site, in embodiments, :

-with Luer slip attachment complete with 18g injection needle (1, 2x40 mm) ;

-with Luer slip attachment complete with 21G injection needle (0. 8x40 mm) ;

-with Luer lock attachment.

16.6 Y-port (or no port).
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16.7. Consumer packaging.

16.8 instructions for use.

2. Medical device manufacturer information

Poly Medicure Limited

Manufacturing site: UNIT I: Plot No. 104 - 105, Sector - 59, HS1I1DC Industrial Area, Ballabgarh
121 004, Faridabad, Haryana, India.

3. Scope of application of the medical device
In medical centers and health care facilities.

3. Indications for use of the medical device

- Infusion of fluids, such as parenteral nutrition, as well as administration of other medications.

- Support for hydration and/or proper dehydration in patients who are unable to orally take sufficient
volume of fluid.

Infusion sets (hereinafter referred to as set of device) are designed for gravitational injection of
solutions for infusion to a patient from glass and polymer containers.

5. Contraindications to the use of the medical device
Administration of highly viscous fluids.
-Not to be used in patients with known hypersensitivity to any used material.

6. Precautions for use ofthe medical device
-Do not use for transfusion ofblood or blood components.
-Do not use ifprotective caps are missing or loose.
-Do not use ifthe package is opened or damaged.
-Use the rubber part for the administration of medications only.
-Dispose of the set after a single use. For injection by gravity feed only.
-Ifthe device contains phthalates, do not use itin children, as well as pregnant and lactating
mothers.
Safety instructions
-The procedure isperformed according to the attending physician®s prescription.
-The sets should not be connected to other infusion or transfusion systems.
-The sets are intended for single use only. Re-use is prohibited,
lules of aseptic should be observed when preparing the sets for work and filling.
-The sets are delivered sterile. Resterilization of the sets is prohibited.
-The procedure should be performed only by qualified medical personnel.

7. Possible side effects during the medical device use

Air embolism resulting from: suction ofair into open veins with low central venous pressure; faults
in airtightness or inadequate filling of the system due to a violation of the infusion technique.
Prevention ofside effects

1) Accurate compliance with infusion techniques is necessary.

2) Monitoring of the absence of air bubbles inside the system and the level of infusion medium in
the container during transfusion/infusion, and especially at the end to eliminate air embolism.

8, Technical information
All variants of the Infusion Set contain a plastic spike, a ""'device" for perforating the stopper (or cap)
of the container with a solution for infusion, with a protective cap (cap for a plastic spike).

(hereafter - plastic spike or plastic needle).

& 000 LMPMK (@7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
emmimnbn



»3alLlLNHbIA KONNayoK

*Winged spike- "spike with wings"

Infusion sets should be designed in a way to minimize the risk of contamination by particles. The
surface of all parts of the set, contacting with the fluid, should be smooth and clean. The number of
particles should not exceed the limit value of the pollution index of 90. The infusion system should
not cause haemolysis. Infusion sets, with the exception of protective caps, should withstand a static
tensile load of at least 20 N.

Infusion set design variant Length, Weight, ¢
cm (£10%)
(x10%)
Polyfusion IV infusion setwith airvent 170.7 25.0
200.7 26.0
220.7 27.0
~olyfusion IV infusion setwithout airvent 170.2 24.0
200.2 25.0
220.2 26.0
Microfusion IV infusion setwith amicro dropper 170.7 25.0
Polytrol 1V infusion setwith flow regulator 170.8 47.0
Novofusion IV infusion set with airvent 170.3 25.0
Novofiision 1V infusion set without airvent 170.3 24.5
Oncofusion 1V infusion setwith filter and airvent 184.2 50.0
Polyfusion 1V infusion setwith three-way stop cock and 173.7 28.0
airvent
Polyfusion 1V infusion setwith three-way stop cock without 173.7 27.5
airvent
Neofusion 1V infusion setwith double dropper 170.7 24.0
Polyfusion-W infusion set with winged spike without airvent 170.7 25.0
200.7 26.0
220.7 27.0
Polyfusion-W infusion set with winged spike with airvent 170.7 25.7
200.7 26.7

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



220.7 27.7

Phntofiision infusion set for photosensitive drugs 170.7 24.0
Polytrol-Micro infusion set with micro dropper and flow 170.2 45.0
reculator

Polyvol measured volume fluid administration set 180.5 40.0
Autofiision infusion set with airvent 175.0 35.0

Protective cap (protective cap for plastic spike)

- The

Sufficient length to acconunodate a plastic spike.
The material should be transparent or translucent.
engagement should not be tight so that the cover can be removed manually, but reliable
enough to prevent accidental disconnection during handling and transport.
The surface should be clean, free from burrs, black particles, mechanical damage, permanent
inclusions, etc. I | el - »
The cap of the plastic "winged needle” has the wings (which are called spike with wings ,
see the picture above) for easy piercing of the stopper of the container with solution for
injection.

Diameter 13+0.1 mm

The strength of the connection with a plastic spike isnot less than SON.
The cap of the plastic spike (plastic needle) can be equipped with an airvent with an air filter

and a plug, depending on the design veriant of the Set.

Airvent

ml I. r.u
The airvent and the plastic spike should have a leak-proof connection. The tightness ot the

connection should be checked at a pressure of 0.3 MP a (3 bar).

inclusions, etc.

The airvent should be free from burrs, black particles, mechanical damage, foreign

.i -
The air filter should provide a bolus feed from the bottle and the fluid mto the bottle.

When connecting the airvent to a rigid container for infusion, air from the container must not

enter the flow.

Plastic spike

20N.

The plastic spike should meet the size requirements.

The tip of the spike should be sharp and be able to easily pierce the cap of the glass and

polymer containers of solutions for infusion. Sharp and easily piercing needle should be

emptied without residue. Ithas two holes located one after the other on different sides of the
needle at a distance of 9 m m from the tip of the needle.

The adhesive bond between the spike and the drip chamber should be leak-proof

The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.

The length of plastic needle with protective cap iIs35mm += 0.3 mm.

Diameter of the spike is 0.5 mm = 0.05 mm.

The strength of the connection of the plastic spike with the drip chamber should be at least
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Tube (WithDEHP/DEHP free, aswell as PV C free, as appropriate).
The tube should be transparent or translucent in order to see the movement of air bubbles.
The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.

There should be no bends or stuck together parts of the tubes that could prevent the normal
flow of fluid.

The place of connection of the tube with the drip chamber (dropper) should be leak-proofand
withstand a static tensile force of at least 20 N.

Amber PVC tubes with UV protectionwith awavelength of290-450 nm for photosensitive
medications.

limer diameter is2.9mm 0.1 mm; outer -4.1mm 0.1 mm.
The hardness of the tube should be from 75 A to 77 A according to Shore.
The length of the tube is 100, 110,150,180 and 200 cm + 0.05 cm.

There should be a lumen Black spots are not al lowed

Roller clamp for flow rate adjustment (roller and roller body)
The roller clamp for flow rate adjustment should be able to regulate the infusion fluid flow
rate from zero tomaximum (from full closure to bolus injection).
The roller clamp for flow rate adjustment should not cause damage to the tube during
prolonged use.
During storage, there should be no chemical interaction between the roller clamp for flow
rate adjustment and the tube.
The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.

The length of the poller clamp is50.0+5 mm .
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iGate location

Surface should be clean

}

There should be no burrs on
the surface
:ation
:ation
Corrugation should not be damaged.
Corrugation should not be damaged

Flow regulator
The Fflow regulator should be able to regulate the infusion fluid flow rate from full closure to
bolus injection.
The flow regulator should not cause damage to the tube during prolonged use.
During storage, there should be no chemical interaction between the flow regulator and the
tube.
There should be no burrs, black particles, mechanical damage, etc.
The flow regulator should be able to regulate the solution flow rate from 5 to 250 ml
(maximum) per hour.
There isno need for frequent flow rate adjustment,
protection from short interruption of the infusion.
Control of infusion regardless of the properties of the line.
Accurate reproduction of the parameters when resuming the infusion.
Length 35+0_.1 m m

i- Liameter 2.5+0.1m m

""Luer lock™ and connection **Luer slip**
The taper and thread profile must meet the requirements of EN 20594-1:1993/ AC-1996/1S0
594-1:1986 and 1SO 80369-7:2016.
The male and female components should have a 6 % taper and tight fit with other devices
according to EN 20594-1:1993/ AC-1996/1S0 594-1:1986 and 1S0O 80369-7:2016.
There should be no burrs, black particles, mechanical damage, etc.
A closed system should be created, which should be leak-proofwhen the infusion stops.
Prevention of the risk of hospital infection.
Prevention of reverse movement of fluid into the infusion set.
Suitable for injection needles or catheters.
"Luer lock™ is additionally equipped with a female Luer tip, allowing itto be more tightly
fixed on a catheter or needle. Fixation is achieved by rotating the female Luer tip.
Length 15+0.1m m (for the "Luer lock™ and connection "Luer slip™), 20x0.1m m (for
rotating "Luer lock™)
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Luer
iock

VAN
RRdtating
luer lock
*Luer lock- "Luer lock™
Luer slip-"Luer slip"
Rotating Luer lock- Rotating "Luer lock™
injection site
W The surface should be clean, free from burrs, black particles, mechanical damage, foreign

inclusions, etc.
Tight connection with the head with Luer lock taper and connecting tube.
Allows bolus injection,
length of the injection site 42 0.1 m m
thickness of the injection site 2.2 +0.01 m m
the injection site should be located near the head with a "Luer lock™ taper. The injection site
should provide self-tightening upon piercing, at the site of the puncture should not be more than one
drop of fluid.

Y -shaped injection port
One end of the injection port is connected to the tube and the other to the male taper. Both
connections should withstand the specified static tensile force.
After perforation (with a needle with an outer diameter of 0.8 mm), the injection port should
remain leak-proof, one drop ofwater isallowed at an air pressure of 50 kPa.
The material should be transparent or translucent.
The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.
Length 35 0.1 mm
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Adapter for a Luer Lock tip
Itshould be transparent.
The male and female components should have a 6 % taper and leak-proof fitwith other
devices according to EN 20594-1; 1993/AC-1996 and 1S0O 80369-7:2016.

Injection needle
The needle should be made of 304 stainless steel.
The needle hub should have a 6 % female taper to ensure a leak-proof connection with a 6%
male end according toBS EN 20594-1:1994 and 594-2:1998.
The needle isbonded to the needle hub.
During a visual inspection with 2.5x magnification the tip of the needle looks sharp, without
1 molding edge, burrs and hooks.
During a visual inspection with 10x magnification the rear cut looks uniform and fully
polished on both sides, forming an angle p.

*Section
The maximum values of acidity and alkalinity, hardness, resistance to destruction and
corrosion meet the requirements of the 1SO 9626. These tests are carried out at the place of
operation and the protocol should be affixed by the manufacturer.
Needle extract should contain not more than 5 mg/1 of total lead, tin, zinc and iron in a
microanalytic test, for example, atomic absorption. The cadmium content in the needle extract
should not exceed 0.1 mg/1.
The angle of the lancet bevel has to be clearly defined.
The needle is sandblasted on all sides and the grit corresponds to the provided example.
The outer/inner surface should be smooth, elevations, burrs, cracks and other surface damage
are not allowed.
The needle tube should be manufactured according to 1SO 9626. Ifthe needle tube is coated
with lubricant, the amount of lubricant should be minimal and should not form liquid droplets
on the outer and inner surface of the needle during visual inspection. During a visual
inspection with 2.5x magnification the tip of the needle should be sharp, without burrs,
the length of the tube should be 40 mm.
Note — The needle sharpening angle a usually has a cut at an angle of 11 * 2°, but a" short" cut at
an angle of 17 £ 2°can also be used.
The lumen patency should be such that:
a) a stainless steel mandrel with a diameter according to Table 3 of ISO 7864 passed through
the needle, or that
b) the water flow rate through the needle was not less than 8 0% of the water flow rate through
the tube of the needle with a minimum diameter of the canal according to 1SO 9626 and sizes
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according to Table 3 of 1SO 7864. Water pressure should not exceed 1x10 Pa.

1 - needle head; 2 - connective part; 3 - needle tube; 4 - protective cap; 1- length of the needle

Injection needle
Nominal outer diameter, m m

Size

186G 1.2

216G 0.8
Notes:

1 The size ofthe injection needle supphed with the set should correspond to one of the values

provided in the table above,
2 The length ofthe cap ofthe injectionneedle isX £ X mm ; the inner/outer diameter of the

cap of the injectionneedle is (X/X)+x mm .
3 The sharpening angle of the needle tipisX X \X mm

Needle cap
-The needle cap should be conical or cylindrical.
-The length should be sufficient to accommodate the male end and the needle.

- It should be translucent or transparent
The needle cap should be easily removed, but not disconnected during handling,

transportation and storage.
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Air filter

-The air filter should be designed so that all incoming airwould pass through it

- It should not significantly reduce the fluid flow rate.

-The pore size should be 0.3-3 micron to prevent the entry of microorganisms.

- The air filter should be equipped with an air valve, which should prevent microbial contamination.
The surface should be clean, free from burrs, black particles, mechanical damage, foreign

inclusions, etc.

- The design of the air filter should ensure that the air enters the rigid container in such a way that

the volumetric flow rate of the liquid is reduced by no more than 20% compared to the volumetric

flow rate from the freely ventilated container.

fluid filter

- Itshould be located as close as possible to the injection port.
The porosity of the filter shall be not less than 15 micron.

- Engagement of the lower part of the cap with the spike.

The engagement should not be too rigid, so itwould be possible to remove the cap manually,
but sufficiently reliable so that there would be no accidental disconnection during handling,
transportation and storage.

The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.

Filter for fluids with automatic infusion stop after emptying the drip chamber to prevent air
embolism.

0.2 micron fine filter

Designed for filtration of solutions for injections in order to prevent contamination, bacteria
and solid impurities.

Pore size is0.2 micron with high throughput.
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Pressure resistance isnot less than 0.2 MPa (2 bar).

Made of polyethylene and polyvinylidene fluoride with nylon filter.

It should be transparent or translucent.

Compatible with chemotherapy drugs.

Control of the absence of air regardless of the location of the filter.

The surface should be clean, free from burrs, black particles, mechanical damage, foreign

inclusions, etc.

Adapter for male Luer tipwith ML L cap (hereafter - adapter)
The connector has an injection port and both ends are tightly connected to the feed tube.
The connector should be transparent and free from any damages or foreign particles.
The connector should be free from burrs, black particles, etc.. The connection of the

connector with the lower cap should be leak-proof

Return valve with a polyethylene cap with filter

It prevents reverse flow during parallel diffusion.

The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.

The filter should conform to the characteristics of the fluid filters. It should not leak in the

closed position. The connection should be leak-proof.

Locking clamp (hereafter - “*clamp™*)

The clamp isdesigned to shut off the supply of liquid from the reservoir to the graduated
container. In the closed position the clamp should not allow liquid to pass through.

The surface should be clean, free from burrs, black particles, mechanical damage, foreign

inclusions, etc.

Burrs are not
allowed

Lumen should be

. free
1. The divergence should not

exceed 0.2 mm.

2. The divergence should not
exceed 0.2 mm.

Dropper (drip chamber)

Clean and flexible.

Drip chamber should provide the possibility of continuous control of the drop formation
process. The liquid should enter the drip chamber through the drop-forming element. The distance
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between the end of the drop-forming element and the outlet of the drip chamber should be not less
than 40 mm, the distance between the end of the drop-forming element and the fluid filter should be
not less than 20 mm. The distance between the wall of the drip chamber and the wall of the drop-
forming element should be not less than 5 mm .

The design of the drop-forming element should ensure the formation of 20 or 60 drops of
distilled water fi"om (1+0.1) ml or (1+0.1) g of distilled water at ambient temperature (23+2)°C at a
volumetric flow rate (50+10) drops per minute. The drip chamber should provide and facilitate the
process of primary filling of the infusion line with fluid, (according to GOST 57629-2017 for all
design variants of the set, except for the Polyvol measured volume fluid administration set)

The design of the drop-forming element should provide the formation of 20 drops of
(1.0i0.1) g of distilled water at the temperature (20+2) ° C and the flow rate (50+5) drops per
minute (for the design variant: Polyvol measured volume fluid administration set according to
GOST 25047-87).

The fluid filter at the lower part of the drip chamber should meet the specifications described
above.

Ithas a leak-proof screw connection with a connecting tube.

Depending on the Set, drip chambers of different sizes are used: drip chamber with a butterfly
Tleedle (with a winged spike), "Nova'" drip chamber, double drip chamber, drip chamber for

lieasuring the volume of the injected solution, drip chamber with a fluid filter with automatic
infusion stop.

The length of the dropper should be: 57 mm, 68 mm or 63 m m (for the "Novo" dropper), 57
m m (for the micro dropper), 52 m m (for the dropper with butterfly needle), 52 mm and 68 nun (for
the dropper with Fluid filter and with special filter, which prevents the entry of air in the linewhen
the 1V bottle is empty), 160 m m (Ffor the dropper for measured volume fluid adninistration).

The dropper for measured volume fluid administration has a clear indelible scale and a
silicone float for accurate indication of the volume of solution for infusion. The increment is 1 ml,
graduation from O to 150 ml.

The double drip chamber has an elastic lower part (3) and a large separated distributor (O,
which provides the formation of droplets connected to each other by a separator (2).
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- For dropper with autostop (with a special filter that prevents the entry of air in the line when the
1V bottle is empty): in the lower part (3) of the double dropper there is a fluid filter(4) with
automatic stop after completion of the infusion. The floating filter (4) automatically stops the
infusion after emptying the measuring vessel. Autostop is a unique airtight filter nembrane, which
not only retains solid impurities, but also prevents the penetration of air. When the 1V bottle is
emptying, autostop maintains a constant fluid level. The risk of air embolism during infusion is
reliably foreseen.

*A1R- air
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Auto Air Stop - Automatic air stop

Micro dropper has a unit for the formation of microdroplets for a longer flow of fluid for
injection.

Tree-way stop cock
- The stop cock should meet the requirements of ISO 594-1:1986 and be free from damage, black
particles, burrs or stains.
- The heparin cap profile - the taper and thread should meet the requirements of EN 20594-1:1993/
AC-1996/1SO 594-1:1986 and 1SO 80369-7:2016.
- "Heparin" cap (heparin is not part of the cap, the name "heparin cap” is used only because heparin
solution can be injected through the cap)
- The cap cover and the injection plug connection should be leak-proof The tightness of the
connection is checked at a pressure of 0.3 MPa (3 bar).
- After piercing the injection plug with a needle 0.6 mm in diameter and staying in this position for
15 seconds, there should be no bubbles on it when tested using an air pressure of 0.02 MPa (0.2 bar)
under water (after pulling out the needle).
The opening should be centered
- 360° rotation in axial and radial direction.
- Colored rotating blade with arrows indicating the flow direction.
- Prevention of cold deformation in order to avoid pressure on the injection cap.
- The presence of white spots, cracks and other defects on the deforming area is not allowed.
- The surface should be smooth, presence of black particles, signs of lubricant, dirt or impurities is
not allowed.
The component should be transparent and bright. The yellowness, or rust are not allowed.
Resistance to the dangerous effects ofthe medications.
No leakage even after prolonged use.
Prevention of pollution and air embolism.
- Reliable access for injection and aspiration.
Outer diameter 2.0+0.2 mm
Inner diameter 1.0+0.2 mm
The strength of the connection is not less than 20N.

/Heparin cap

9. Package contents
The package contains:

1 Polyfusion 1V infusion set with airvent, consisting of:

11 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.
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1.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer attachment completed with injection needle
21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

1.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

1.4 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (iimer diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.

1.5 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; injection site with Luer attachment completed with injection needle
21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

1.6 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
lilamp for flow rate adjustment; injection sie with Luer lock or rotating Luer lock; Y-site (or without
site); consumer packaging; instructions for use.

1.7 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.

1.8 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm); roller
clamp for flow rate adjustment; injection site with Luer attachment completed with injection needle
21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

1.9 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube inner diameter 2.9 mm, length 200 cm; roller
clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consiuner packaging; instructions for use.

Polyfusion 1V infusion set without airvent, consisting of:

2.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (iimer diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

2.4 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm);
roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
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injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.5 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm);
roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.6 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm);
roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

2.7 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm);
roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.8 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm);
soler clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

2.9 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm);
roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

3. Microfusion IV infusion set with a micro dropper, consisting of:

3.1 Plastic spike 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro dropper
(with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

3.2 Plastic spike 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro dropper
with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for
use.

3.3 Plastic spike 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro dropper
(with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site
(or without site); consumer packaging; instructions for use.

4. Polytrol 1V infusion set with flow regulator, consisting of:

4.1 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with 15 micron fluid filter 63
mm in length); cormecting tube (inner diameter 2.9 mm, length 150 cm); flow regulator; injection
site with Luer slip attachment completed with injection needle 18G (1.2x40 mm); Y-site (or without
site); consumer packaging; instructions for use.

4.2 Plastic spike 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; dropper (with 15
micron fluid filter 63 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); flow
regulator; injection site with Luer slip attachment completed with injection needle 21G (0.8x40
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mm); Y-site (or without site); consumer packaging; instructions for use.

4.3 Plastic spike 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; dropper (with 15
micron fluid filter 63 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

5. Novofusion IV infusion set with airvent, consisting of:

5.1 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15 micron
fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp
for flow rate adjustment; injection site with Luer slip attachment (or Luer lock or rotating Luer lock)
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
instructions for use.

5.2 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15 micron
fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp
for flow rate adjustment; injection site with Luer slip attachment (or Luer lock or rotating Luer lock)
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging;
Instructions for use.

3 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15 micron
fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp
for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or without site);
consumer packaging; instructions for use.

6. Novofusion IV infusion set without airvent, consisting of:

6.1 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with 15
micron fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.

6.2 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with 15
micron flixid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer attachment completed with injection needle
21G (0.8x40 mmy; Y-site (or without site); consumer packaging; instructions for use.

6.3 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with 15
aicron fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or

without site); consumer packaging; instructions for use.

7. Oncofusion IV infusion set with filter and airvent, consisting of:

7.1 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with 15 micron fluid filter 67
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; 0.2 micron filter; injection site with Luer slip attachment completed with injection
needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

7.2 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with 15 micron fluid filter 67
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; 0.2 micron filter; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.

7.3 Plastic spike 0.5 mm, length 35 mm with protective cap; dropper (with 15 micron fluid filter 67
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; 0.2 micron filter; injection site with Luer lock or rotating Luer lock; Y-site (or without
site); consumer packaging; instructions for use.
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8. Polyfusion IV infusion set with three-way stop cock and airvent, consisting of:
8.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
Instructions for use.
8.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
8.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); consumer packaging; instructions for use.
8.4 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
8.5 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
8.6 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); consumer packaging; instructions for use.
8.7 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
8.8 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
8.9 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (with airvent, with 15
micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller
clamp for flow rate adjustment; three-way stop cock; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); consumer packaging; instructions for use.

9. Polyfusion IV infusion set with three-way stop cock without airvent, consisting of:

9.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 150 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer slip attachment completed with injection needle 18G (1.2x40 mm); Y-site (or without site);
consumer packaging; instructions for use.

9.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
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15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
instructions for use.
9.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 150 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer lock or rotating Luer lock; Y-site (or without site); consumer packaging; instructions for use.
9.4 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 180 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer slip attachment completed with injection needle 18G (1.2x40 mm); Y-site (or without site);
consumer packaging; instructions for use.
9.5 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm);
roller clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
structions for use.

6 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 180 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer lock or rotating Luer lock; Y-site (or without site); consumer packaging; instructions for use.
9.7 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 200 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer slip attachment completed with injection needle 18G (1.2x40 mm); Y-site (or without site);
consumer packaging; instructions for use.

9.8 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with
15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm, length 200 cm);
roller clamp for flow rate adjustment; three-way stop cock; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
Instructions for use.

9.9 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; dropper (without airvent, with

5 micron fluid filter 57 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 200 cm); roller clamp for flow rate adjustment; three-way stop cock; injection site with
Luer lock or rotating Luer lock; Y-site (or without site); consumer packaging; instructions for use.

10. Neofusion 1V infusion set with double dropper, consisting of:

10.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper (with 15
micron fluid filter 52 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 150 cm); roller clamp for flow rate adjustment; 0.2 micron filter; injection site with
Luer slip attachment with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer
packaging; instructions for use.

10.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper (with 15
micron fluid filter 52 mm in length); 0.3-3 micron air filter; connecting tube (iimer diameter 2.9
mm, length 150 cm); roller clamp for flow rate adjustment; 0.2 micron filter; injection site with
Luer slip attachment with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer
packaging; instructions for use.

10.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper (with 15
micron fluid filter 52 mm in length); 0.3-3 micron air filter; connecting tube (inner diameter 2.9
mm, length 150 cm); roller clamp for flow rate adjustment; 0.2 micron filter; injection site with

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



Luer lock or rotating Luer lock; Y-site (or without site); consumer packaging; instructions for use.

11. Polyfusion-W infusion set with winged spike without airvent, consisting of:

11.1 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; 0.3-3 micron air filter; dropper (without airvent, with
15 micron fluid filter 52 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; 0.2 micron filter; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging;
instructions for use.

11.2 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; 0.3-3 micron air filter; dropper (without airvent, with
15 micron fluid filter 52 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
roller clamp for flow rate adjustment; 0.2 micron filter; injection site with Luer slip attachment
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging;
instructions for use.

11.3 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; 0.3-3 micron air filter; dropper (without airvent, with
15 micron fluid filter 52 mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm);
;oller clamp for flow rate adjustment; 0.2 micron filter; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); consumer packaging; instructions for use.

12. Polyfusion-W infusion set with winged spike with airvent, consisting of:

12.1 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; dropper (with airvent, with 15 micron fluid filter 52
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; injection site with Luer slip attachment completed with injection needle 18G (1.2x40
mm); Y-site (or without site); consumer packaging; instructions for use.

12.2 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; dropper (with airvent, with 15 micron fluid filter 52
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; injection site with Luer slip attachment completed with injection needle 21G (0.8x40
mm); Y-site (or without site); consumer packaging; instructions for use.

2.3 Plastic spike 0.5 mm, length 35 mm with protective cap equipped with small wings for
additional convenience in piercing the stopper; dropper (with airvent, with 15 micron fluid filter 52
mm in length); connecting tube (inner diameter 2.9 mm, length 150 cm); roller clamp for flow rate
adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or without site); consumer
packaging; instructions for use.

13.  Photofusion infusion set for photosensitive drugs, consisting of:

13.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (iimer diameter 2.9 mm,
length 150 cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment
completed with injection needle 21G (0.8x40 mm); Y-site (or without site); adapter for Luer tip
with MLL cap; consumer packaging; instructions for use.

13.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm,
length 150 cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment
completed with injection needle 18G (1.2x40 mm); Y-site (or without site); adapter for Luer tip
with MLL cap; consumer packaging; instructions for use.
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13.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm,
length 150 cm); roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); adapter for Luer tip with MLL cap; consumer packaging; instructions
for use.

14.  Polytrol-Micro infusion set with micro dropper and flow regulator, consisting of:

14.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm,
length 150 cm); flow regulator; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.

14.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm,
length 150 cm); flow regulator; injection site with Luer slip attachment completed with injection
needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

14.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter; micro
dropper (with 15 micron fluid filter 57 mm in length); connecting tube (inner diameter 2.9 mm,
length 150 cm); roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer
lock; Y-site (or without site); consumer packaging; instructions for use.

15.  Polyvol measured volume fluid administration set, consisting of:
15.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper with marking scale for measuring the volume of administered solution (with 15 micron
fluid filter 160 mm in length); silicon float; connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 21G (0.8x40 mm); Y-site (or without site); locking clamp; consumer packaging;
instructions for use.
15.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper with marking scale for measuring the volume of administered solution (with 15 micron
fluid filter 160 mm in length); silicon float; connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer slip attachment completed with
injection needle 18G (1.2x40 mm); Y-site (or without site); locking clamp; consumer packaging;
~Kistructions for use.
15.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; 0.3-3 micron air filter;
dropper with marking scale for measuring the volume of administered solution (with 15 micron
fluid filter 160 mm in length); silicon float; connecting tube (inner diameter 2.9 mm, length 150
cm); roller clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site
(or without site); locking clamp; consumer packaging; instructions for use.

16. Autofusion infusion set with airvent, consisting of:

16.1 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper with special
filter, which prevents the entry of air in the line when the IV bottle is empty (with airvent, with 15
micron fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 21G (0.8x40 mm); Y-site (or without site); consumer packaging; instructions for use.

16.2 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper with special
filter, which prevents the entry of air in the line when the IV bottle is empty (with airvent, with 15
micron fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; injection site with Luer slip attachment completed with injection
needle 18G (1.2x40 mm); Y-site (or without site); consumer packaging; instructions for use.
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16.3 Plastic spike diameter 0.5 mm, length 35 mm with protective cap; double dropper with special
filter, which prevents the entry of air in the line when the 1V bottle is empty (with airvent, with 15
micron fluid filter 68 mm in length); connecting tube (inner diameter 2.9 mm, length 180 cm); roller
clamp for flow rate adjustment; injection site with Luer lock or rotating Luer lock; Y-site (or
without site); consumer packaging; instructions for use.

10.  Safety requirements

- Requirements for the sanitary protection of air, soil and water bodies should comply with the
current sanitary and epidemiological rules and hygienic standards established in the coimtry.

-The possibility of environmental pollution by production waste, generated in the process of
production of the sets, should be excluded.

-The technology of production of sets does not involve the formation of liquid waste.

- Disposal of technological losses arising in the process of production of sets, as well as finished
products, if it does not meet the requirements, should be carried out in accordance with applicable
standards and requirements.

-The operation of the sets does not require special measures to protect the environment fi'om
harmful effects.

Disposal:

O The used devices are classified as class B (epidemiologically unsafe),

O Sets that have not been used for their intended purpose due to expiration and other reasons
are classified as class A epidemiologically safe waste and disposed of as household waste.

11 Materials used in production
All materials from which the components are made meet the specifications and are allowed for use.

Item for
manufacture of : :
No. which the Basic material Grade Manufacturer
material is used
Protective cap air HYOSUNG
1 inlet plug Polypropylene SMAd8 Corporation
2 Airvent filter (Air Fiberalass Performance Fibers,
inlet filter) Derg Inc.
s Latex TOP GLOVE SDN.
Latex Injection site Natural rubber BHD.
Screw cap Polycarbonate 1201-15 LG Polycarbonate
o Acrylonitrile-butadiene- TOYOLAC General
Plastic spike styrene IFB700/HF400 PurOse
Low density SABIC
- polyethylene (LDPE) + M200056/LDF 201 FG
6 Small airtight cap ety Gensity JHIL600+24FS040  Indothene-HD
polyethylene (HDPE)
Protective cap SABIC

"o o M200056/LDF201 FG/
7 "winged spike LDPE+HDPE HI1600+24ES040

(large) Indothene-HD
Protective cap Indel polymer
8 "winged spike" PVC (DEHP free) IP87ND
9  Roller clamp Polypropylene H 110MA/SM498  HYOSUNG
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No.

14

16

17

20

21

22

23

24

25

26

27

Item for
manufacture of
which the
material is used

[lousing

Flow regulator

Roller clamp
wheel

Nova drip chamber

Dropper for
measuring the
volume of injected
solution (DEHP
Jree)

1double drip
chamber

Micro dropper

Male Luer tip

MLL cap
0.2 micron fine
filter

Wash Filter

Y-site (small)

Y-site (large)

Rotating Luer lock
(Housing)

Luer tip (fixed)

Adapter

Plastic spike

Alir inlet stopper /
valve

Drip chamber
(PVC free)

Basic material Grade

Acrylonitrile-butadiene- |pgo0/HE400
styrene

Polypropylene H 110MA/SM498

Polyvinylchloride

PDC 337 K
compound

Polyvinylchloride

IP 92 ND
compound

Polyvinylchloride
compound
Polyvinylchloride
compound
Granules of
unplasticized
polyvinylchloride
(UPVC)

LDPE

Polypropylene

Polyethylene (PE) +
Polyvinylidene fluoride
(PVDF)
Acrylonitrile-butadiene-
styrene (ABS) and
Polyisoprene

PDC 337 K
PDC 337 K
MMP20/B

LDF201FG

ABS and Polyisoprene

Acrylonitrile-butadiene- 920 555 / TRE58A
styrene

ABS 920 555 / TR558A
Polypropylene and

UPVC SM498/MMP 20B
Natural acrylonitrile-

butadiene-styrene IFB 920 / HF400
(ABS)

70% HDPE+30% 50MA180 + 24FS040/
LDPE IM200056

TPE
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Manufacturer

Corporation

TOYOLAC General

Purpose
HYOSUNG

Corporation
Indel polymer

Indel polymer

Indel polymer
Indel polymer

SABIC

SABIC
HYOSUNG
Corporation
Indothene-HD

Styrolution America
LLC

Styrolution America
LLC

Styrolution America
LLC

Styrolution America
LLC

HYOSUNG
Corporation

Indel polymer
Styrolution America
LLC

Indothene-HD
SABIC

SABIC



28

29

3l

32

36

37

39

41
42

Item for
manufacture of
which the
material is used

Tube (DEHP free)

Tube
Tube (DEHP free)

Roller clamp

Adapter for Luer
tip
Connecting taper

(Luer slip
connection)

Needle hub

Protective needle
cap

Needle

Fluid filter
Y-shaped
connector

Head with Luer
lock taper
(housing)
Handle

Luer lock tip

Injection site

Pigment

Basic material

Polyvinylchloride
compound
Polyvinylchloride
compound

TPE

Polypropylene
Granules of
unplasticized
polyvinylchloride
(UPVC)

Polypropylene

Polypropylene

Polypropylene
Stainless steel

silicone coating
Nylon

Clear ABS

Polycarbonate

HDPE
HDPE

latex free
blue pigment

light-blue pigment
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Grade

IP31IND/PDC 320 ND

IP31 /BT31
Not applicable

H 110MA/SIMA498

MMP 20 B

SM 498 / 575P

SM498/575 P

SM 498/ 575 P
SS 304

dimeticone NF
Nylon 6

PA- 758

PC 1201-15/RX-1805

50MA180/M200056
M200056

Polyisoprene

Pigment No. Blue
15:0:CAS No,147-14-8
(Copper
phthalocyanine)
Titanium oxide(Ti02)
:CAS N0,13463-67-7

Pigment No. Blue
15:5:CAS No,147-14-8
(Copper
phthalocyanine)
Titanium oxide(Ti02)

Manufacturer
Indel polymer

Indel polymer

HYOSUNG
Corporation
Indel polymer
HYOSInSIG
Corporation
Indel polymer

HYOSUNG
Corporation
Indel polymer
HYOSUNG
Corporation
Indel polymer
HYOSUNG
Corporation
Indel polymer
Henan hzz iron and
steel Co., Ltd

Geo-Tech Polymers
Styrolution America
LLC

LG Polycarbonate

Indothene-HD
Indothene-HD
TOP GLOVE SDN.
BHD.

Focus Pigment Sdn.
Bhd.



Item for

manufacture of ) )
No. which the Basic material Grade

Manufacturer
material is used
:CAS N0,13463-67-7
yellow pigment
Pigment No. Yellow
14:CAS N0.5468-75-7
(Benzidine yellow)
Titanium oxide(Ti02)
;CAS NO,13463-67-7
Paper for AMCOR Flexibles
a individual Packaging paper for  OCPSxxxxIO0x/
packaging ofthe  medical devices OEHPxxxxIOx
» devices
Film for individual : : AMCOR Flexibles
45 packaging ofthe PE + PP IZ%Lngilgal devices.
devices
46 Two-layer box Cardboard AMCOR Flexibles
47  Transport package Semi-craft paper AMCOR Flexibles
EtO 20% EHO + 80% C02

12.  Preparation for operation and operation procedure

ATTENTION: Strictly adhere to the rules of aseptics and follow the general precautions and
procedures established by the protocols of medical institutions

121 The procedure is carried out in accordance with the guidelines for medical professionals
approved by the medical institution, and should include the following:

12.1.1 Preparation of hands for the procedure. Wash your hands according to the algorithm
;pecified in the guideline. This prevents infection.

12.1.2 Prepare sterile tray, cloths, a device for opening metal packaging containers with the solution
for infusion, the iniusion set, stand, and medications, allowing to perform the procedure.

12.1.3 Check the applicability of the solutions, transparency, shelf life, color, name and
concentration.

12.1.4 Prepare your hands for work.

12.1.5 Wipe the metal packaging of the container of medication for infusion to the patient with a
cotton ball soaked with alcohol to prevent microbial contamination.

12.1.6 Open the central part of the metal packaging of the container with solution for infusion with
a special device.

12.1.7 Wipe the stopper with a cotton ball soaked with alcohol.

12.1.8 Take the infusion set, check the integrity of the package and shelf life. Wipe the place for
opening the package with a cotton ball soaked with alcohol and open the package with a special
device (scissors).

12.1.9 Place a sterile disposable set on the sterile surface of the tray with sterile forceps.

12.1.10Take the airvent (if included in the set) with a sterile tweezers, remove the cap from the
plastic spike and fully insert the spike into the container plug, secure the airvent with an elastic band
along the vial.
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12.1.11Remove the cap from the spike, located closer to the dropper and insert the spike into the
container plug.

12.1.12Close the clamp on the dropper.

12.1.13Turn the container upside down and secure it on the rack.

12.1.14Remove the injection needle with sterile forceps together with the cap and place it on the
sterile surface of the work tray.
rﬁfl\/\}; Position the dropper horizontally, open the clamp and fill the dropper

alfway.

12.1.16Close the clamp, position the dropper vertically.

12.1.170pen the clamp, fill the system until the air is completely removed by directing a flow of the
solution to the medical waste tray on the working table.

12.1.18Close the clamp, connect the injection needle with the cap and secure the system on the rack.
12.1.19Check the system for air bubbles and the needle for patency.

122 The attending physician selects the design variant for infusion depending on the infusion
therapy (the amount of injected fluid, the therapy program, the conditions of administration, control
of administration, etc.).

12.  Service life (shelf life) and an indication of the prohibition of use of medical devices
after the expiration date (shelf life)

The guaranteed service life of the devices; 5 years from the sterilization date. Do not use the system
after the expiration date.

13.  Storage and transportation conditions. Packaging.

The devices can be transported by all types of metered vehicles in accordance with the
transportation rules,

applicable to this type of transport, while maintaining the temperature.

The transport temperature is between 0 and 40 °C,

Store in a dry place protected from direct sunlight at a temperature from 5 to 40 °C.

Each consumer package should have a label with indication of:
0 manufacturer's name and its location (legal address, including country, and address of
manufacture, if it differs from the legal address);

manufacturer's trademark (if available);

name (designation) of the device;

package contents;

inscription "For single use™;

inscription "Sterile", highlighted or printed in a different color;

inscriptions "Non-pyrogenic", "Non-toxic";
inscription "Do not use if the consumer packaging is damaged";
sterilization date (month and year);
lot number;

inscription "Use before..." (month and year);

warning about the need to check the integrity of the package before use;

sterilization method,

storage conditions;

disposal conditions;

symbol "presence of instructions”;

symbol about "the need to read the instructions”;

mark of conformity.
information on the number of drops (20 or 60 drops) of distilled water equivalent to the volume
(1£0,1) ml or weight (1+0,1) g, in the form of an inscription or a corresponding graphic symbol

bbb obobdfbdoddzp0d000-™
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according to GOST R ISO 15223-1;
0 For needles, the marking should include: needle size as well as needle tube length(mm) and
diameter(mm) (e.g. 18G (1.2x40mm), for needle 21G (0.8x40mm)

Note - the device label should be affixed to the external side of the consumer packaging (the
packaged devices should not come into contact with the ink).

Transport marking:

The marking should be made typographically, lithographically or by printing on a paper label
firmly glued to the package, indicating:

[0 product name;

M manufacturer's name and location (legal address, including country, and, in case it differs from
the legal address, address(es) of production(s));

production date (month, year);

guaranteed validity period;

lot number or serial number (if available);

bar code (if available);

storage and transportation conditions;

marketing authorization number and date of issue;

O mark of conformity (if available)

The package should contain the transport label and manipulation signs with the meaning "Protect
from moisture”, "Fragile.Carefiilly.»

Oo0oono

Description ofsymbols on the medical device

See Instructions for use

Catalogue number
For single use only

- LOT /Ch.B. Lot number

Date of manufacture

Expiration date

S1ERIUIEO Sterilized by ethylene oxide

Sterilization and packaging
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Medical devices in different design variants are packaged in individual sterile packaging that meets
the requirements of 1ISO 11607-1, and are packed in a two-layer secondary packaging (individual
packaging paper and individual packaging film).

Packaging is free from holes, cracks, tears, wrinkles, thickenings and attenuations.
Paperfor individualpackage:

Density of the packing material: 65(x2) g/m2

package thickness; 80(x10) micron,

package size: 410 mm x 65 g/m2

Air permeability - 200-400 cm3/m2*min.

The density of glue application - 90(x2) g/m2.

The structure of the adhesive layer is continuous.

Adhesion strength - not less than 0.12 MPa.

Adhesive layer width - not less than 8 mm.

Tensile strength - not less than 12 MPa

Sterilization validity period - 5 years.

Film for individualpackage:

Density of the packing material: 1.32-1.36 g/cm3,

package size; 420 x 0.070 mm

Punching strength - not less than 0.25 MPa.

Tensile at break - not less than 20 N.

The structure of the adhesive layer is continuous.

The density of glue application - 90(x2) g/m2.

Adhesion strength - not less than 0.12 MPa.

Adhesive layer width - not less than 8 mm.

Sterilization validity period - 5 years.

-The device is packed in a heat-sealable package made of paper and polymer film/Soft blister; The
device is sterilized by ethylene oxide (EtO) according to a standardized and validated sterilization
cycle in accordance with EN ISO 11135-1:2014. The package, in which the device is packed, is
made from polypropylene and polyethylene film, and packaging paper for medical devices.
Packaging paper for medical devices has a structure that ensures maximum circulation of ethylene
oxide, air and moisture. Description of the standard sterilization cycle is provided below and is
based on the results of validation:

No. Dialled information Maximum values
1 Preliminary treatment
(i) Duration 60 minutes = 2 minutes
(it) Chamber temperature 45°C (£5X)
(iii) Humidity 30%-90%

2 Conditioning
(i) Degree of vacuum and vacuum  0.75 kg/cm2 for 30 min = 15

rate min 10 minutes + 1 minute
(if) Vacuum retention time 45°C (x5°C)
(iii) Chamber temperature 30%-90%

(iv) Chamber humidity
3 Sterilization
(I EFO temperature at the input Not less than 20°C

(ii) EKO concentration 550 mg/1 = 25 mg/1
(iii) Chamber temperature 45°C (£5°C)
(iv) Duration of exposure 280 minutes

4 Ventilation

(i) Degree of vacuum and vacuum  -0.75 kg/cm2 for 40 min *
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rate 20 min
Total number of ventilations
r procedures

The device is packaged in high-molecular (HM) film bags: The device is sterilized with ethylene
oxide (EtO) according to a standardized and validated sterilization cycle in accordance with
EN ISO 11135-1:2014. The device is packed in high-molecular (HM) bags made of high-
density polyethylene, which provide maximum circulation of ethylene oxide, air and
moisture. Description of the standard sterilization cycle is provided below and is based on
the results of validation:

No. Detailed information Maximum values
1 Preliminary treatment
(i) Duration 60 minutes + 2 minutes
(ii) Chamber temperature 45°C (£5°C)
(iii) Humidity 30% -90%

2 Conditioning
(i) Degree ofvacuum and vacuum -0.70 kg/cm” for 10+1 min

rate

(if) Vacuum retention time 10 minutes = 1 minute
(iti) Chamber temperature 45°C (£5°C)

(iv) Chamber humidity 30%-90%

3 Sterilization
(i) EFO temperature at the input  Not less than 20°C

(ii) EFO concentration 550 mg/1 £ 25 mg/1
(i1i) Chamber temperature 45°C (£5°C)
(iv) Duration of exposure 280 minutes

4 Ventilation
(i) Degree of vacuum and vacuum -0.75 kg/cm” for 40 min =

rate 20 min
Total number of ventilations 2
procedures

The appearance and performance of the device does not deteriorate even after three cycles of
ethylene oxide sterilization, since the device has been sterilized three times and the integrity of the
package has not been violated. The residual amount of ethylene oxide was also within the normal
range.

Re-validation is earned out once a year. Calibration of instruments, such as a pressure sensor, a
temperature sensor, temperature indicator and regulator, PT 100, etc., is carried out periodically
according to the calibration schedule.

Name of the infusion set Package size Quantity, pcs
LXWxH, mm

Polyfusion 1V infusion set without airvent 760x480x325 500
Polyfusion 1V infusion set with airvent 760x480x325 500
Microfusion 1V infusion set with a micro 760x480x325 500

dropper

Polytrol 1V infusion set with flow regulator  760x480x325 300
Novofusion IV infusion set with airvent 760x480x325 500
Novofusion IV infusion set without airvent 760x480x325 500
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Oncofusion rv infusion set with filter and 415x400x255 100

airvent

Polyfusion IV infusion set with three-way stop 760x480x325 500
cock and airvent

Polyfusion 1V infusion set with three-way stop 760x480x325 500
cock without airvent

Neofusion 1V infusion set with double dropper 760x480x325 400
Polyfusion-W infusion set with winged spike 760x480x325 500
without airvent

Polyfusion-W infusion set with winged spike 760x480x325 500
with airvent

Photofusion infusion set for photosensitive 415x400x255 150
drugs

Polytrol-Micro infusion set with micro dropper  760x480x325 500
and flow regulator

Polyvol measured volume fluid administration ~ 770x370x410 100
set J

utofusion infusion set with airvent 860x480x270 300

14. Maintenance
The sets are ready for use and do not require any maintenance or repair during use.

15. Cleaning and disinfection
Not required. The device is disposable.

16. Manufacturer's warranty

Poly Medicure Limited GUARANTEES THAT THIS DEVICE IS MANUFACTURED ACCORDING TO
APPLICABLE STANDARDS AND SPECIFICATIONS. PATIENT'S CONDITION, CLINICAL
TREATMENT AND MAINTENANCE OF THE DEVICE MAY AFFECT THIS DEVICE'S
PERFORMANCE. THIS DEVICE SHOULD BE USED ACCORDING TO RECOMMENDATIONS OF
THE TREATING PHYSICIAN.

'Die finished sets meet the technical and functional requirements during five years from the sterilization
ite.

The manufacturer guarantees that the sets meet the requirements of technical documentation in case of the

user's compliance with the storage and transportation conditions, as well as the rules of operation.

/4 FEB 220

17. The medical device does not contain any medications.

18. Authorized representative of the manufacturer in the Russian Federation (name, address,
telephone, mail)

Authorized representative of the manufacturer: Advamedics LLC

Legal address: Office 15, 2nd floor, block 2, building 10, Korovinskoye shosse, Moscow, 127486, Russia
+7(495) 744-34-79

E-mail: mfo@.advamedics.ru

NOTARY PUBLIC
(INDIAN
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MepeBOA C aHT/IMINCKOrO Si3blKa Ha PYCCKUIA S3bX

"YTBEP>XJAIO"

«Monn Meanketop Jlumuteg» (Poly Medicure Limited)
CC PaBart (S.S. Rawat)

(Mwvs)

CT. leH. AMpeKToOp —OTBETCTBEHHbI 3a KayecTBO
(BO/MKHOCTB)

/NMopgnuce/
(nognuceb)

M.IT.
/Mevatb: «MONUMELUKBIO P NTA»/

NHCTPYKUMS N0 NPUMEHEHNIO MEAULIMHCKOIO U3aenns
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HacTtoswas WHCTPYKUMA MO MPUMEHEHUK WH(Y3UOHHbIX CUCTEM MNpeAHa3HayeHa Ans
03HAaKOM/IEHWSA C HUMUN N UX PaboToW, N COAEPXUT MHPOPMALUIO O MPUMEHEHUN, NOPAAKE
aKcnnyatauum v jaHHbIE O CUCTEMAX.

1 Has3BaHue MegULIMHCKOTO 1U3aenusa

CucteMbl MH(Y3MOHHbIE B BapuaHTax UCMOSTHEHUA (fasiee - «CUCTeMa» U nu3genne)
BapwaHTbl UCnofHeHNS:

1 Cuctema gnd WMHAQY3MM BHYTPMBEHHbLIX XXWUAKOCTe € BO3ayxoBogom Polyfusion
(MonnbioXH) B COCTaBge:

1.1 MnacTtkoBbIi Wnn guameTtp 0,5 MM, A/iMHa 35 MM C 3alMTHBIM KOMAaYKOM.

1.2 KanenbHUUa ¢ BO3A4yX0BOAOM, C (PUIbTPOM XMAKOCTU C AYEAKOA 15 MKM 1 A/INHOMK 57 MM.
1.3 TpybKa coegnHUTeNbHAsA, B BapuaHTax UCMoNHEHUA

-BHYTPEHHWI anameTp 2,9 MM, anunHa 150cm;

-BHYTPEeHHUI anameTp 2,9 MM, anvHa 180cwm;

-BHYTPEHHUI gnameTp 2,9 MM, annHa 200cMm.

1.4 PONMKOBBbI 32)KMM CKOPOCTW MOTOKaA.

1.5 M'HbeKUMOHHBIN y3en, B BapuaHTax UCMONIHEHUSA:

- C KpenneHuem Jlyep cAnn B KOMMEKTe C MHBEKLMOHHON mnrnoin 18G (1,2x40 mm);

- C KpenneHvem Jlyep cAmn B KOMMNIEKTE C UHBEKLUMOHHOM urnoii 21G (0,8x40 mMm);

- C KpenseHvem Jlyep nok.

1.6 Y-06pasHblii nopT (unn 6e3 nopTa).

1.7. NMoTtpebuTenbckas Tapa.

1.8 WHCTpYyKUMA MO NMPUMEHEHMIO.

2. Cuctema ANns WHGY3UM BHYTPUBEHHbIX XMAKOCTen 6e3 Bosgyxosoga Polyfusion
(MonndbloXH) B cocTaBe:

2.1 MnactukoBblii wWnn gnameTp 0,5 MM, A/IMHA 35 MM C 3aLLUTHBLIM KO/IMavyKoM.

2.2 KanenbHuua 6e3 Bo3ayxoBoaa, ¢ (hUIbTPOM XUAKOCTU C SAHEAKON 15 MKM M A/IMHON 57 MM.
2.3 TpybKa coefMHUTENbHAasA, B BapyaHTax UCNOJTHEHNS

-BHYTPEHHUI guameTp 2,9 mm, gnnHa 150cwm;

-BHYTPeHHWUI anameTp 2,9 Mm, gnvHa 180cwm;

-BHYTPEHHWUI anameTp 2,9 MM, anmHa 200cm.

2.4 PONMKOBBIN 320KMM CKOPOCTU MOTOKaA.

2.5 VHBbeKUMOHHbIN Y3e/1, B BapuaHTax UCMOTHEHUS:

- C KpenseHnem Jlyep cMn B KOMMIEKTe C UHBEKUMOHHON urnon 18G (1,2x40 mm);

- C KpenneHuem Jlyep cnun B KOMMNIEKTE C UHBEKLUMOHHOM nrnon 21G (0,8x40 mMm);

- C KpensieHveMm Jlyep NokK.

2.6 Y-06pasHbIii nopT (M1n 6e3 nopra).

2.7. TloTpebuTtenbcKasa Tapa.

2.8 VIHCTpPYKUMSA MO NPUMEHEHUIO.

3. Cuctema AN  WHQY3MM BHYTPUBEHHbIX >KMAKOCTEA C MMKpPOKanenbHULEN
Microfusion (MUKpobtoXH) B COCTaBe:

3.1 MnacTukosbl Wun gnametp 0,5 MM, annHa 35 MM € 3alMTHBIM KOMNayYKoM.
3.2 Bo3ayLHbIA unbTp ¢ A4Yelikoi 0,3-3 MKM.

3.3 MuKpoKanesbHULa ¢ PUNbTPOM XULKOCTU C AHENKOW 15 MKM 1 AIMHOM 57 MM.
3.4 TpybKa coenHNTENbHAsA, BHYTPEHHUI gnamMeTp 2,9 MM, annHa 150cm.

3.5 Po/MKoBbIli 320KMM CKOPOCTY MOTOKa.

3.6 VIHbEKLMOHHbINM Y3en, B BapuaHTax UCMOHEHNS:

- C KpensieHnem Jlyep cMn B KOMIMJIEKTE C UHBEKLMOHHON urnoii 18G (1,2x40 mMm);
- C KpenneHnem Jlyep cAnn B KOMMNIEKTE C UHBEKLUMOHHOM nrnoii 21G (0,8x40 Mm);
- C KpensieHnem Jlyep Nok.

3.7 Y-06pa3Hblii nopT (Mnn 6e3 nopTa).

3.8. ToTpebuTenbckasn Tapa.

3.9 VIHCTpYKUMA MO NMPUMEHEHNIO.
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4. Cuctema AN UH(Y3UM BHYTPUBEHHbBIX XXWUAKOCTEN C perynatopom notoka Polytrol
(MonnTpon) B cocTage:

4.1 MnacTukoBbIi Wwnn gnametp 0,5 MM, AnnMHa 35 MM C 3aLUUTHBIM KOMaYyKoM.
4.2 KanenbHuua ¢ guabTPoM XUAKOCTU € S4HeliKoi 15 MKM 1 ANTIMHON 63MM.

4.3 TpybKa coegnHUTeNbHas, BHYTPEHHWUIA gnameTp 2,9 MM, gnmHa 150cm.

4.4 Perynartop CKOpPOCTU NOTOKaA.

4.5 VIHbeKUMOHHBIN y3e/1, B BapyaHTax UCMOSTHEHUS:

- C KpenaeHnem Jlyep cnun B KOMMEKTE C UHBEKLUMOHHOM nrnoii 18G (1,2x40 mm);
- ¢ KpenneHnem Jlyep cnvn B KOMMEKTe C UHBEKUMOHHOM urnoii 21G (0,8x40 Mm);
- C KpenneHnem Jlyep /oK.

4.6 Y-06pasHblit nopT (nnn 6e3 nopta).

4.7. MoTpebuTenbcKas Tapa.

4.8 VIHCTPYKLUMA N0 NPUMEHEHMIO.

5. CucTtemMa Ans UHQY3MM BHYTPUBEHHbLIX XUAKocTel ¢ Bo3gyxosogoM Novofusion
(HoBO(b10XH) B coCTaBe:

5.1 MnacTukoBbli Wnn gnameTp 0,5 MM, AiMHa 35 MM C 3alUTHBIM KO/INa4vyKoM.

5.2 KanenbHuua ¢ BO34yX0BOAOM, C (DUIbTPOM XUAKOCTHU C AYEAKOr 15 MKM U A/IMHON 68 MM.
5.3 TpybKa coefiHUTeNbHasA, BHYTPEHHUIA guameTp 2,9 MM, annHa 150cm;

5.4 PONNKOBBIA 32)KUM CKOPOCTY MOTOKA.

5.5 MIHbeKUMOHHbIN y3en, B BapMaHTax UCMO/THEHWS:

- C KpenaeHnem Jlyep cnun B KOMMEKTE C UHBEKLUMOHHOM nrnoii 18G (1,2x40 mm);

- ¢ KpenneHnem Jlyep cnvn B KOMMEKTe C UHBEKUMOHHOM urnoii 21G (0,8x40 Mm);

- C KpenseHuem Jlyep fnok.

5.6 Y-06pasHblii nopT (Mm 6e3 nopTa).

5.7. MoTpebuTenbcKas Tapa.

5.8 IHCTPYKUUA NO NPUMEHEHMIO.

6. Cuctema Ansa WHQY3MM BHYTPUBEHHbLIX XXUAKOCTe 6e3 Bo3gyxoBoga Novofusion
(HoBobHOXH) B cocTaBe:

6.1 MnactmkoBbIi wWun gnameTp 0,5 MM, AIMHA 35 MM C 3aLUTHBIM KO/INa4yKOM.

6.2 KanenbHuya 6e3 Bo34yxoBoaa, ¢ PUAbTPOM XULKOCTU C A4EMKON 15 MKM U A/IMHOK 68 MM.
6.3 TpybKa coefMHUTeNbHasA, BHYTPEHHUI gnameTp 2,9 MM, AnnHa 150cMm.

6.4 PONMKOBbIN 32)KMM CKOPOCTW NOTOKaA.

6.5 VIHbeKUMOHHBIN y3en, B BapvaHTax UCMNOJTHEHUS:

- C KpennaeHuem Jlyep cnun B KOMMEKTE C UHBEKLMOHHOM urnoii 18G (1,2x40 mm);

- C KpenseHneM Jlyep civn B KOMMJEKTe C UHBEKLUMOHHOK urnoi 21G (0,8x40 mMm);

- C KpenseHuem Jlyep fnok.

6.6 Y-06pasHblii nopT (Mnn 6e3 nopTa).

6.7. ToTpebuTenbCcKas Tapa.

6.8 WHCTpYKUMA NO NPUMEHEHNIO.

1. Cuctema ans MHAY3UN BHYTPUBEHHBIX XUAKOCTER C ()UIbTPOM U BO3LYXOBOLOM
Oncofusion (OHKO()bHOXXH) B COCTaBeE:

7.1 MnacTrkKoBbIf wWun guametp 0,5 MM, AnHa 35 MM C 3alUTHBIM KOJINa4YyKOoM.
7.2 KanenbHuua ¢ guabTpoM XUAKOCTU C SHenKo 15 MKM 1 A/INHOM 67 MM.

7.3 TpybKa coeAnHUTeNbHAsA, BHYTPEHHWUI AnameTp 2,9 MM, anmHa 150cm;

7.4 PONMKOBBIN 32)KMM CKOPOCTW NOTOKaA.

7.5 ®uNbTp ¢ pasmepom s4Yeiikm 0,2 MKM.

7.6 VIHbeKUWOHHbIN Y3en, B BapMaHTax UCNO/THEHUS:

- C KpennaeHnem Jlyep cnun B KOMM/EKTE C UHBEKLMOHHOM nrnoii 18G (1,2x40 mm);
- C KpensieHnem Jlyep cAmn B KOMM/IEKTe C UHBEKLUMOHHON urnoi 21G (0,8x40 mm);
- C Kpen/eHuem Jlyep fnok.
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7.7 Y-06pasHblii nopT (M1n 6e3 nopTa).
7.8. MoTpebuTenbckKas Tapa.
7.9 VIHCTPYKUMS MO NPUMEHEHUIO.

8. Cuctema AN MHQY3MM BHYTPUBEHHbIX >XWAKOCTENW C TPEXXOAOBbIM KpaHOM U
Bo3ayxosogom Polyfusion (MonnboXH) B cOCTaBe:

8.1 MnacTtnkosbI Wnn gnametp 0,5 MM, AnrHa 35 MM C 3aLUTHBLIM KOMAYyKOoM.

8.2 KanenbHUUa ¢ BO34yX0BOAOM C (PUABTPOM XMUAKOCTU C AYEAKON 15 MKM 1 ANIMHOM 57 MM.
8.3 TpybKa coegnHNTeNbHAsA, B BapuUaHTax UCMONHEHUS

-BHYTPEHHUIA anameTp 2,9 MM, anmHa 150cwm;

-BHYTPEHHUI gnameTp 2,9 MM, anvHa 180cwm;

-BHYTPEHHUI AnameTp 2,9 MM, anvHa 200cMm.

8.4 PONMKOBbI 32KMM CKOPOCTM MOTOKaA.

8.5 TpexxoaoBoW KpaH.

8.6 VMIHBbEKLMOHHbLIN Yy3e/, B BapMaHTax UCMO/THEHUS:

- C KpenneHuem Jlyep cAnn B KOMMMEKTE C UHbEKLMOHHON nrnoii 18G (1,2x40 mMm);

- C KpensieHnem Jlyep cAnn B KOMMJIEKTE C MHBbEKLWOHHON urnoi 21G (0,8x40 mMm);

- C KpensieHveMm Jlyep oK.

8.7 Y-06pasHbIii nopT (Unu 6e3 nopra).

8.8. MoTpebuTenbckas Tapa.

8.9 MHCTpyKLUMA MO MPUMEHEHMIO.

0. Cuctema AN MHQY3MM BHYTPUBEHHbIX XWUAKOCTEW C TPEXXOAOBbIM KpaHOM 6e3
Bo3ayxosoga Polyfusion (MonnbtoXxH) B cOcTaBe:

9.1 MnacTnkosbliA Wunn gnametp 0,5 MM, nMHa 35 MM C 3alLMTHBIM KOMMaYKOoM.

9.2 Bo3gyLWHbI GUAbTp ¢ AYelikoit 0,3-3 MKM.

9.3 KanenbHuua 6e3 Bo3ayxoBoaa ¢ hUIbTPOM XUAKOCTU € AYEIKOA 15 MKM 1 A/INHOW 57 MM.
9.4 TpybKa coefMHNTE/IbHAsA, B BapnaHTax UCNOSIHEHUS

-BHYTPEHHWIA anameTp 2,9 MM, gnvHa 150cm;

-BHYTPEHHWIA gnameTp 2,9 MM, aAnnHa 180cwm;

-BHYTPeHHUI anameTp 2,9 Mmm, gnnHa 200cMm.

9.5 PONMKOBBIN 3a)KMM CKOPOCTU MOTOKaA.

9.6 VMIHBbEKUMOHHbLIN Yy3e/, B BapnaHTaxX UCNO/THEHNS:

- C KpenneHuem Jlyep cavn B KOMMIEKTe C MHbEKLUMOHHOM urnoit 18G (1,2x40 MM);

- C KpenneHnem Jlyep cnun B KOMMAEKTE C MHbEKLMOHHON urnoii 21G (0,8x40 mMm);

- C KpenneHnem Jlyep /oK.

9.7 Y-06pasHbIii nopT (Mnn 6e3 nopra).

9.8. MNMoTpebuTenbckas Tapa.

9.9 VHCTpYKUMA N0 MPUMEHEHUIO.

10. Cuctema Ana WHGY3UU BHYTPUBEHHbIX >XUAKOCTEW C [ABOWHON KanenbHULEN
Neofusion (Heo(btoXH) B cocTaBe:

10.1 MnacTukoBbIi Wwinn gnameTtp 0,5 MM, AnnHa 35 MM C 3aLMTHBLIM KOMMAa4YKOM.

10.2 [BoliHas KanesibHULUa ¢ (OUIbTPOM XUAKOCTU C SUHeNKo 15 MKM 1 gNnHOK 52 MM.

10.3 Bo3ayLHbI (nUAbTP ¢ a4eikoi 0,3-3 MKM.
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10.4 Tpy6Ka coefiHUTE IbHasA, BHYTPEeHHWUI gnameTp 2,9 MM, anunHa 150cm.

10.5 PonMKOBbI 32KMM CKOPOCTK NOTOKaA.

10.6 ®unbTp C pasmepom sYeinkun 0,2 MKM.

10.7 NHBbEKUMOHHBI Y3e/, B BapnaHTax UCNO/THEHWS:

- C KpenneHnem Jlyep cnvn B KOMMEKTE C MHBEKUMOHHON urnoin 18G (1,2x40 mm);
- C KpenneHnem Jlyep CNun B KOMMEKTE C MUHBEKUMOHHON urnoin 21G (0,8x40 Mm);
- C KpenneHwem Jlyep /oK.

10.8 Y-06pasHblit nopT (Mnn 6e3 nopTa).

10.9. MoTpebuTenbcKasi Tapa.

10.10 NIHCTpYKLMA MO NPUMEHEHMIO.

11.  Cwuctema gnsd vHQy3nm ¢ WMNomM ¢ Kpbinbiwkamu Polyfusion-W (MonndbtoxxH-B)
6e3 BO3yX0BOAa B COCTaBe:

11.1 MnacTKoBbIA Wwnn gnameTp 0,5 MM, AMHa 35 MM C 3alUUTHLIM KOMMNayKoM, CHabXXeHHbI
Ma/IEHbKMMW KpPbUbILKaMy A1 LONO/THUTENIbHOIO YA06CTBa NPU MPOKasibiBaHUM NPOOKMN.

11.2 KanenbHuua 6e3 BO34yxoBoAa, ¢ PUNbTPOM XULKOCTU C SHENKOM 15 MKM U SIMHOR 52 MM.
11.3 Bo3ayLHblii (unbTp ¢ A4einkoi 0,3-3 MKM.

11.4 Tpy6Ka coeAnHUTENbHAsA, BHYTPEHHWIA anameTp 2,9 MM, anuHa 150cm.

11.5 PONMKOBbI 3aXKMM CKOPOCTK MOTOKa.

11.6 dunbTp ¢ pasmepom A4elikm 0,2 MKM.

11.7 'HbeKUMOHHbIN Y3e/1, B BapuaHTax UCNOSTHEHUS:

- C KpenneHuem Jlyep civn B KOMMJIEKTE C MHbEKLUNOHHON urnoin 18G (1,2x40 mm);

- C KpenneHuem JSlyep civn B KOMMJ/IEKTE C UHBEKLUMOHHOM urnon 21G (0,8x40 mm);

- C KperisieHueM Jlyep oK.

11.8 Y-06pa3Hbiii nopT (v 6e3 nopTa).

11.9. MoTpebuTenbckasn Tapa.

11.10 VIHCTPYKUMA NO NPUMEHEHMIO.

12. Cuctema gna MHQY3um ¢ Wnnom ¢ Kpbinblwkamu Polyfusion-W (MonungbtoxH-B) ¢
BO3yX0BOAOM B COCTaBE:

12.1 MnacTuKoBbIin Wwinvn agnameTp 0,5 MM, AniMHa 35 MM C 3aWMTHBIM KOMNaYyKoM, CHabXKeHHbI
Ma/IEHbKUMW KPbUIbMMNKaMK1 /15 AONOSIHUTE/TIbHOM0 YA06CTBA NPy NPOKasibIBaHUN NPOGKMN.

12.2 KanenbHuua ¢ BO34yX0BOAOM, C (DUIbTPOM XUAKOCTU C AYeKON 15 MKM 1 ASIMHOA 52 MM.
12.3 Bo3ayLHblA (UNbTP ¢ A4elikoi 0,3-3 MKM.

12.4 Tpy6Ka coefiHUTEebHAsA, BHYTPeHHWI gnameTp 2,9 MM, anvHa 150cMm.

12.5 PonKOBbBIA 3a)KMM CKOPOCTM NOTOKaA.

12.6 VIHbeKUNOHHBI Y3€e/, B BapMaHTaXxX UCMOSHEHUS:

- C KpenneHwem Jlyep cAvn B KOMM/IEKTE C MHBEKUNOHHOM nrnoin 18G (1,2x40 mMm);

- C KpensieHneM J1yep ciavmn B KOMMJIEKTE C MHBEKLUMOHHON urnoii 21G (0,8x40 mMm);

- C KpenneHuem Jlyep nok.

12.7 Y -06pasHblii nopT (unun 6e3 nopTta).

12.8. TlloTpebuTensckas Tapa.

12.9 NHCTPYKUMA MO NPUMEHEHUIO.

13. Cuctema ans wHMy3Mm And QoToyyBCTBUTENbHLIX MpenapatoB Photofusion
(PoTohboXKH) B cOCTaBe:

13.1 MnacTukoBbI Wwvn gnameTp 0,5 MM, ANrHa 35 MM C 3aWMTHbIM KO/IMAYKOM.

13.2 KanenbHuua ¢ GuUibTPOM XULKOCTU C AYEAKOW 15 MKM 1 A/IMHOKA 57 MM.

13.3 Bo3ayLHblii puabTp ¢ siyelikoii 0,3-3 MKM.

13.4 Tpyb6Ka coeiMHUTeIbHAsA, BHYTPeHHUI gnameTp 2,9 MM, gnunHa 150cm.

13.5 POnMKOBbI 38)KMM CKOPOCTM NOTOKaA.

13.6 MepexogHMK Mnof oXBaTblBaeMblil HAKOHEYHUK JTyepa ¢ MLL-Konnavykom.

13.7 IHbEKUMOHHBIN y3e/, B BapuaHTax UCMONHEHWS:

- C KpenneHuem Jlyep cnvn B KOMMEKTE C MHbEKUNOHHOM urnoin 18G (1,2x40 mMm);
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- C KpennaeHnem Jlyep cAnn B KOMM/IEKTE C UHBEKLMOHHOM urion 21G (0,8x40 mm);
- C KpenseHuem Jlyep nok.

13.8 Y-06pasHblit nopT (nnn 6e3 nopra).

13.9. MoTpebuTenbckasn Tapa.

13.10 WHCTpyKUMA MO MPUMEHEHMIO.

14. Cuctema AN UHGY3MM C MUKPOKanenbHULUEN W perynatopom notoka Polytrol-
Micro (Monntpon-Mukpo) B cocTase:

14.1 MnacTukoBbli Wwinn gnameTtp 0,5 MM, AnnHa 35 MM C 3aLUTHbLIM KO/INa4YKOM.
14.2 MuKpo-KanenbHULA ¢ PUNbTPOM XMAKOCTU C AUenKol 15 MKM U ASTMHON 57 MM.
14.3 B03ayLLHbIA PUALTP ¢ AYeinkol 0,3-3 MKM.

14.4 Tpy6Ka coeguHUTeNbHasA, BHYTPEHHUI anameTp 2,9 MM, gavHa 150cm.

14.5 PerynaTtop CKOpPOCTU NOTOKa.

14.6 N'HbEKLUMOHHBI y3en, B BapnaHTax UCMONHEHUS:

- C KpenaeHuem Jlyep ciamn B KOMMJEKTE C UHBEKLMOHHOM nrnon 18G (1,2x40 mm);

- C KpenneHnem Jlyep cnun B KOMM/EKTe C MHbeKLUWOHHOM nrnon 21G (0,8x40 Mm);

- C KpenseHuem Jlyep nokK.

14.7 Y -06pasHblil nopT (Mnm 6e3 nopTa).

14.8. MoTpebuTenbcKas Tapa.

14.9 VIHCTPYKLUMA MO NPUMEHEHUIO.

15. CuctemMa Ans MHMYy3mMm C M3MepeHMeM ob6bema BBOAMMOro pacteopa Polyvol
(Monuson) B cocTase:

15.1 MnacTukoBbI Wwnn agnameTp 0,5 MM, AnnHa 35 MM € 3aLUTHLIM KOMMayuKOM.

15.2 KanenbHuua ¢ rpagyMpoBKOA Ans M3MepeHUst 06beMa BBOAMMOIO pacteopa ¢ (uIbTPOM
XXUAKOCTK C AYeikoi 15 MKM 1 ganHoin 160 mm.

15.3 Bo3ayLHblii (unbTp ¢ syerikoi 0,3-3 MKM.

15.4 Tpy6Ka coeguHUTeNbHAsA, BHYTPEHHUI anameTp 2,9 MM, AnivHa 150cm.

15.5 PONIMKOBbI 3a)KMM CKOPOCTM NOTOKa.

15.6 VIHbEKLMOHHbIN Y3en, B BapMaHTax UCMOTHEHWS:

- C KpenneHvem Jlyep Cmn B KOMMNIEKTE C MHBEKLMOHHON urnon 18G (1,2x40 mm);

- ¢ KpenneHnem Jlyep cnavn B KOMMNEKTe C UHBbEKLMOHHOM nrnon 21G (0,8x40 mm);

- C Kpen/eHuem Jlyep fnok.

15.7 Y-06pasHblit nopT (nnn 6e3 nopta).

15.8. MoTpebuTenbckas Tapa.

15.9 VIHCTPYKLUMA MO NPUMEHEHUIO.

16.  Cuctema gns uHgysunm c sosgyxosogom Autofusion (ABTO(bIOXKH) B COCTaBE:

16.1 MnacTtukosblii Wwinn gnameTtp 0,5 MM, AMHA 35 MM C 3aLUTHBLIM KO/INAaYyKOM.

16.2 [BoiiHas KanenbHWULA CO creunasibHbIM (UALTPOM, NPesoTBpaLLaloLWMM NPOHUKHOBEHME
BO34yXa B JINHUIO NP OMYCTOLLUEHUN (/laKOHa C BO34YX0BOLOM C (PU/IbTPOM >XXUAKOCTU 15 MKM
N ANNHOK 68 MM.

16.3 Tpy6Ka coeagnHUTEebHAsA, BHYTPEHHWUIA agnameTp 2,9 MM, anvHa 180cm.

16.4 PONMKOBBIM 32)KMM CKOPOCTU MOTOKa.

16.5 IHbeKLMOHHbBIW y3es1, B BapuaHTax UCMONIHEHUS:

- C KpenaeHnem Jlyep civn B KOMMNIEKTe C UHBEKLUMOHHOM urio 18G (1,2x40 mm);

- C KpenaeHnem Jlyep cavn B KOMMNIEKTE C UHBEKLMOHHOM urion 21G (0,8x40 mMwm);

- C KpernsieHueMm Jlyep fok.

16.6 Y-06pasHblii nopT (unm 6e3 nopTa).

16.7. NMoTpebuTenbckasn Tapa.

16.8 VIHCTPYKUMA MO NPUMEHEHMIO.

2. CsefleHns 0 Npon3BoaunTeNe MeAULIUHCKOTO U34enns

KomnaHunsa «MNonn Megmkbiop Jinmnten»
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npoussoacTteeHHaa mowaaka: BJ/IOK I. Yuyactok Ne 104-105, Cektop 59, XCUAK,
MpombilwneHHas 30Ha, bannabrap, ®apugabag-121 004, XapbsiHa WHams (Plot Ne 104-105,
Sector 59, HSIIDC, Industrial Area, Ballabhgarh, Faridabad-121 004, Haryana, India).
B MeAMUMHCKUX LeHTpax v yupexaeHnsaxX 34paBooxXpaHeHuns.
3. MokasaHMA K NPUMEHEHNO MeAULLMHCKOrO nU3genms
- IHby3mns xngKocTenn, TakuX Kak NnapeHTepasibHOe NUTaHWe, a Takxke BBeeHWe apyrunx
NIeKapCTBEHHbIX MpenapaTos.
-Moppep>xka rugpataymm n/unm npaBuUIbHOM gerngparaumm y naumeHToB, KOTOpble He B
COCTOSIHUW NepopasibHO MPUHMMATL LO0CTaTOYHbI 06beM XXULKOCTH.
CucteMbl Ans MHGY3UN (gasiee cUCTeMa UM U3fesive) npefHasHayeHbl 418 rpaBUTaunoHHOro
BMBaHNA NaLMEHTY UHDY3MOHHbIX PacTBOPOB M3 CTEK/ISAHHBIX U MOSIMMEPHbBIX eMKOCTEA.
5. MpoTuBONOKasaHNA K NPUMEHEHNIO MEANLLMHCKOTO U3aenuns
-BBeaeHme XXMAKOCTeN BbICOKON BA3KOCTW.
-He ncnonb3oBaTb y NauneHToB C U3BECTHOM TMMNepYyBCTBUTENIBHOCTBIO K KAKOMY-/T1M60
NCNosb3yeMoMy MaTtepuany.
6. Mepbl NPefoCTOPOXKHOCTU MO MPUMEHEHUIO MEeAULUHCKOTO N34eNnuns
-He ncnonb3oBaTb 4N nepennBaHnA KPoBY UM KOMIMOHEHTOB KPOBU
-He ncnonb3oBatb, €C/iv OTCYTCTBYIOT WIN HEMJIOTHO CUAAT 3alUTHbIE KOMMaYvKu.
-He ncnonb3oBaTb, eCNv yNakoBKa BCKPbITa U NOBPEXeHa.
-Micnonb3oBaTb Pe3VHOBYHO YacTb TO/ILKO /19 BBEAEHUS NIEKAPCTBEHHbIX MpenapaTos.
-YTunusmposaTb Habop NOc/ie OJHOKPATHOro NPUMeHeHUs. TONbKO /151 BBELEHUSA CaMOTEKOM.
-Ecnun n3genve cogepXXnT Tanatbl, He UCMOMNb30BaTb /18 IeYeHUS AeTel, a Takke 6epeMeHHbIX
N KOPMSILLMX MaTepeii.
MHCTPYKLUMN NO TEXHNKE 6€30NacCHOCTH
-Mpouenypa NpoBOANTCA MO NPEANUCAHMIO Nlevallero Bpaya.
-Habopb! 3anpeLLeHo NOAKAYaThL K APYTMM UH(Y3MOHHBIM UM TPaHCHY3MOHHbLIM CUCTEMAM.
-Habopb! npefHa3HayeHbl TOIbKO A1 04HOPAa30BOro NpUMeHeHUs. MoBTOPHOE NPUMeHeHne
3anpeLLeHo.
-Mpwv nogrotoBke HabopoB K paboTe 1 3ano/IHEHUN AOMXKHbI COBMI0AATHCA NPaBuIa acenTUKM.
-Habopbl nocTaBnATCA B CTEPU/IBHOM COCTOSSHUW. MOBTOpHAaA cTepunnsaLms CUCTEM
3anpeLyeHa.
-Mpouenypa fonxHa NPOBOAUTLCA TO/IbKO KBA/IM(IULMPOBAHHBIM MEANLNHCKUM MePCOHaJIOM.

7. B0o3MOXXHble N060UHbIe 3 (PEKTbI NPU UCNONBb30BAHUU MeAULUHCKOI0 U3Lenns
BosgyLuHaa am60/11A, BO3HMKaOLLAA B pe3y/ibTaTe: BCacbLUaHUS BO3AYyXa B OTKPbITbIE BEHbI C
HU3KUM LeHTPa/IbHbIM BEHO3HbIM AaB/IEHVEM; HapYLLEHUA repMeTUYHOCTU UN HELOCTAaTOYHOI0
HaroJIHEHMSA CUCTEMbI B CBA3M C HapYyLUeHNeM METOANKM MPOBefeHUs UHDY3NN.

MpopumnakTnka No6OYHBLIX 3h h eKTOB

1) Heo6x041MMo0 TOYHOe CO6/1t0eHNE METOANKN MPOBELEHUA UHDY3UN.

2) KoHTponupoBaHne 0TCYTCTBUA MY3bIPbKOB BO34yXa BHYTPU CUCTEMbI U YPOBHA
WHMY3NOHHON cpefbl B EMKOCTM BO BpeMsi nepesimBaHns / HMPY3nmn, 1 0Co6eHHO B KOHLE A/1S
npeAoTBpaLLeHns BO3AYLLHOW 3Mb601UN.

8. TexHn4yecKne gaHHbIE

B KOMNeKT Bcex BapuaHTOB UCMO/THEHUA CUCTEMbI BXOAUT MNIACTUKOBbIM LUUM - «YCTPONCTBO»
NS nepdopaymm Npobky (MM Konnavka) eMKOCTU ¢ MHJY3MOHHBbIM PacTBOPOM C 3alMTHbIM
KO/INayKoM (KO/MMayoK A1 N1acTUKOBOI0 LLMNA) (4asiee No TEKCTY - NIACTUKOBbIW UMM Un
NacTUKOBas Urna).
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SaLMTHBIA KOMMavoK

WH(Y3NOHHbIE  CUCTEMbI  [IO/DKHbI  ObITb  W3rOTOB/IEHbI TakKUM 06pa3oM, 4TOOblI PUCK
3arpsisHEHHOCTM YacTuLamy 6bin CBeAeH K MUHMMYMY. [MOBEPXHOCTb BCEX 4YacCTeil CUCTEMBI,
COMPUKACaOLWMXCS C XKUAKOCTbIO, JO/HKHA ObITb TNaAKoA MU UUCTO. KONMYecTBO 4acTul, He
[O/HKHO MpeBbILWATh MpeaesbHOe 3HAYeHWe MHAeKca 3arpsisHeHus, paBHoe 90. VH(y3MoHHas
cUcTeMa He [o/MKHA MPUBOAUTL K Mpoleccy remMonunsa. WHGY3MOHHbIE CUCTEMbI, 3a
NCK/TIOUEHMEM 3aLLMTHBIX KO/MMA4YKOB, A0/MKHbI BbIAEPXMBATb MPU PACTSHKEHUN CTATUYHYHO

BapvaHT MCNONHEHNA CUCTEMbBI ANA MHPY3UN OnvHa, cm Macca, r
(£10%) (£10%)
Cuctema AN MHDY3NN BHYTPUBEHHbIX XUNAKOCTel ¢ Bo3gyxosoaom Polyfiision 170,7 25,0
(MonndbOXH) 200,7 26,0
220,7 27,0
CucTtema Ansi MHOY3UU BHYTPUBEHHbIX XUAKOCTEN 6e3 BO34yXxoBoaa 170,2 24,0
Polyfusion (MonndbloXH) 200,2 25,0
220,2 26,0
Cuctema NSt UHPY3UU BHYTPUBEHHbIX XMULKOCTEN ¢ MUKpOKanenbHULeWn 170,7 25,0

Microfusion (MMKpoOd b XKH)

Cuctema 4N MHDY3UN BHYTPUBEHHbBIX XXUAKOCTEN C perynaTopomMm noToka 170,8 47,0
Polvtro! (MonuTtoon)

Cwuctema AN MHPY3UN BHYTPUBEHHbBIX XUAKOCTER C BO3JYXOBOAOM 170,3 25,0
Novofiision (HoBO® b XH)

CuctemMa A4na MHPY3UM BHYTPUBEHHbIX XUAKOCTen 6e3 Bo3gyxoBofa 170,3 24,5
Novofiision (HoBo( bl XH)

CuctemMa AN MHPY3UN BHYTPUBEHHbIX XUAKOCTER C PUNbTPOM 1© 184,2 50,0
Bo3ayxoBogom Oncofusion (OHKOM bIOXH)

Cunctema AN MHPY3NUN BHYTPUBEHHbIX XUAKOCTEA C TPEXXOA0BbIM KPaHOM 1 173,7 28,0
Bo3gyxosoaom Polyfiision (MonndbroxH)

CunctemMa ANs MHPY3NN BHYTPUBEHHbIX XUAKOCTEN C TPEXXOA0BbIM KpaHoOM 6e3 173,7 27,5
Bo3gyxoBoga Polyfiision (MonngboXH)

Cuctema Ana MHOY3NUN BHYTPUBEHHbIX XUAKOCTEW ¢ LBOMHOW KanenbHUL el 170,7 24,0
Neofiision (Heo® b XH)

Cuctema N8 UHPY3MM ¢ WMNOM ¢ KpblAablwkamu Polyfiision-W 170,7 25,0

(MonndbloxH-B) 63 Bo3gyxoBoga 200,7 26,0
220,7 27,0

Cucrtema Ana MHPY3MmM c WUNom ¢ KpbiAablwkamu Polyfusion-W (MonndboXH- 170,7 25,7

B) c BO3AyX0BOAOM 200,7 26,7
220,7 27,7

Cuctema 4na MHPy3uu ansa GoTOHYBCTBUTENbHbIX NpenapaTtoB Photofiision 170,7 24,0

(POTODPBIOXKH)

CuctemMa AN MHDY3UU C MUKPOKanenbHULeh n perynatopom notoka Polytrol- 170,2 45,0

Micro (Monntpon-Mukpo)

Cwuctema Ansa mHPysumn c nsmepeHmem obbema Beogumoro pacrtsopa Polyvol 180,5 40,0
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(Monwnson)

Cuctema gna MHpysmm c Bodgyxosogom Autofusion (ABTOPbHOXH) 175,0 35,0

3alWUnTHBbIN Ko/nayvyok (Konnayvok Ans naacTUKOBOro LWMNa)
[JocTtaToyHasn fnHa, 4Tobbl BMECTU/ICA MIACTUKOBBIW LU,
MaTepnas MOXET 6bITb MPO3PAYHbLIM U NOYNPO3PaAUHbIM.
3auenneHne He JO/MKHO 6bITb NAOTHBLIM, YTOObI KPbILLKY MOXHO 6bl/10 CHATb BPY4HY!IO,
HO [OCTaTOYHO HAAEXHbIM AN1A NPejoTBpaLLeHNs C/ly4anHoro oTcoefMHeHUA BO BpPeMs
obpaLLeHNsA 1 TPaHCMOPTUPOBKMU.
MoBepXHOCTb [O/HKHA ObITb YMCTOW, 6€3 3ayCeHLEeB, YepHbK YacTwul, MeXaHWYeCKuX
NOBPEXAEHWN, NOCTOSAHHbIX BKKOYEHUIA U T. 4.
Ha konnayke nnacTUKOBOW «UT/bl-6a604KM» eCTb KpPbUIbsl (KOTOPbIE HA3bIBAKTCA «LUNIM
C KPbLUbILLKaMW» CM. PUCYHOK BbILLIE) A/IA NIErKOr0 NPOKa/ibiBaHWA MPO6KN C pacTBOPOM
AN UHBEKLMN.
Onametp 13+0,1 mm
MpoYHOCTb COEAMHEHUA C NNACTUKOBbLIM LLUNIMOM He MeHee 50H.
Ha Konnauke nnacTMKOBOro Livna (MJacTUKOBOW WUrfbl) MOXET OblTb BO34YXOBO[ C
BO3AYLUHbIM (DMNLTPOM W 3arfylKOW B 3aBUCUMOCTM OT KOHCTPYKTUBHOrO BapuaHta
ncnosiHeHna CucTemsl.

Bo3ayxoBsog

B0o3ayx0BOA 1 NAACTUKOBbINA LWWM LO/MKHbI 6bITb COeANHEHBI FEPMETUYHO.
CepmMeTUYHOCTb COeAUHEHUSA [O/MKHA ObITh NPoBepeHa nNpw aasneHnn B 0,3 MIMa (3 6apa).

Ha B034yx0B0OAe LOMKHbI OTCYTCTBOBATL 3ayCeHL,bl, YepHbIe YacTULlbl, MexaHN4YecKue
NOBPEXAEeHWNSA, MUHOPOAHbIE BK/IOYEHUA U T.[.

Bo3gyLwHbI (UNbTp AO/KeH obecneunBaTb CTPYMHYHO Nojady M3 6yTbINKKU 1 NonagaHue
YXXWAKOCTW B BYTbINIKY.
Mpun NprcoeanHEHNN BO34YX0BOAA K XXEeCTKOMY MH(Y3MOHHOMY KOHTEMHEepPY He [ornyCcKaeTcs

nonagaHve Bo3fyxa U3 KoHTeliHepa B MOTOK XXUAKOCTH.
MnacTUKOBLIW WKUnN

MNacTUKOBbIV LW LO/MDKEH YA0BNETBOPATb TPe60BaHNAM K pasmMepy.

KOHUMK Lwmna fonkeH 6biTb OCTPbIM U NerkKo NPoKasbiBaTb KOMAa4Y0K MHMY3MOHHbIX

pacTBOPOB CTEK/SAHHBLIX U MOMIMMEPHbIX eMKoCcTeil. OcTpas U Nerko npoKasibroaroLas

nurna fonmkHa onopoXkHATbCS 6e3 octatka. OHa UMeeT ABa OTBEPCTUS, PACMOSIOKEHHbIE

OZHO 3a ApYryM Ha pasHbIX CTOPOHAX UI/bl HA PacCTOAHUM 9 MM OT KOHUMKA Wb,

KneeBoe coeAuHeHMe MeXAy LUMMNOM W KanesbHOW KaMepon [JO/MDKHO  6bITb

repmMeTUYHbIM.

MoBepXHOCTb A0/KHA ObITb YMCTON, 6e3 3ayCeHLEeB, YepHbIX YacTuL, MeXaHWYeCKMX

NOBpPEeXAEeHWN, MHOPOAHbIX BK/OYEHW U T. A.

[nHa nnacTMKOBOW Urfbl € 3alMTHbIM KO/IMa4YKoM cocTaB/sieT 35 Mm + 0,3 M.

OnameTp wmna coctasnset 0,5 mm = 0,05 mm.

MPOYHOCTb COeMHEHMS MIACTUKOBOIO LUKMMa C Kane/ibHON KaMepon LOMIXKHO ObITb He

MeHee 20H.

Tpy6ka (c DEHP/6e3 DEHP, a Takxke 6e3 NMBX, B COOTBETCTBYHOLLMX C/IyYasx).
Tpy6Ka fomkHa 6bITb NPO3PAYHON UAKN MOAYNPO3PAYHONA, YTOObI MOXXHO 6bISI0 YBUAETH
nepemMeLLieHre Ny3bIPbKOB BO34yXa.
MoBePXHOCTb A0/MKHA ObITb YMCTOW, 6e3 3ayCeHLeB, YepHbIX 4YacTuL, MeXaHWYeCcKuX
NOBPEXAEHW, MHOPOAHbBIX BK/KOYEHWNA U T. A.

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

M I 111



[Oo/mKHbI  OTCYTCTBOBaTb W3rvbbl WKW CAUMLUMECA MeXAy CO60M YyyacTKu TpyoboK,
KOTOpPble MOI/I1 Obl NPefOTBPATUTbL HOPMa/IbHbIN NOTOK XUAKOCTH.

MecTo coeAuHeHUsT TPYOKM C KanenbHOW Kamepol (KanenbHULUEn) [OMKHO 6biTbh
repMeTUYHbLIM 1 BbIJEPXMBATL CTATUYECKOE pacTArnsaroLlee ycusane He meHee 20 H.
MBX-Tpy6KM SAHTApPHOIO UBeTa C 3aWnTon oT Y P-s1ydeid ¢ f/IMHOM BOSHbI 290-450 HM
[11 CBETOUYBCTBUTE/IbHbIX MPenapaTos.

BHyTpeHHWUIT anameTp coctasnseT 2,9 mm 0,1 MM; BHeWHWIA - 4,1 MM £0,1 MMm.
TBepaoCTb TPYOKU A0/MKHA COCTaBATbL 0T 75 A go 77 A no LUopy.

[nvHa Tpy6km coctaBnset 100, 110,150,180 1 200 cm + 0,05 cm.

[omkeH GbITb NPOCBET UepHble NATHA He A0MNYyCKaloTCs

PONMKOBBLI 3aXKUM A5 PeryinpoBaHMsa CKOPOCTU NOTOKa (PONMKOBLIV 3aXKMM 1 KOopnyc
POMKOBOTO 3aXKNMa)
PONUKOBLIV 3aXUM AN1S PErynnmpoBaHMs CKOPOCTU MOTOKa [O/DKEH 6ObiTb CrnocobeH
perynnpoBaTb CKOPOCTb MOTOKAa XWUAKOCTW ANA MHAQY3UM OT Hyns 40 Makcumyma (OT
MOJTHOI O MepeKpbLUIaHUA 40 CTPYMHOI0 BBEAEHMS).
PONMKOBbIN 3a)KUM [/15 Pery/iMpoBaHMs CKOPOCTY MOTOKA He [O/IKEH Bbi3bIBaTb
noBpexaeHns Tpy6KM BO BPeMS A/INTE/IbHOIO MPUMEHEHUS.
Bo BpeMs XpaHeHUs1 MeXAy PO/IMKOBbIM 3a)KMMOM A5 PeryiMpoBaHnUsa CKOPOCTM NOTOKa
N TPY6KOW He LO/HKHO NPOUNCXOAUTL KaKNX-IMB0 XMMUYECKUX PeaKLnii.
MoBepXHOCTb A0/MKHA OblTb YMCTON, 6€3 3ayCeHLEB, YEPHbIX YacTuL, MeXaHUYeCKUX
NOBPEXAEHWN, MHOPOAHbBIX BKOYEHWUIA U T. .
[inHa ponnkosoro 3axkuma coctasnset 50,05 mm.

eCcTo

pacnosioXKeHus
MoBepXHOCTb JO/HKHA 3a/IBUXKKM

N BbITb YNCTOM

Ha noBepxHOCTU He
[0/DKHO ObITb 3ayCeHLEB
MecTo pacnosioXXeHns 3aBVKKN
MecTo pacnonoXxeHns 3aiBMKKN
PuneHve He O/HKHO ObITb MOBPEXAEHO.
PudneHre He JO/HKHO ObITh MOBPEXAEHO
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Perynatop CKOpocTu NoToKa

T.0.

PerynsiTop CKOpoOCTM MOTOKa A0/HKEH ObITb CMOCO6GEH PerysiMpoBaTb CKOPOCTb MOTOKA
XXVUAKOCTMN A/151 MHAY3UM OT NOHOFO MePeKpbIBaHNS 0 CTPYNHOIO BBEAEHUS.

Perynsitop CKOpoCTV MOTOKa He [I0/IXEH Bbi3blBaTb MOBPEXAEHUS TPYOKMN BO Bpemst
ASIMTENBHOI0 NPUMEHEHNS.

Bo Bpems XpaHeHusl MeXAy PerynsiTopoM CKOPOCTW MOTOKA UM TPYGKOW He [O0/IXKHO
NPOUCXOANTb KaKUX-NNB0 XMMUUYECKUX PeaKLUiA.

[lo/MKHbI OTCYTCTBOBATb 3ayCeHLbl, YePHbIE YaCTULbl, MEXaHNUYECKUNE MOBPEXAEHNS 1

Perynatop CKOpoCTM MOTOKAa A0/DKEH ObITb CNOCO6EH perynmpoBaTb CKOPOCTb MOTOKa
pactBopa oT 5 g0 250 mn (MakcumMyMm) B Yac.

OTCyTCTBYET HEOOXO4MMOCTb HacTOM pPeryIMpoBKM CKOPOCTU NOTOKA.

3almTa 0T KOPOTKOro nepepbiBa MHGY3UN.

KOHTpO/b MHY31KN HE3aBUCMMO OT CBOCTB MarucTpaiu.

To4HOe BOCNpOM3BELeHNE NapaMeTPOB NPy BO306HOBIEHUN UHY3NN.

OnvHa 35£0,1 Mmm
Onametp 2,5£0,1 Mm

KpenneHune «Jlyep noK» N KpenneHue «Jlyep camn»

T.A.

Mpotmnb KoHyca M pe3bbbl A0/HKEH YAOBNETBOPATbL TpeboBaHMAM cTaHgapTtoB EN
20594-1:1993/AC-1996/180 594- 1:1986 n 1SO 80369-7:2016.

OxBaTblBaloLLMe N 0XBaTblBaeMble JeTa/IN A0/IKHbI MUMeTb 6% KOHYCHOCTb W MJIOTHO
npuneratb K Apyrum n3genmsam B COOTBETCTBUM cO cTaHdapTamu EN 20594-1:1993/ AC-
1996/180 594- 1:1986 1 ISO 80369-7:2016.

[Oo/MKHbBI OTCYTCTBOBATbL 3ayCeHLbl, YepPHbIE YaCTULbI, MEXAHNYECKWNE MOBPEXAEHUSA U

[0MXHa co3aaBaTbCa 3aMKHyTas CUCTEMA, repMeTUYHAsi MPU 0CTaHOBKE UHAY3UN.
MpeAoTBpaLLEHNE PUCKA BHYTPUTOCINTa/IbHON MH(EKLNN.

MpeaoTBpaLLEHNe 06PATHOIO ABUXKEHUS XKUAKOCTU B CUCTEMY AN UHADY3UN.
MoaxoauTh AN UHBEKLMOHHBIX UM/ UMM KaTeTepoB.

3aMKOBOe CoefivHeHMe «J1yep NIOK» C BUHTOBbIM COEMHEHMEM [OMO/THUTE/IbHO CHa6XeH

HaKOHEeYHMKOM Jlyepa ¢ 0XBaTbIBalOLLVM KOHLLOM, MO3BOAKOLWNM 601€ee NI0THO 3a(*)VIKCVIpOBaTb
ero Ha Kartetepe nnu nrne. PunkKcauma JOCTUraeTca BpalleH1MeM HaKoHeYHMKa JTyepa ¢
oxBaTblBalOLWMM KOHLOM.

OnnHa 15+0,1 mm («J1yep noK» 1 KpenneHue «Jlyep cnmn»), 20£0,1 MM (gna-«Jlyep 10K» ¢

BMHTOBbIM COE€ANHEH VIeM)

«Jlyep Nok»

«Jlyep
cnonn»

3aMKOBOE COefjMHEeH e
«J1yep nok»

NHBEKLNOHHbIN y3en

MoBEPXHOCTb AO/MKHA ObITb YMCTON, 6€3 3ayCeHLEB, YEpPHbIX YacTWUL, MexaHWUYeCcKux
NOBPEXAEHWIA, NHOPOAHbIX BK/OYEHWU U T. .

IMNOTHOe coeanHEHME C TOIOBKOM C KOHYCOM Jlyep NOK U COeAUHUTENbHO TPYOKONA.

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

TT



Mo3BonseT fgenatb 60/1H0CHbIE UHBEKLUUMN,
L/INHA NHBEKLUWOHHOIO y3n1a 42 £0,1 Mm
TONWMHA NHBEKUMOHHOrO y3na 2,2 £0,01 mm
WHBEKLMOHHbIN Y36/ J0/KEH ObITb PACMOIOXKEH PSAAOM C FOMI0BKOM C KOHYCOM "'Jlyep nok'.
VIHBbeKUMOHHbBIN y3en JOMKeH obecneymBaTb camo3aTarMBaeMocTb Mpy NpoKasibiBaHUN, B MeCTe
NPOKO/1a He A0/HKHO MPOUCXOANTL UCTeYeHMe 60/1ee YeM OAHON Karn/v XXUAKOCTMW.

Y'O6pa3Hblil MHbEKLWOHHBLIA MOPT
OfVH KOHeL, MHBEKLMOHHOIO nopTa CoeAMHeEH ¢ TPYOKOW, a Apyroi ¢ 0xBaTbIBaeMbIM
KOHycom. Oba coefMHeHNs LO/MKHbI BblAep)XnBaTb YKazaHHOe CTaTuyecKoe
pactarvealoLLee ycusue.
lMocne nNpokanbiBaHUA (C NOMOLLbIO UIMMbl C BHELUHMM gnameTpom 0,8 MMm),
NHBEKLMOHHbIV MOPT AO/MKEH O0CTaBaTbCA repPMETUYHbIM, JONYCKAaeTCA 04Ha Kar/is BOAbl
npv gasneHuu 50 KlMa.
MaTepuas MOXeT 6bITb MPO3PayHbIM WX MOYNPO3PAYHbIM.
MoBEPXHOCTb AO/HKHA ObITb YMCTOM, 6e3 3ayCeHLEeB, YEPHbIX YacTul, MeXaHUYEeCcKMX
NOBPEXAEHWN, NHOPOAHbLIX BKOYEHWI U T. 4.

OnnHa 35 £0,1 mMm

[MepexoJHWNK Nojg HAaKOHEYHUK «Jlyep NOK»
OH p0/mKeH 6bITb NPo3paYHbIM.
OxBaTbIBalOLLMe N 0XBaTbIBaeMble AeTann LO/IKHbI UMeTb 6% KOHYCHOCTb M repMeTUYHO
npuieratb KApyrum n3gesivam B COOTBETCTBMU co cTaHzapTamu EN 20594-1:1993/AC-
1996 n ISO 80369-7:2016.

HbeKUNOHHaa urna
Wrna gonxHa 6bITb M3roTOBMEHA N3 HEPXKaBetoLLel cTanm mapkn 304,
Pasbem Wrnbl [O/MHKEH WMeTb 6% O0XBaTbIBAKOLLYH KOHYCHOCTb W TepMeTUYHO
COeMHATLCA C 6% 0XBaTbIBaEMbIM HaKOHEYHVMKOM B COOTBETCTBUM CO CTaHAapTamu BS
EN 20594-1:1994 1 594-2:1998.
Mrna npukneeHa K pasbemy Urfbl.
Mpwy BM3yanbHON NPoBepKe C 2,5-KpaTHbIM YBE/IMUYEHNEM KOHUYUK UMbl BbIFNAAUT
OCTPbIM, 6e3 POPMOBOYHOWN KPOMKM, 3ayCEHLLEB N KPIOUKOB.
Mpu Bu3yanbHOW npoBepke C 10-kpaTHbIM YBEeNWYEHWEM 3aAHWIA Cpe3 BbLUNAAUT
OAHOPOAHBLIM W MOMHOCTLIO MONNPOBAHHbLIM C 06eMX CTOPOH, 06pasys yrosn p.
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CeyeHue Y Y

MakcManibHble 3HAa4YeHUs KUCMOTHOCTUM WM OCHOBHOCTW, TBEPLOCTW, CTOMKOCTU K
paspyweHnio 1 Kopposnn YAOBNETBOPAOT TpeboBaHuAM cTaHgapTa ISO 9626. 3Tn
UCMbITaHNSA MPOBOAATCA Ha MeCTe 3KCnayarauum U NpPoTOKON JO/HKEH ObITb NMPUKPEr/ieH
Npou3BOANTESEM.
OKCTPaKT UrNbl LO/MHKEH cofepxKaTb He 6osiee 5 Mr/n 06LLero KonmMyecTsa CBUHLUA, 0/10Ba,
UMHKA W >Kenesa npu MUKPOAHAIMTUYECKOM WCMNbITaHWW, Hanpumep, € MNOMOLLbIO
atoMHon abcopbumn. CofepXkaHne KagMusa B 3KCTPaKTe Ur/bl He JO/KeH npeBbiwaTh 0,1
Mmr/n.
Yron cpesa naHueTa fo/MKeH 6bITb YETKO OMNpesesieH.
MeckocTpyinHaa 06paboTKa Wrfbl MNPOU3BOAMTCA CO BCEX CTOPOH, M 3ePHUCTOCTb
COOTBETCTBYET NPUBELEHHOMY MPUMepPY.
BHeLWHAA / BHYTPEHHSA MOBEPXHOCTb A0/DKHA ObITb INafKOM, BO3BbILLEHWS, 3ayCeHLbl,
TPELLMHBI N APYTUX NMOBEPXHOCTHbIE MOBPEXAEHNSA He AONYCKAKTCA.
Tpybka urnbl Ao/MKHa ObITb M3roTOB/IEHA B COOTBETCTBMWM CO cTaHgapToMm ISO 9626.
Ecnn Tpy6bKa wuWrnbl MOKpbiTa CMasKol, TO KOMYECTBO CMasKM [O/DKHO ObiTb
MUHUMa/IbHBIM M He 06pa3oBbiBaTb Karnefb >XWUAKOCTM Ha BHEWHeW W BHYTPEHHel
NOBEPXHOCTU UI/bl MPU BU3ya/IbHOM 0CMOTPe. KOHUMK UMbl JONXKEH ObITb OCTPbIM, 6e3
3ayCeHLEeB MpPu OCMOTPE C 2,5-X YBE/IMYEHUEM,
ANHA TPYOKU UMbl AO/HKHA COCTaBNATb 40 MM.

Npumeuanne — YTON 3aTOUKM UMbl a 06braHo MMeeT cpe3 nog yrnom 11 £2°, HO MOXeT

MCN0Nb30BaTbCA U’ KOPOTKMIA " cpe3 nofg yrnom 17 + 2°.
MpoxoAMMOCTb NpocBeTa A0/HKHA 6bITb TAKOW, YTOObI:

a) yepes Uray MNPOXOAWNST MaHAPEH U3 HepXXaBewLllel cTann gnaMeTpoM B COOTBETCTBUU C
Tabnuueii 3 TOCT ISO 7864, unun yuTtobbI
b) CKOPOCTb MOTOKa BOAbI Yepes Ursay coctasnisna He meHee 80% OT CKOPOCTU MOTOKA BOAbI

yepes TPYOKY Urfbl C MUHUMa/IbHbIM ANaMeTPOM KaHasla B COOTBETCTBUM CO CTaHgapTom ISO
9626 1 pasmepamun B co0TBeTCTBMMU € Tabnmuen 3 TOCT ISO 7864. NaBreHne BOAbl He LO/MKHO
npesbiwaTb 1x10 MMa.

/ - TONoBKa Urfbl; 2 - COBAMHUTENIbHAS YacTb; 3 - TPYOKa UMMbl; 4 - 3aLUMTHBIA KONnayok; 1-
AJINHA Wbl

MHBbeKUMOHHAA nrna

Pasmep HoMWHaNbHbIN BHELUHWIA AnaMeTP, MM
18G 1,2
21G 0,8

MNpumeyaHus:

1 Pa3mep HbEKLIMOHHOW UMbl MOCTaB/ISIEMO C CUCTEMOIA, [IO/XKEH COOTBETCTBOBATL OHOMY U3
3HaYeHWiA, NpMBeeHHbIX B Ta6NNLE BbILLE.
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2 JnvHa Konnavyka MHbEKLIMOHHOM UT /bl COCTaBseT X+ X MM; BHYTPEHHUI/BHELLHWIA AyaMeTp
KO/MMayka NHBbEKLMOHHON UMbl cocTaBnsAeT (X/X)£X MMm.
3 YT0/ 3aTOYKN KOHYMKA Ur/ibl cocTaBnsgeT XX \ X Mm

Konnayok urnbl
- Konna4vok urnbl Ao/KeH 6bITb KOHAYECKUM NN LUTUHAPUYECKUM.
- AnvHa fo/mKHa 6bITb 4OCTATOYHON, YTOObI B HEM MOMECTU/ICA OXBaTbIBaeMbIii KOHEL, U 1Urna.
- OH Ao/mKeH 6bITb NOAYNPo3pavyHbIM NN NPO3PaYHbIM.

Konnayok urnbl 4ONXKEH NErko CHAMaTbCSl, HO He 0TCOeANHATLCSA BO BPEMSsi 06paLleHus,
TPaHCMOPTUPOBKUN U XPaHEHUS.

Bo3gyLlwHbIA punbTp
- KOHCTpYKUMSA BO3AYLIHOIO (hmUnbTpa A0/HKHA ObITb TaKOM, UTO6bI Yepe3 Hero NPOXoAn/ BeCb
NoCTYNatoLLNA BO3AYX.
- OH He [JO/KEH 3HAYMTENIbHO CHMXKaTb CKOPOCTb MOTOKA XXMUAKOCTHU.
- Pa3mep siyeek gonmkeH coctaBnaTb 0,3-3 MKM 1A NpefoTBPaLLEHUS NPOHNKHOBEHNS
MWKPOOPraHn3mMOoB.
- Bo3gywHbIl mnbTp fo/KeH 6bITb OCHALLEH BO3AYLUHbLIM KnarnaHoM, KOTOPbIA A0/IXKeH
npefoTBpaLLaTb MMKPOBGHOE 3arpsA3HeHwe.
-MoBepXxHOCTb JO/MKHA 6bITb YNCTOM, 63 3ayCeHLeB, YePHbIX YacTuL, MeXaHUYeCKnX
NOBPEXAEHUIA, NHOPOAHbIX BK/OYEHW U T.4.
- KOHCTpYKUMS BO3AYLLHOIO unabTpa AoskHa obecnednBaTb NOCTYN/IEHNE BO3AYXa B XKECTKUIA
KOHTelHep TaknM 06pa3om, YToObl 06beMHas CKOPOCTb MOTOKA XUAKOCTU CHUXaNachb He 60/ee
YeM Ha 20% o cpaBHEHWIO C 06bEMHOM CKOPOCTLIO NCTEYEHUSA M3 CBOBOLHO BEHTUIMPYEMOTO
KOHTeHepa.
dunbTP ANA XKNLKOCTEN
- OH ponkeH pacrnosiaratbCs Kak MOXHO O/IVXKE K UHBbEKLMOHHOMY MOpTY.

MopucTocTb MNbTPa AO/HKHA COCTaBNATL He MeHee 15 MKM.
- 3auensieHre HKHEN YacTn Kosnayka ¢ LUAMoM.

3avuenneHne fO/MKHO ObITb He CU/IbHBIM, YTOObI MOXHO ObIJI0 CHATL KO/IMAY0K BPYYHYIO.
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HO [0CTaTOYHO HafeXHbIM, YTO6bl He MPOMCXOAMAO CAY4YalHOro OTCOEAMHEHMS BO BpeMms
obpalLeHuns, TPaHCMOPTUPOBKUN U XPaHEHUS.

MoBepPXHOCTb AO/MKHA ObITb YUCTOM, 6e3 3ayCeHLEeB, YEPHbIX YacTuL, MeXaHWYeCcKuX
NOBPEXAEHNI, MHOPOAHbIX BK/KOUEHWI 1 T.4.

dUNbTP ANA XKNLKOCTEN C aBTOMATUUECKOM OCTAHOBKOM MHMY3UN NOC/e ONOPOXKHEHUS
KarnenbHOW Kamepbl 415 NpefoTBPaLLeHNs BO3LYLLLHOW 3M601N.

0,2 -MUKPOHHbIA PUNBLTP TOHKON OUNCTKN

npefHasHaveH Ans UIbTPaUMM UHBEKLNOHHBLIX PacTBOPOB C Lefblo NpefoTBpaLLeHNs
3arpssHeHus, nonagaHusa 6akTepuini n TBEPAbIX NPUMECENA.

Pa3mep nop coctaBnsieT 0,2 MKM C BbICOKOI MPOMYCKHOW CMNOCO6HOCTbIHO.

ConpoTuBeHne faB/ieHMIO coCcTaBNAeT He MeHee 0,2 MIMa (2 6apa).

WM3rotoBneH 13 noavMaTuieHa n NOANBUHUANAEHDTOPUAA C HERTOHOBLIM (U/IbTPOM.

OH f0/mKeH ObITb NPO3paYHbIM UAKX MOYNPO3PaYHbIM.

COBMECTUMBbIV C XMMUOTEPANEBTUYECKUMU MpenapaTamu.

lMpoBepKa 0TCYTCTBUA BO34yXa HE3aBUCMMO OT PacrosioXXeHus puabTpa.

MoBEPXHOCTb [0/MKHA ObITb YMCTON, 6e3 3ayCeHueB, YepPHbIX YacTUL, MeXaHUYecKmx
NOBPEeXAEeHNA, NHOPOAHbBIX BK/IHOYEHUA N T. .

MepexoAHMK NojA 0XBaTbiBaeMbli HAKOHEYHUK JTyepa ¢ MLL-konnaukom (ganee -
nepexoAHuK)

CoefHUTENb MMEET WHBEKUMOHHbIA MOPT M 06a ero KoHua M/0THO COeAWMHEHbI C
TPy6KOI Ana nogayun.

CoeagnHnTeNb JO/MKeH ObITb NPO3payHbIM N 6e3 KaKNX-11M60 NOBPEeXAeHN nnm
WMHOPOAHbIX YacTul,

Ha coegnHunTene [O/MDKHbI OTCYTCTBOBATb 3ayCeHLbl, YepHble YacTuubl W T.[4.
CoeanHeHne COeANHNTENA C HUXKHUM KOMMaYKOM LO/HKHO ObITb FrepMETUYHbIM.

Bo3BpaTHbI KanaH ¢ No/IN3TUNEHOBbIM KOJINA4YKOM C PUNLTPOM

OH npegoTBpaLLLaeT 06paTHbIN NOTOK BO BPeMs NapaniensHon anddysnn.

MoBEPXHOCTb A0/KHA OblTb YMCTON, 6e3 3ayCeHLEeB, YepPHbIX YacTuL, MeXaHWYeCKMX
NOBPEXAEHN, NHOPOAHbIX BKKOYEHNA N T. [.

PUNLTP JO/HKEH COOTBETCTBOBATb XapaKTepuUCTUKaM, MpegbsaBasemMblM K uabTpam s
Xugkocted. OH He JO/DKEH NMPONYCKaTb XUAKOCTb B 3aKPbITOM N0N0XeHUN. CoeJMHEHNe JO/MKHO
ObITb FrEPMETUYHbIM.
3alwenkumBawLLmiica 3aXnm (ganee No TEKCTY - ""3aXunM"™)

3aXnm npegHasHadeH 4N 6710KMPOBaHUSA XUAKOCTW, NOLABAEMON 13 EMKOCTU B
rpagyvpoBaHHbIl pesepByap. B 3aKpbITOM MOM0XEHUWN 3aKUM He AO/DKEH NPonycKaTb
YXUAKOCTb.

MoBepPXHOCTb A0/HKHA ObITb UMCTOWN, 6€3 3ayCeHLIEB, YePHbIX YacTUL, MEXaHNYECKNX
NOBPEXAEHWN, NHOPOAHbIX BK/IKOUEHWIA U T. [.
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3ayceHubl He
fjonyckaroTcs

IMpocBeT fo/mKeH

ObITb CBOOOAHbBIM
1. MakcmmasibHO gonycTumoe

pacxoxgzeHune coctasnset 0,2 Mm.

2. MakcmMasibHO onycTmmoe  \
pacxoxieHue LONXHO
cocTtasniAaATb 0.2 mm.

KanenbHuua (KanenbHas Kamepa)

YUuctasa n rmokas.

KanenbHas Kamepa [o/DKHA o6ecneymBaTb BO3MOXXHOCTb HemnpepbIBHOrO HabnoAeHUs
npouecca KanneobpasoBaHus. >XMOKOCTb [O/HKHA MNonajate B KanesbHYH Kamepy 4epes
KanfeobpasyoLmnin anemMeHT. PaccTosHne MeXay OKOHYaHMeM Karnsieobpasytollero afnemMeHTa u
BbIXO4HbIM OTBEPCTMEM KanenbHON Kamepbl JO/MKHO 6bITb He MeHee 40 MM, pacCTOsIHUE MeXAy
OKOHYaHMeM KarseobpasyloLero afieMeHTa U XXUAKOCTHbIM (DUILTPOM - He MeHee 20 mwm.
PaccTosiHMe MeXAy CTeHKOM KareflbHOM Kamepbl U CTEHKOM KanaeobpasytoLlero afiemMeHTa He
[IONIKHO ObITb MeHee 5 MM.

KoHCTpyKUMS KanneobpasyroLero safieMeHTa o/mKHa obecneymsatb obpasoBaHue 20 nim 60
Karnesb AUCTUNNNPOBaHHOW Boabl 13 (1+£0,1) mn wam (1+£0,1) r AUCTUNNNPOBAHHOM BOAbI MpuU
TemnepaType OKpy»KatoLien cpeabl (23£2)°C npu 06beEMHON ckopocTy noToka (50+£10) Kanenb B
MUHYTY. KanenbHas Kamepa fJos/hkHa obecneyvBaTb W 065eryaTtb MNPOLECC MEPBUYHOIO
HanosIHeHNA WHMY3MOHHON MarucTpanm Xugkocteto, (o FOCT 57629-2017 ans Bcex
BapuMaHTOB WCMOJIHEHUA CUCTEMbI, KPOME CUCTEMbI AN MHQY3UM € n3MepeHnem ob6bema
BBogmnmoro pacteopa Polyvol (Monneon))

KOHCTpYKUMS KanneobpasyoLllero 3fiemMeHTa [Ao/kKHa obecneumBaTb o6pasoBaHue 20
kanenb n3 (1,0+0,1) r gucTunupoBaHHOM BoAbl TeMnepaTypbl (20£2)°C Npy CKOPOCTWU MOTOKA
(50+5) karnenb B MUHYTY (419 BapuaHTa WUCMOMHEHUSA: CUCTeMa ANA UHAY3UU C U3MEPEeHUEM
o6bema BBogMMoro pacteopa Polyvol (Monveon) no MTOCT 25047-87).

PUNbTP A48 XULKOCTEN B HYKHEN YacTn KanesibHOM Kamepbl JO/HKEH COOTBETCTBOBaTb
TEXHNYECKMM XapaKTepucTKam, OrnmcaHHbIM BbILLIE.

OH VIMeeT repMeTUYHOE BUHTOBOE COeAUHEHME C COeMHNTENTbHOWN TPYOKOA.

B 3aBucumMocTM 0T CUCTEMbI, UCMOMNb3YIOTCA: Kane/bHble KaMepbl pa3/IMyHOro pasmepa:
KaresibHasi Kamepa ¢ Urnon-6aboukoi (C WUNoM ¢ KpbiiblKamMu), KanenbHas Kamepa «Novax,
[BOMHaA KaneibHas Kamepa, KarnenbHUUA A5 U3MepeHus obbema BBOAMMOIO pacTBopa,
Kane/nbHasi Kamepa ¢ (hMIbTPOM A5 XXUAKOCTEN ¢ aBTOMATUUYECKO 0CTaHOBKOM NMHY3NW.

[OnvHa KanenbHUUbI JO/HKHA COCTaBATL: 57MM, 68 MM nnmn 63 MM (415 KanenbHULbI
«Novo»), 57 MM (418 MUKpoKanenbHUUpl), 52 MM (418 KanenbHULbI ¢ Ur1oin-6aboyvkoit), 52 MM
1 68 MM (4719 4BONHOM KanebHULbI C PUNLTPOM A1 XKULKOCTEN 1 CO cneunanbHbIM PUIbTPOM,
npeAoTBpaLLalLLUM MPOHNKHOBEHWE BO34yXa B IMHUIO NPW ONYCTOLeHUN (hnakoHa), 160 MM
(8Ns KanenbHUUbI 41151 N3MepPeHns 06bemMa BBOAMMOI0 pacTBopa).

KanenbHuua ansa naMmepeHns o6bema BBOANMMOro pacTBopa MMeeT YETKYH HECMbIBAEMYHO
LLKa/ly U CU/IMKOHOBbIV MOMIaBOK A/1s1 TOMHOI0 YKasaHusi 06bema pacteopa 41 nHgysmu. LieHa

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



feneHua 1 mn, rpagyvposka ot Ogo 150 mMn XUAKOCTW.

[BoliHaa KanenbHas Kamepa MMeeT 31aCTUYHYK HMKHIOK 4YacTb (3) u 6onbLuoi
OTAeNeHHbIN pacnpefenutens (1), obecneumnBarowmini 06pasoBaHme Karniu, CoeguHEHHbIE MeXay
coboii pasgenutenem (2).

- Ana  KanenbHUUbl € autostop (co cneunanbHbIM - PUABTPOM, MNPeLOTBPALLAOLIM
NMPOHWKHOBEHME BO34yXa B JIMHUIO NPW OMYCTOLUEHUM (/lakoHa): B KOHCTPYKLMU [BOMHOWN
KanenbHULbl B HWKHeW 4yacth (3) mmeetcsa unbTp(4) 4N XKULKOCTEN € aBTOMATMYeCKOM
0CTaHOBKOM Noc/ie 3aBepLUeHns nHgy3nun. Mnasarowmii hunbTp (4) aBTOMaTUYECKN NpeKpaLaet
MHMY3NIO MoC/ie  OMNyCTOLUEHWSA  MepHOro cocyga. Autostop — 370  yHUKasibHasA
BO34yXOHenpoHuuaemass MembpaHa (uIbTpa, KOTopas He TOJIbKO YAepXuBaeT TBephble
NPUMecH, HO U MNPENATCTBYeT MPOHMKHOBEHWIO BO3gyxa. [Mpu OMopoXHEHUU VH(Y3MOHHOIO
(hnakoHa autostop Noagep>XX1BaeT MNOCTOSAHHbIA YPOBEHb XXUAKOCTU. PUCK BO3AYLLUHOW 3Mb601mn
NPy MHQY3NUN HaLEXHO NPesynpexieH.
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*AIR- BO3ayXx
Auto Air Stop - ABTomMaTM4yecKas 0CTaHOBKa BO3fyXa
MuKpoKanenbHULAa UMeeT y3e/1 A5 06pasoBaHna MUKpoKanan ansa 6onee ANTeNlbHOMO
NOTOKa XXUAKOCTU A1 NHBbEKLUUN.
Tpexxono0Boi KpaH
- KpaH gomkeH yaoBneTBopATb TpeboBaHMsM cTaHaapTa 1SO 594-1:1986 1 He NMEeTb
NOBPEXAEHWI, YePHbIX YacTuL, 3ayCEHLLEB U MNSTEH.
- Mpothunb renaprMHOBOro Kosnayka - KoHyca v pe3bbbl O/KeH YA0B/ETBOPATL TPe60BaHUAM
ctaHgaptoB EN 20594-1:1993/AC-1996J1SO 594-1:1986 n 1SO 80369-7:2016.
- «[lCenaprHOBbIN» KONNAYoK (B cOCTaB Ko/nayka rernapuH He BXOAUT, Ha3BaHWe «renapuHOBbIi
KOMNA4yoK» WCMOJb3yeTCA TO/IbKO MOTOMY, 4TO Yepe3 KO/MayoK MOXHO B/MBaTb pPacTBop
renapvHa)
- Kpbnvka Konnayka U WHBbEKUMOHHAA 3arfylika [LO/DKHblI ObITb COeAMHEHbl FepMeTUYHO.
MepmMeTMYHOCTL CoeanHEHNA NpoBepseTca npu gasneHnn B 0,3 MIMa (3 6apa).
- TMocne npoKanbiBaHWA MHBEKLMOHHOW 3arnyLKn urnoi anametpom 0,6 MM 1 npebbiBaHWA B
TaKoM MOJIOXKEHUM B TedeHUe 15 CeKyH[ Ha Hell He JO/HKHO 6biTb Ny3bIPbKOB MPY UCMbITaHUK C
ncnonb3oBaHMeM faBrieHns Bosgyxa 0,02 MIa (0,2 6apa) noa Bofgoi (rnocne BbITaCKMBaHWUS
nrnbl).
- OTBepcTMe LO/MKHO pacnonaraTbCs rno LeHTpy
- BpauweHure Ha 360 °C B 0ceBOM U paananibHOM Harpas/eHUN.
- OKpalleHHas BpaLlatoLLascs /10nacTb Co CTPe/iKaMu, yKasbiBatoLWMMM HanpasieHne NoTokKa.
- [MpepoTBpaLLeHne X0N04HOM fehopManmm BO N3bexaHne JaBeHNs Ha UHBEKLUNOHHBIN
KO/INa4oK.
- HapgeopmupytoLemMmcs y4acTKe He JOMycKaeTcs Haimume 6enblX NATEH, TPELWH 1 APpYTnX
fedeKToB.
- ToBepXHOCTb fO/MKHA ObITb FNAAKON, He fOMYCKaeTCs Ha/lM4ume YepHbIX YacTul, CnefoB
CMa3Ku, rpsisv Win NoCTOPOHHUX MPUMECEN.
- KOMNOHEHT [o/mKeH ObiTb MPo3padHbIM U APKUM. XKenTusHa WAn Cnefbl pXKaBUMHbI He
[OMyCcKalTCS.
- YCTONUYMBOCTb K OMacHOMY BO3LeNCTBUIO NIEKAPCTBEHHbIX NPenapaTos.
- OTcyTCTBME NPOTEKAHUA JaKe MOC/e NPOLO/HKMUTENIbHOI0 UCMO/Ib30BaHUS.
- NMpepoTBpalleHne 3arpsA3HEHNST 1 BO3AYLLIHOW 3MOOMNN.
HapexXHbIl 4OCTyn 418 MHBEKLUUX 1 acnivpaumn.
- BHewHwnii gnametp 2,0£0,2 MM
- BHyTpeHHWi gnametp 1,0+0,2 MM
- [lpoyHocTb coepgnHeHns He meHee 20H.

"enapvHoOBbIiA
KO/Ma4voK

9. KOMMNNEKTHOCTb

B Habop nocTaBKW BXOAUT:

1 Cucrema ans MHY3nM BHYTPUBEHHBIX XXMAKOCTENW ¢ Bo3ayxoBoaoM Polyfusion (Monndboxs)
B COCTaBe:

11 NMnactvkoBbli wmn gvameTp 0,5 MM, AiMHa 35 MM C 3alMTHBIM KOMMAYKoM; KanenbHuua (C
BO3[yX0BOOM, C (WM/IbTPOM YXMUAKOCTU C SAYEMKON 15 MKM M A/INHOM 57 MM); TpybKa CoeNHUTEIbHas
(BHYTpeHHWIA grameTp 2,9 MM, givHa 150cM); POIMKOBbLIA 320KMM CKOPOCTU MOTOKA; MHBEKLUMOHHbI
y3e/ C KpensieHneM Jlyep CAvn B KOMM/IEKTE C MHBEKLUWMOHHOM mrnoii 18G (1,2x40 Mm); Y-06pasHblii
nopT (nn 6e3 nopTa); NOTPEOUTENLCKAA Tapa; UHCTPYKLMA MO MPYMEHEHWIO.

1.2 MnactvkoBbii Wwmn anametp 0,5 MM, gamHa 35 MM C 3alMTHBLIM KOMMaYKoM; Kare/bHuua (c
BO3/YXO0BOLOM, C (PUIbTPOM XMAKOCTU C SYeMKOM 15 MKM 1 AnnHOM 57 MM); TpybKa CoesvHUTebHasA
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(BHYTpeHHWIA anameTp 2,9 MM, AvHa 150cM); POMMKOBLIA 32KMM CKOPOCTW MOTOKA; MHBLEKLMOHHBIN
y3e/1 C KpereHnem Jlyep B KOMIMJIEKTE C MHBEKUMOHHOM urnoii 21G (0,8x40 mm); Y-00pasHbIii nopT
(1 6e3 nopTa); NOTPebUTENbCKas Tapa; MHCTPYKLUYMA MO MPYIMEHEHWIO.

1.3 MnactwkoBblin wmn anametp 0,5 MM, gvHa 35 MM C 3alUMTHbIM KOANMA4YKoM; KanenbHuua (c
BO34YXOBOAOM, C (IMNIbTPOM XKUAKOCTU C AYeliKO 15 MKM 1 A/IMHOM 57 MM); TpyOKa coefuHUTebHas
(BHYTpeHHMIA anameTp 2,9 MM, asivHa 150CcM); POMMKOBBLIA 3aKMM CKOPOCTU MOTOKA; MHBEKLIMOHHbI
y3en ¢ Jlyep Nnok win Bpawjatommes Jlyep fok; Y -06pasHblidi nopT (un 6e3 nopta) NoTpedbuTebCKas
Tapa; MHCTPYKLUS MO NMPUMEHEHWIO.

14 TMnactukoBbii wmn gvametp 0,5 MM, g/ivHa 35 MM C 3aWMTHBIM KOMAYkoM; KanesibHuua (c
BO34yX0BOAOM, C (DUIbTPOM XXMAKOCTU C S4Yelikor 15 MKM 1 AnHO 57 MM); Tpybka coegvHUTe IbHas
(BHYTpeHHUIA gyameTp 2,9 MM, AnvHa 180CM); POMMKOBbLIA 3aKMM CKOPOCTW MOTOKA; MHBLEKLMOHHBINA
y3en ¢ KpernsieHeM Jlyep CAvMn B KOMIM/IEKTE C MHBEKLMOHHOM mrnoin 18G (1,2x40 mm); Y -06pasHblii
nopT (1m 6e3 nopTa); NOTPebUTENbCKasA Tapa; NHCTPYKLUMA MO MPUMEHEHWIO.

15 MnactmkoBbii wmn avavetp 0,5 MM, agnvHa 35 MM C 3alWMTHBLIM KOMMaykoMm; KanesbHuua (c
BO3/YyXOBOAOM, C (HU/IbTPOM YKUAKOCTU C S4YeiiKoi 15 MKM 1 ANMHOM 57 MM); TpybKa coeguHMTEIbHas
(BHYTpeHHUIA ayameTp 2,9 MM, A/IMHa 180CM; POIMKOBBIA 380KUM CKOPOCTY MOTOKA; NHBEKLMOHHBIN Y3en
C KpensieHveM Jlyep B KOMM/IEKTE C MHBbEKUMOHHOM mrnoi 21G (0,8x40 mm); Y-06pasHbliii nopT (nn 6e3
ropTa); NoTPebuTeNbCKasn Tapa; UHCTPYKLUVA MO MPUMEHEHWIO.

1.6 MnactvkoBbii wmn gnametp 0,5 MM, gnvHa 35 MM C 3alUMTHbIM KO/Ma4ykoM; KanenbHuua (c
BO34YXOBOAOM, C (NIbTPOM XKUAKOCTM C UKo 15 MKM 1 A/IMHOW 57 MM); TpybKa coefuHUTeNbHas
(BHYTpPeHHWIA anameTp 2,9 MM, anvHa 180CcM); POMMKOBbLIA 3aKMM CKOPOCTU MOTOKA; MHBLEKLIMOHHbI
y3en ¢ Jlyep nok win Bpawlaiopmmcs Jlyep nok; Y-06pasHblid nopT (Wim 6e3 nopta) noTpebuTesibekas
Tapa; MHCTPYKLUMSA MO MPUMEHEHMIO.

1.7 MnactmkoBbii Wwmn avametp 0,5 MM, gmHa 35 MM C 3alWWTHLIM KOAMayKoM; KanefibHuua (c
BO34yX0BOAOM, C (DU/IbTPOM XXMAKOCTU C SAYENKON 15 MKM 1 LIHOM 57 MM); Tpybka CoeanHUTEIbHas
(BHyTpeHHUIA anameTp 2,9 MM, givHa 200cM); POMMKOBbLIV 32DKMM CKOPOCTU MOTOKA; UHBEKLMOHHBINA
y3e/1 C KpersieHeM Jlyep cimn B KOMIJIEKTe C UHBLEKUMOHHOM urnoi 18G (1,2x40 Mm); Y -06pasHblii
nopT (11 6e3 nopTa); NOTPEOUTENBCKAA Tapa; UHCTPYKLUMA MO NMPUMEHEHNIO.

1.8 MnactukoBbii Wwmn avameTp 0,5 MM, gmHa 35 MM C 3alUMTHbIM KOAMaykoM; KanefibHuua (c
BO3YXOBO/JOM, C (BU/IbTPOM XXMAKOCTU C SAYENKOM 15 MKM U A/IMHOW 57 MM); TpyOKa CoefuHUTE IbHAsA
(BHYyTpeHHUIA gpameTp 2,9 MM, gmnHa 200CM); POSTMKOBBLIN 38KUM CKOPOCTM MOTOKA; MHBEKLWOHHbIN
y3en ¢ KperisieHeM Jlyep B KOMIJ/IEKTe C UHBEKLMOHHOM mroin 21G (0,8x40 mm); Y-06pasHblii nopT
(nnm 6e3 nopTa); NoTPebUTENbCKAsA Tapa; NHCTPYKLMA MO NPVIMEHEHWIO.

1.9 TMnactukoBbii wmn gnametp 0,5 MM, AiMHa 35 MM C 3alUMTHLIM KOMMaYKoM; KanefbHuua (C
BO34yX0BOAOM, C (PUILTPOM XMAKOCTU C SAYEKOn 15 MKM 1 LMHOK 57 MM); TpybKa coegrHUTESIbHasA
BHYTPEHHUIA avameTp 2,9 MM, AivHa 200CM; POSIMKOBbIN 32)KMM CKOPOCTM MOTOKA; NHBEKLUMOHHBINA y3en
c Jlyep nok nwm BpaLuaommes Jlyep nok; Y-06pasHbiii nopT (W 6e3 nopta); noTpebuTenbekas Tapa;
WHCTPYKLMA MO NPUMEHEHWIO

2. Cuctema [fna WHQY3MM BHYTPUBEHHBIX >KuakocTeld 6e3  Bosgyxosoga  Polyfusion
(MonundhboXH) B cocTase:

2.1 MnactukoBblii wmn grameTp 0,5 MM, fiHa 35 MM C 3alMTHBIM KOMMaykoM; KanesbHuua (6e3
BO34YyX0BOJa C (MNIbTPOM XKMAKOCTU C SYeKol 15 MKM 1 SiMHOW 57 MM); TpybKa coeanHUTeIbHasA
(BHYTpeHHUIA gyameTp 2,9 MM, g/inHa 150 cM); POMMKOBbIA 320KMM CKOPOCTM MOTOKA; UHBEKLIMOHHbINA
y3en ¢ KpernsieHem Jlyep Cavn B KOMI/IEKTE C MHBEKUMOHHOM uroin 18G (1,2x40 Mm); Y -06pasHbIit
nopT (11 6e3 NopTa); NOTPebUTeNbCKas Tapa; UHCTPYKLMA MO NMPUMEHEHWIO.

2.2 MnactukoBblii Wwmn gyameTp 0,5 MM, fivHa 35 MM C 3alMTHBIM KOMMaykoM; KanenbHuua (6e3
BO3AYX0BOAA C (WNITPOM XKMAKOCTU C SYeliKon 15 MKM 1 gIMHOW 57 MM); TpybKa CoeanHUTeIbHasA
(BHYTpeHHUIA avameTp 2,9 MM, g/imHa 150 cM); POMMKOBbIA 320KMM CKOPOCTM MOTOKA; WUHBEKLIMOHHbI
y3e/ C KpenneHnem Jlyep civn B KOMM/IEKTE C MHBEKUMOHHOM mrnoin 21G (0,8x40 mMM); Y -06pasHblii
nopT (1m 6e3 nopTa); NOTPebUTeNbCKas Tapa; MHCTPYKUMS N0 NMPUMEHEHNIO.

2.3MnacTmkoBbIi wun gnameTp 0,5 MM, AivHa 35 MM C 3alUMTHBIM KOMMaykoM; KanesbHuua (6e3
BO34yX0BOAA C (PUIbTPOM >KMAKOCTU C S4Yelikor 15 MKM U AnnHOW 57 MM); Tpybka coefuHUTebHas
(BHYyTpeHHUIA anameTp 2,9 MM, g/imHa 150 CM); POSIMKOBbLIV 3KUM CKOPOCTU MOTOKA; MHBEKLMOHHBIN
y3en ¢ Jlyep nok wim BpawatoLmmcs Jlyep nok; Y-06pasHbliii nopT (Wim 6e3 nopra); noTpebuTesickas
Tapa; MHCTPYKLMSA MO MPUMEHEHUIO.

2.4 MnactukoBbId Wmn avameTp 0,5 MM, A/iMHa 35 MM C 3alLMTHBIM KOMMaYkoM; KanefibHuua (6e3
BO34yX0BOAa C (PUIbTPOM XKMAKOCTU C S4elikor 15 MKM U AnnHOM 57 MM); Tpybka coefuHUTebHas
(BHYyTpeHHUIA anameTp 2,9 MM, g/imHa 180 CM); POIMKOBbIM 3KUM CKOPOCTW MOTOKA; MHBLEKLMOHHBIN
y3e/1 C KpenseHuem Jlyep Cvn B KOMIIEKTE C MHBEKLUMOHHON urnoi 18G (1,2x40 mm); Y -06pasHblii
nopT (1m 6e3 nopTa); NoTPebUTeNbCKasA Tapa; UHCTPYKLMS N0 NMPUMEHEHNIO.
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2.5 Mnactvkosbiii wmn gvavetp 0,5 MM, fvHa 35 MM C 3alMTHBIM KO/MAYKoM; KarebHuua (6e3
BO3yX0BOJa C (MMIbTPOM YKUAKOCTM C SYeiikoid 15 MKM 1 A/IMHOA 57 MM); TpybKa CoeaMHUTESIbHas
(BHYTpeHHWI gnameTp 2,9 MM, f/ivHa 180 CM); PO/IMKOBbLIA 320KMM CKOPOCTW MOTOKA; UHBLEKLMOHHbINA
y3en ¢ KpensieHvem Jlyep Cavn B KOMI/IEKTE C UHBEKLUMOHHON uroin 21G (0,8x40 MMm); Y-06pasHblii
nopT (W1 6e3 NOpPTa) NOTPeOUTENLCKANA Tapa; UHCTPYKLMS MO MPUMEHEHWIO.

2.6 MnactnkoBbili Wmn gvameTp 0,5 MM, AnvHa 35 MM C 3aWMTHBIM KONMAaYKoM; KanenbHuua (6e3
BO3AyX0BOAa C (IUIbTPOM >KUAKOCTU C SYeiKor 15 MKM 1 fMHO 57 MM); TpyOKa CoeauHUTeNbHasA
(BHYTpeHHWn gnameTp 2,9 MM, faivHa 180 CM; POMMKOBBLIA 320KMM CKOPOCTU MOTOKA; WHBEKLMOHHbINA
y3en ¢ Jlyep nok win BpaLatoummcs Jlyep nok; Y-06pasHblivi nopt (Wnm 6e3 nopta); noTpebuTesibCKas
Tapa; MHCTPYKUMSA MO MPYMEHEHWIO.

2.7 MnactkoBbln wmn gvametp 0,5 MM, fivHa 35 MM C 3alMTHBIM KOMMaYKoM; KanebHuua (6e3
BO3yX0BOZAA C (PMNIbTPOM XMAKOCTU C AYelKOA 15 MKM W1 J/IMHOA 57 MM); TpybKa CoegvHUTE/IbHas
(BHYTpeHHMIA grameTp 2,9 MM, gimHa 200 CM); POMIMKOBbLIV 3aKMM CKOPOCTU MOTOKA; MHBLEKLMOHHbIN
y3e/ C KpersieHueM Jlyep CaMn B KOMIJIEKTE C MHBEKUMOHHOM mrnoin 18G (1,2x40 mMm); Y-06pasHblii
nopT (Wn 6e3 NopTa); NOTPeOUTENLCKAsA Tapa; MHCTPYKLMSA MO MPYMEHEHNIO.

2.8 MnactukoBbii Wwmn avameTp 0,5 MM, gnvHa 35 MM C 3alWMTHBIM KOMNMAaYKoM; KanenbHuua (6e3
BO3[yx0BoAa C MNbTPOM XMAKOCTU C SIUeKOoA 15 MKM M A/IMHOM 57 MM); TpybKa coeavHUTeNbHas
(BHYTpeHHW anameTp 2,9 MM, gmHa 200 cM); POIMKOBbLIV 3aKMM CKOPOCTU MOTOKA; MHBEKLWIOHHBINA
y3en ¢ KpensieHvemM Jlyep CavMn B KOMIM/IEKTE C MHBEKUMOHHOM mrnoin 21G (0,8x40 Mm); Y-006pasHblii
nopT (Wmn 6e3 NnopTa); NOTPetUTENBCKAs Tapa; UHCTPYKLUWS MO NPUMEHEHWIO.

2.9 MnactmkoBbiA WKn grametp 0,5 MM, AvHa 35 MM C 3alMTHBIM KOMaykoM; KanenbHuua (6e3
BO3AyX0BOfa C (PUILTPOM XXMAKOCTM C AYerKol 15 MKM 1 AMHOW 57 MM); Tpybka coeanHUTeNbHas
(BHYTpeHHWIA grameTp 2,9 MM, g/inHa 200 CM); POMIMKOBbLIV 38KUM CKOPOCTU MOTOKA; MHBLEKLMOHHbIA
y3en ¢ Jlyep foK nnm Bpalaroymest Jlyep nok; Y-06pasHbliii nopT (Mnm 6e3 nopra); noTpebuTenbeKas
Tapa; HCTPYKUWA MO NMPUMEHEHNIO.

3 Cuctema gna WVHMPY3UM BHYTPUBEHHbIX >XMAKOCTEA C MUKpoKanesnbHuuen Microfusion
(MuKkpodhbIoXKH) B cOcTaBe:

3.1 Mnactkosbii wmn 0,5 MM, fiMHa 35 MM C 3alLUMTHBIM KOMMAYKOM; BO3AYLUHbIN (ULTP C AYENKON
0,3-3 MKM; MUKpOKanesibHALa (C (AIbTPOM >XUAKOCTU € AYEKOA 15 MKM 1 4/IMHOW 57 MM); Tpyoka
COeaVHUTENbHAsA (BHYTPEHHUI anameTp 2,9 MM, fivHa 150 CM); pO/IMKOBbIA 320KMM CKOPOCTU MOTOKa;
WNHBEKLMOHHBIN Y3 ¢ KpersieHveM Jlyep Crvn B KOMI/IEKTE C UHBEKLMOHHOM nrno 18G(1,2x40 mm);
Y-06pasHbliii NopT (MK 6e3 rnopTa); NOTPedUTENbCKas Tapa; MHCTPYKUMS MO NPUMEHEHNIO.

3.2 MnactukosbIi wnn 0,5 MM, AMHa 35 MM C 3alLUMTHBIM KOMMAYKOM; BO3AYLUHBLIA (UBLTP C AYENKON
0,3-3 MKM; MMKpPOKanesibH1LUa (C QMALTPOM XUAKOCTU € S4eiiko 15 MKM 1 AnnHOM 57 MMm); TpybKa
coeauHUTENbHaA (BHYTPeHHWI anaveTp 2,9 MM, AnvHa 150 cM); poIMKOBbIA 3aKUM CKOPOCTU MOTOKa;
WHBEKLIMOHHBIA Y36 ¢ KpensieHneM Jlyep CavMn B KOMIMJIEKTE C MHBEKLIMOHHOM uroin 21G (0,8x40 Mw);
Y-06pasHbIii nopT (Mnm 6e3 nopTa); NoTPebUTeNbCKas Tapa; UHCTPYKLMS MO NPUMEHEHWIO.

3.3 MnacTtnkoBblin Wi 0,5 MM, 4MHa 35 MM C 3aLLMTHBIM KONMAYKOM; BO3AYLLUHbIA (UILTP C AYeikoi
0,3-3 MKM; MUKpOKarnesibHMua (C (MIbTPOM XXUAKOCTU C AYelikor 15 MKM U 4/IMHOW 57 MM); Tpybka
coeauHUTENbHAA (BHYTPEeHHUI anaveTp 2,9 MM, AivHa 150 ¢M); pOIMKOBBIA 3aKMM CKOPOCTM MOTOKa;
NHBEKUVOHHBbIV Y3en ¢ Jlyep /oK win Bpawaommcs Jlyep /oK; Y-06pasHblii nopT (Mnm 6e3 nopra);
noTpeduTeNIbCKast Tapa; MHCTPYKLUMS MO NPYMEHEHNIO

4. Cuctema A5 WHQY3MWM BHYTPUBEHHBLIX >KUAKOCTEW C perynstopoMm notoka Polytrol
(MonunTpon) B cocTase:

4.1 MnactukoBblid wmn 0,5 MM, AnHa 35 MM C 3alUMTHBLIM KOMMa4ykoM; KanenbHuua (C nibTpoM
YKMLKOCTM C AYenKoli 15 MKM 1 4/IMHOM 63 MM); Tpy6Ka coeanHUTeNbHas (BHYTPeHHWUIA anameTp 2,9 Mv,
LvHa 150 cm); perynsTop CKOPOCTM MOTOKa; WHBEKLMOHHBIA Yy3en C KpersieHvem Jlyep civn B
KOMIM/IEKTe C WHBEKUMOHHOW urnoin 18G (1,2x40 mMm); Y-06pasHblii mopT (Mnm 6e3 nopTa);
MoTPe6UTENLCKAsA Tapa; MHCTPYKLMS MO NPYMEHEHNIO.

4.2 MnactukoBblii WK 0,5 MM, 4avHa 35 MM C 3alUMTHBLIM KOMMaYKOM; BO3AYLLHbIA QUILTP C SYeliKoM
0,3-3 MKM; KanenbHUUa (C (UIbTPOM >KUAKOCTU C Advelikon 15 MKM WM AMHOW 63 MM); TpyOKa
coeanHUTEeNbHasA (BHYTPEHHUIA aviameTp 2,9 MM, gnvHa 150 cMm); perynsiTop CKOPOCTW  MOTOKa;
MHBEKLMOHHBINM Y3e/1 C KpensieHeM Jlyep C/mn B KOMIJIEKTE C MHBEKLWMOHHON 1rnioid 21G (0,8x40 mm);
Y-06pasHblii nopT (Mmn 6e3 NopTa); NoTPeduTeNbCKas Tapa; UHCTPYKLMS MO MPUMEHEHMIO.

4.3 Mnactukosblit Wwinn 0,5 MM, AnnHa 35 MM € 3aLLMTHBLIM KO/IMaYKoM; BO3AYLLHbIA (UIBTP C SYEKOM
0,3-3 MKM; KanenbHuUA (C (UIbTPOM >KUAKOCTU C AYvelikon 15 MKM W L/IMHOW 63 MM); Tpyoka
coeavHUTeNbHas (BHYTPeHHWIA avameTp 2,9 MM, anvHa 150 cm); perynstop CKOPOCTM MOTOKa;
MHBEKUMOHHBI y3en ¢ Jlyep SIoK win Bpalaolmmes Jlyep ok; Y-06pasHblii NopT (un 6e3 rnopTa);
noTpeduTeNbCKas Tapa; MHCTPYKLMA MO NPYMEHEHNIO.
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5 Cwuctema pAns  WHQY3MM BHYTPUBEHHbIX Kufkocteli C  BosgyxoBogoMm  Novofusion
(HoBobtoXXH) B cocTaBe:

5.1 MnactukoBblii Wmn 0,5 MM, g/inHa 35 MM C 3aMTHBIM KOMaukoM; KanesbH1Ua (C BO3LyX0BOLOM C
(OWIBTPOM YKUAKOCTU C SYENKOA 15 MKM U [/IMHHOM 68 MM); TpybKa coefuHUTeNbHasA (BHYTPEHHWIA
avavetp 2,9 MM, gnmHa 150 cMm); POMKOBLIA 38KMM CKOPOCTM MOTOKA; WMHBLEKUMOHHBIA Yy3en ¢
KpenseHvem Jlyep cavn (v Jlyep 0K uv BpawaromMces Jlyep f10K) B KOMIMEKTE ¢ UHBEKLIMOHHOM
urnoii 21G (0,8x40 mm); Y-06pasHbiin nopT (Wam 6e3 nopTa); NoTPebUTeNbCKas Tapa; MHCTPYKUMS 10
NMPUMEHEHWIIO.

5.2 MnactrkosbiA Wmn 0,5 MM, AnnHa 35 MM C 3alLMTHBIM KOMMAaYKoM; KanenbHUUA (C BO3AYyX0BOAOM C
(ONILTPOM YKUAKOCTU € AYeliKOoM 15 MKM M [JIMHHON 68 MM); TpyOKa coeavHUTeNbHas (BHYTPEHHWI
avametp 2,9 MM, anmHa 150 CM); PO/MKOBBIA 32KUM CKOPOCTWU MOTOKA; WHBLEKLUMOHHBIA Yy3en ¢
kperieHvem Jlyep cavn (uim Jlyep oK W BpaaioLmmcs Jlyep /T0K) B KOMI/IEKTE € UHBEKLIMOHHOM
urnoii 18G (1,2x40 mm; Y-06pasHbiii MOpT (Mn 6e3 nopTa); MoTpebuTesibCKas Tapa; WHCTPYKUMS Mo
NMPUMEHEHWIIO.

5.3 MnacTvkoBbI Wwmn 0,5 MM, g/inHa 35 MM C 3aWMTHBIM KOMMayukoM; KanesbH1UA (C BO34yXOBOLOM C
(OWIBTPOM XXMAKOCTU C SYeKkon 15 MKM M 4/IMHHOW 68 MM); TpyOKa coefuHuTeNbHasA (BHYTPEHHWI
aviavetp 2,9 MM, 4nHa 150 cM); poIMKOBbIA 320KMM CKOPOCTU MOTOKA; MHBLEKLUMOHHBIN y3en ¢ Jlyep oK
wn BpaLLaoLLmmes Jlyep noK; Y-06pasHbliii nopT (im 6e3 nopra); NoTpedmuTenbeKas Tapa; UHCTPYKLMS
Mo MPUMEHEHWIO.

6. Cuctema Ana  uvHQY3UM BHYTPUBEHHBIX >KMUAKOCcTeld 6e3  BosgyxoBoga Novofusion
(HoBobIoXXH) B cocTaBe:

6.1 Mnactukosbi wun 0,5 MM, g/inHa 35 MM € 3aLUMTHBIM KONMAYKoOM; KanenbHuua (6e3 Bo34yXoBoja C
(MIBTPOM XKMAKOCTU C AYeikol 15 MKM 1 fIMHOM 68 MM); TpybKa coefuHuTeNIbHas (BHYTPEHHWI
avamvetp 2,9 MM, gnnHa 150 cM); POSIMKOBbLINA 38KUM CKOPOCTW TMOTOKA; WMHBLEKUVIOHHBIA Y3en C
KpenneHrem Jlyep Camn B KOMIJIEKTE C MHBEKLUMOHHOM mrioii 18G (1,2x40 mm); Y-06pasHbliii nopT (Wm
6e3 nopra); NoTPedUTENLCKAsA Tapa; MHCTPYKLMA MO NMPUMEHEHNIO.

6.2 MnactukoBbIv Wwin 0,5 MM, gnnHa 35 MM C 3alLUMTHBIM KO/MaYkoM; KanesibHuua (6e3 Bo3gyxoBoga ¢
OUIBTPOM XXUIKOCTU C SYeiikoil 15 MKM M AnnHOM 68 MM); TpybKa coeauHUTENbHast (BHYTPEHHWIA
avavetp 2,9 MM, gnHa 150 cM); POMMKOBLIA 32KMM CKOPOCTM MOTOKA; WHBEKUMOHHBIA Yy3en ¢
KpernneHvem Jlyep B KOMI/IEKTE C MHBEKLUMOHHOM urnioin anametpom 21G (0,8x40 mMm); Y-00pasHblii
nopT (W 6e3 rnopTa); NOTPedUTENLCKASA Tapa; MHCTPYKLMA MO MPUMEHEHUIO.

6.3 MnactukoBbliA Wmn 0,5 MM, g/iMHa 35 MM C 3alUMTHBIM KOMMa4ykoM; KanesbHuua (6e3 Bo3ayxoBo/a C
(OMNBTPOM XKMAKOCTU C A4elikol 15 MKM 1 AnnHOM 68 MM); Tpybka coegvHuTeNbHast (BHYTPEHHMIA
avamvetp 2,9 MM, g/ivHa 150 cM); poIMKOBbI 320KMM CKOPOCTW MOTOKA; MHBEKLIMOHHBIN Y3en ¢ Jlyep oK
W BpaLuaoLLmmcs Jlyep noK; Y-06pasHbIiii NopT (Wi 6e3 nopTta); NoTpeduTeNbekas Tapa; MHCTPYKLMS
M0 NMPUMEHEHUIO.

7. Cuctema gns MHMY3UM BHYTPUBEHHbIX XUAKOCTEN ¢ (hUIbLTPOM M BO3gyxoBogom Oncofusion
(OHKO(bIOXH) B cOCTaBe:

7.1MnactvkoBbli wmn 0,5 MM, AnvHa 35 MM C 3aWMTHBLIM KO/MAYKoM; KanenbHuua (C uibTpom
YKNAKOCTU C AYeiiKoli 15 MKM W J/IMHO 67 MM); TPYOKa coeuHUTeNbHAA (BHYTPEHHUI gnameTp 2,9 MM,
fmHa 150 cM); PO/IMKOBBLIA 38KMM CKOPOCTW MOTOKa;, (WILTP C pa3vepoM sueiku 0,2 MKV,
MHBEKLUVOHHBI y3en € KperyieHnem Jlyep CAvn B KOMIJIEKTE C MHBEKLUMOHHOW urnoii 21G (0,8x40
MM); Y-06pa3Hbifi nopT (v 6e3 nopTa); NOTPedmTeNbCKasA Tapa; MHCTPYKLUMS MO NPUMEHEHWIO.

7.2 Tnactmkosblii wyn 0,5 MM, g/ivHa 35 MM C 3alUMTHBIM KOAMaYKoM; KanesibHuua (C (vnbTpom
YKNAKOCTU C AYelKoi 15 MKM W A/IMHOR 67 MM); TpybKa coearHuTeNbHast (BHYTPEHHUIA anamMeTp 2,9 M,
fmHa 150 CM); PO/IMKOBBLIA 32KMM CKOPOCTW MOTOKA; (WILTP C pasMepoM suelky 0,2 MKV,
WNHBEKLMOHHB I Y3e/ ¢ KpensieHeM Jlyep cnmn B KOMM/IEKTe C MHBEKLUMOHHOM uroid 18G (1,2x40 mm);
Y-06pasHbliii nopT (Wnn 6e3 nopTta); NOTPebUTENbCKas Tapa; UHCTPYKLUMS MO MPUMEHEHNIO.

7.3 MnactukoBbli Wwmn 0,5 MM, A/iMHa 35 MM C 3alLUMTHBLIM KOMMAa4YKoM; KanesbHuua (C qmisTpoM
YXVAKOCTU C A4eiikor 15 MKM 1 g/IMHOM 67 MM); TpybKa coeuHuTeNbHaA (BHYTPEHHUI gnameTp 2,9 M,
AnvHa 150 cM); POSIMKOBbIA 38KMM  CKOPOCTU MOTOKA; (WIbTP C pa3MepoM  siuelikm 0,2 MKM;
WHBEKLMOHHBIV y3en ¢ Jlyep NokK wi Bpawatolmmcs Jlyep nokK; Y-06pasHblii nopT (Mn 6e3 nopra);
NoTPedUTENbCKasA Tapa; MHCTPYKLUMA MO NMPUMEHEHUIO.
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8. Cuctema anst UHGY3MM BHYTPUBEHHbIX XXUAKOCTEN C TPEXXO0BbIM KPaHOM U BO34YyXOBOAOM
Polyfusion (MonndgbtoXH) B cocTase:

8.1 MnactvkoBbin wmn gvameTp 0,5 MM, annHa 35 MM C 3alUMTHLIM KO/MAYKOM; KanesbHuua (C
BO34YyXOBOLOM C (DWIbTPOM XXMAKOCTU C SYENKON 15 MKM M A/IMHON 57 MM); TpybKa CoeanHUTEIbHAsA
(BHYTpeHHWiA gnameTp 2,9 MM, g/inHa 200 cM); PONMKOBBIA 3aKMM CKOPOCTU MOTOKA; TPEXX0A0BOW KpaH;
NHBEKUVMOHHDIA Y3e/ C KpersieHem JTyep Cvn B KOMIJIEKTE C UHBEKLMOHHOM mrnoin 21G (0,8x40 Mw);
Y -06pasHbIii NopT (W 6e3 NopTa); NOTPebUTENbCKas Tapa; MHCTPYKLMS MO MPUMEHEHUIO.

8.2 lMnactkoBblA wun gvametp 0,5 MM, gnvHa 35 MM C 3alWMTHBLIM KOMMAYKoM; KanenbHuua (¢
BO34YXOBOAOM C (PU/IbTPOM XKMAKOCTM C SAUelikoin 15 MKM 1 AnnHON 57 MM); TpybKa CoefvHUTeNbHAsA
(BHYTpeHHW gnameTp 2,9 MM, AnnHa 200 CM); POSIMKOBbIN 38XKMM CKOPOCTM MOTOKa; TPEXXOA0BOW KpaH;
NHBEKLWMOHHBIV Y3e/1 C KperisieHeM Jlyep C/vn B KOMIIEKTE C MHBbEKLIMOHHON mrnoi 18G (1,2x40 Mm);
Y-06pasHbIii nopT (Mnn 6e3 nopTa); NOTPeOUTENbCKas Tapa; MHCTPYKLUMS MO NPUMEHEHMIO.

8.3 Mnactvkosblii wyn gvametp 0,5 MM, f/ivHa 35 MM C 3alWMTHBIM KOMMAYKOM; KarenbHuua (c
BO3/[yX0BOJIOM C (PUIbTPOM XKWAKOCTU C SiUeikol 15 MKM 1 AfiMHOA 57 MM); TpyoKa CoeuHUTENNbHas
(BHYTpeHHWI grameTp 2,9 MM, 4/inHa 200 cM); PO/IMKOBbIA 3aKMIM CKOPOCTU MOTOKA; TPEXX0A0BOM KpaH;
WMHBEKLIMOHHBIA y3en ¢ Jlyep NoK wan BpaluarowmmMes Jlyep oK; Y-06pasHbiii NopT (Wi 6e3 nopTa);
MoTPeduUTENbLCKAsA Tapa; MHCTPYKLUWMA MO MPUMEHEHNIO.

8.4 NMnactukoBbln wWyn auametp 0,5 MM, giMHa 35 MM C 3alLMTHBIM KOMMAYKOM; KanenbHuua (c
BO3JyXOBOLOM C (W/IbTPOM XXMAKOCTU C SYENKOA 15 MKM U 4/IMHON 57 MM); TPyOKa CoeuHUTEbHasA
(BHYTpeHHWI grameTp 2,9 MM, AnnHa 180 cM); POSIMKOBBIA 32KMM CKOPOCTM MOTOKA; TPEXX0A0BOM KpaH;
NHBEKLIVIOHHDBIA y3en ¢ KpensieHnem Jyep cvn B KOMI/IEKTe C MHBEKLMOHHOM mrnoi 21G (0,8x40 Mm);
Y-06pasHbIii NopT (Mnm 6e3 NopTa); NOTPedbuTeIbeKas Tapa; UHCTPYKLUMSA MO NMPUMEHEHWIO.

8.5 Mnactukosblin wmn guametp 0,5 MM, giMHa 35 MM C 3alLMTHBIM  KOAMAYKOM; KarebHuua (c
BO34yX0BOAOM C (QA/IbTPOM XXMAKOCTU C SYEKO 15 MKM 1 A/IMHOR 57 MM); TpyOKa coeanHUTENbHasA
(BHYTpeHHWI grameTp 2,9 MM, 4/inHa 180 cM); POIMKOBbINA 3a)KMM CKOPOCTU MOTOKA; TPEXXO00BOW KpaH;
NHBEKLVIOHHBIA Y3e/ C KpenneHnem Jlyep camn B KOMIJIEKTE C MHBbEKLUMOHHOM muroi 18G (1,2x40 Mwm);
Y-06pasHbIii NopT (Mm 6e3 NopTa); NOTPedbuTeIbeKas Tapa; UHCTPYKLUMS MO NMPUMEHEHWIO.

8.6 lMnactmkoBbIi Wwmn agrnavetp 0,5 MM, gnHa 35 MM C 3alUMTHLIM KOMaykoM; KanesbHuua (C
BO34YyXOBOAOM C (MW/IbTPOM XXMAKOCTU C AYeiikoi 15 MKM 1 A/IMHOM 57 MM); TpybKa CoeaMHUTE IbHas
(BHYTPeHHWI arnameTp 2,9 MM, 4/inmHa 180 cM); POSIMKOBbIA 38KMM CKOPOCTU MOTOKA; TPEXXO0BOW KpaH;
WHBEKUMOHHBIM Yy3en ¢ Jlyep oK unm Bpalarolmmest Jlyep fok; Y -06pasHblin nopT (Wn 6e3 nopra);
MoTPeduUTENbLCKAsA Tapa; MHCTPYKLUWMA MO MPYMEHEHNIO.

8.7 MnactnkoBbiini Wwmn aameTp 0,5 MM, AnnHa 35 MM C 3alUMTHLIM  KOAMAYKOM; KanesbHuua (C
BO34YX0BOAOM C (hIbTPOM XKUAKOCTU € YKol 15 MKM 1 A/IMHOM 57 MM); TpyOKa coeauHUTebHas
(BHYTPEHHWI anameTp 2,9 MM, AiHa 150 CM); POMKOBbIA 3a>KMM CKOPOCTW MOTOKA; TPEXXO0BOM KpaH;
NHBEKLWMOHHbIV Y3en ¢ KpersieHeM JTyep cvn B KOMIJIEKTe C MHBEKLMOHHOM urioi 21G (0,8x40 mm);
Y -06pasHbIi NopT (Mn 6e3 NopTa); NOTPeoMTeNbCKas Tapa; MHCTPYKLMST MO MPUMEHEHWHO.

8.8 lMnactukoBbidi wmn guavetp 0,5 MM, gnmHa 35 MM C 3alUMTHLIM KOMAaukoM; KaresbHuua (C
BO34yX0BOAOM C (DA/ITPOM YKUAKOCTU C SYEKOM 15 MKM 1 A/IMHOW 57 MM); TpyOKa coeanHUTeNbHas
(BHYTpPeHHUIA fpameTp 2,9 MM, A/IMHa 150 CM); PO/IMKOBbIN 380KUM CKOPOCTW MOTOKA; TPEXXOLOBOM KpaH;
WHBEKUVIOHHDIA Y3e/1 ¢ KpensieHrem Jlyep Camn B KOMIIEKTE C MHBEKLUMOHHOM 1rnoin 18G (1,2x40 Mw);
Y -06pasHbIii NopT (Un 6e3 NopTa); NOTPEOUTENbCKast Tapa; MHCTPYKLUMSI MO NMPUMEHEHMIO.

8.9 MnactukoBbiA wmn gnametp 0,5 MM, gnHa 35 MM C 3alUMTHBLIM KOMAYkoM; KareibHuua (C
BO34YX0BOAOM C (DA/IbTPOM XXMAKOCTU C SYeKor 15 MKM U L/IMHOW 57 MM); TpybKa CoeauHUTeIbHas
(BHYTpPeHHMIA arameTp 2,9 MM, fiHa 150 CM); PO/IMKOBbIV 32)KMM CKOPOCTU MOTOKA; TPEXXOLOBOM KpaH;
NHBEKLWMOHHBIV y3en ¢ Jlyep NIOK Win BpaLlaopmes Jlyep fok; Y-06pasHbliii nopT (wim 6e3 nopra);
noTpeduTeNbLCKasa Tapa; MHCTPYKLUMA MO MPYMEHEHNIO.

9. CwucTema 418 MHPY3UU BHYTPUBEHHbIX XUAKOCTEN C TPEXXO40BbIM KpaHOM 6e3 BO3Lyx0Boja
Polyfusion (MonudbtoxkH) B cocTaBe:

9.1MnactmkoBbln wmn guametp 0,5 MM, gnnHa 35 MM C 3alWMTHBLIM KOMMAYKOM; KanesbHuua (6e3
BO34yX0BOAa C (WIbTPOM XXMAKOCTU C AYerkoid 15 MKM WM LIMHOA 57 MM); BO3AYLUHbLIA (PUILTP C
Aveikoli 0,3-3 MKM; TpybKa coefrHUTeNbHas (BHYTPEHHWIA AnameTp 2,9 MM, AivHa 150 ¢M); posMKOBbIA
3KUM CKOPOCTM TMOTOKa; TPEXXOLOBOM KpaH; VHBLEKLMOHHbLIA Yy3en C KpersieHvem Jlyep cavin B
KOMM/JIEKTe C WHBEKUMOHHOA wurnon  18G (1,2x40 mm); Y-06pasHbli  nopT (Wi 6e3 nopta);
MoTPeOUTENLCKAA Tapa; MHCTPYKLUYMA MO MPYIMEHEHNIO.

9.2 MnacTnkoBbIn WKMN anameTp 0,5 MM, gvHa 35 MM C 3alUMTHLIM KOMMaYKoM;  KarenbHuua (6e3
BO34yX0BOfa C (W/IbTPOM XKMAKOCTM C SYEKOon 15 MKM M A/IMHON 57 MM); TpybKa coeauHuTebHas
(BHYTpeHHMIA anameTp 2,9 Mv, gnnHa 150 cM); PONMKOBBINA 3aKMM CKOPOCTM MOTOKA; TPEXX0A0BOM KpaH;
NHBEKLIOHHbIA Y3e/ C KpenneHnem Jlyep camn B KOMI/IEKTE C MHBbEKLVIOHHOW mrnoit 21G (0,8x40 Mm);
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Y-06pasHblIii NopT (Wm 6e3 nopTa); NOTPedUTebCKas Tapa; MHCTPYKLMSA MO MPUMEHEHMIO.
9.3MnacTkoBbln wmn gvametp 0,5 MM, giMHa 35 MM C 3alUMTHBIM KOAMAYKoM; KanenbHuua (6e3
BO3AyX0BOAA C (WMIbTPOM >KMAKOCTU C SYeiKol 15 MKM U AAMHON 57 MM); BO3AYLUHBLIA (MALTP C
AYerikoi 0,3-3 MKM; TpybKa coeguHuTeNbHas (BHYTPEHHUIA anameTp 2,9 MM, A/ivHa 150 cM); pO/IMKOBbIiA
33KMM CKOPOCTWU MOTOKA; TPEXX0A0BOM KpaH; WHBLEKLMOHHbIN y3en ¢ Jlyep SIOK Wi BpaLLatoLLmMCS
Nyep nok; Y-o06pasHbliii nopT (Um 6e3 nopra); NoTpedbuTeNIbeKasa Tapa; MHCTPYKLUMS MO MPUMEHEHUIO.

9.4 TMnacTmkoBbIA WMN gvameTp 0,5 MM, gimHa 35 MM C 3alUMTHBLIM KOMMaykoM; KarenbHuua (6e3
BO34yX0BOAa C (WMIbTPOM XXMAKOCTU C SYEMKOA 15 MKM W [A/IMHOW 57 MM); BO3AYLUHbIA (PUALTP C
Aveikoii 0,3-3 MKM; TpyOKa coefvHUTeNbHas (BHYTPEHHWI anameTp 2,9 MM, 4/inHa 180 cM); po/IMKOBbIiA
32KUM CKOPOCTW MOTOKA; TPEXXOA0BOW KpaH; WHBLEKUMOHHLIA Y3en1 C KpersieHvem Jlyep cavn B
KOMIM/IEKTE C WHBEKUMOHHOM urnoin 18G (1,2x40 Mm); Y-06pasHbiii  mopT (Wwwm 6e3 nopTa);
NnoTpebUTeNbCKas Tapa; NHCTPYKLUMA MO MPUMEHEHNIO.

9.5 MnactnkoBbIA WMN gnameTp 0,5 MM, AiMHa 35 MM C 3alLUMTHBIM KOMMAayuKoM;  KanenbHuua (6e3
BO34yX0BOJA C (MMIbTPOM XKMAKOCTM C AYenKkod 15 MKM 1 4/iMHON 57 MM); Tpybka coegvHUTeNbHasA
(BHyTpeHHUIA grameTp 2,9 MM, AnnHa 180 cM); POMKOBBIA 3a>KUM CKOPOCTY MOTOKA; TPEXXOA0BOW KpaH;
WHBEKLMOHHBIN y3eN ¢ KperiieHnem Jlyep Cavn B KOMIJIEKTE C MHBEKUMOHHOM uroi 21G (0,8x40 Mwm);
Y-06pasHblIii NopT (Un 6e3 nopTa); NOTPedUTENbCKas Tapa; MHCTPYKLMSA MO MPUMEHEHWIO.

9.6 MnacTkoBbIA WM guameTp 0,5 MM, AnvHa 35 MM C 3alMTHBIM KOMMAYKoM; KanesbHuua (6e3
BO34yX0BOAa C (PUIbTPOM >KMAKOCTU C A4elikoid 15 MKM 1 AAMHOW 57 MM); BO3AYLUHbIA (OUILTP C
Ayelikoii 0,3-3 MKM; TpybKa coenHMTeNbHas (BHYTPEHHWUIA AnameTp 2,9 MM, A/ivHa 180 cM); pO/IMKOBbIi
320KMM CKOPOCTU MOTOKA; TPEXXOLOBON KpaH; MHBLEKLMOHHBIA Yy3en ¢ Jlyep SIOK WX BpalLatoLLMMCs
Nyep nok; Y-06pasHblid nopT (n 6e3 nopra); NOTPedmUTeNbCKasA Tapa; UHCTPYKLMS MO NPUMEHEHWIO

9.7 MnactukoBbii wmn avameTp 0,5 MM, AiMHa 35 MM C 3alUMTHLIM KOMMaYkoM; KanesbHuua (6e3
BO3/yX0BOJa C (PUILTPOM XKMAKOCTU C SYEMKOM 15 MKM M A/IMHOM 57 MM); BO3AYLUHbIA (ULTP C
Aveikoli 0,3-3 MKM; TpybKa coefvHUTeNbHAA (BHYTPEHHUI anameTp 2,9 MM, g/inHa 200 cM); po/MKOBbIA
32KMM CKOPOCTM TOTOKA; TPEXXOA0BOWN KpaH; WHBLEKLMOHHBIN Yy3en C KpersieHveMm Jlyep civn B
KOMIM/IEKTE C  WUHBLEKUMOHHOM wurnon  18G (1,2x40 mm); Y-06pasHbid  nopT (uam 6e3  nopta);
noTpebUTeNbCKas Tapa; NHCTPYKUMS MO MPUMEHEHWIO.

9.8 MnactukoBbIdi wWmn gnametp 0,5 MM, AavHa 35 MM C 3alUMTHBLIM KONayvkoM;  KanenbHuua (6e3
BO3/yX0B0Aa C (MMIbTPOM XXMUAKOCTM C SYeKoA 15 MKM W A/IMHOM 57 MM); TpybKa COoeanHUTE/IbHas
(BHYTPeHHWIA anameTp 2,9 MM, AvHa 200 Cv); POSIMKOBbIN 320KMM CKOPOCTU MOTOKA; TPEXXOL0BOM KpaH;
NHBLEKLIMOHHDBI Y3en C KpenseHem Jlyep camn B KOMIMJIEKTE C MHBEKLMOHHOM urnoi 21G (0,8x40 Mw);
Y-06pasHblIii NopT (Mn 6e3 nopTa); NOTPedUTebCKas Tapa; MHCTPYKUMS MO NPUMEHEHMIO.

9.9 MnactvkosbIi wmn guametp 0,5 MM, gmHa 35 MM C 3alUMTHBIM KOMMAYyKoM; KarnenbHuua (6e3
BO34yX0BOfAa C (PUIbTPOM >KMAKOCTU C A4elikoid 15 MKM 1 4 nHOM 57 MM); BO3LYLUHbIA (OUIbTP C
Avelikoli 0,3-3 MKV; TpyoKa coeanHuUTeNIbHas (BHYTPEHHWIA anameTp 2,9 MM, annHa 200 cm); po/TMKOBbIN
3KUM CKOPOCTM MOTOKA; TPEXXOLOBOWM KpaH; MHBLEKUMOHHBIA y3en ¢ Jlyep /IOK WM BpaLLatoLLMMCS
JNyep nok; Y-06pasHbliii NopT (Mm 6e3 nopTta); NoTpebuTeNbCKas Tapa; MHCTPYKLUMS MO MPUMEHEHMIO

10. Cwuctema Ans MHGY3MU BHYTPUBEHHBIX XXWUAKOCTel € ABOWHOW KanenbHuuein Neofusion
(HeodhbtoxXH) B cocTaBe:

10.1 MnacTmkoBbI WN grameTp 0,5 MM, g/iHa 35 MM C 3alMTHBIM KO/INAYKoM; ABOMHAsA KarnesbHMLA
(C GMNBLTPOM XKNAKOCTU C SHEAKOM 15 MKM 1 J/IMHOM 52 MM); BO3AYLLUHbIA (MNbTp ¢ suelikoii 0,3-3 MKV
TpybKa coefnHUTeNbHAA (BHYTPEHHWUIA avameTp 2,9 MM, A/inHa 150 cM); pOSMKOBBIA 38KUM CKOPOCTYU
MoToKa; (PUILTP C pasmepoM fuelikn 0,2 MKM; WHBEKUMOHHBIA Y3en C KpersieHvem Jlyep cavn ¢
NHBEKLMOHHON rrnoi 18G (1,2x40 mm); Y-06pasHblii nopT (v 6e3 nopra); NOTpeduTeNbCKas Tapa;
WHCTPYKLMS MO MPUMEHEHWIO.

10.2 MnacTmkoBblIA Wi gyameTp 0,5 MM, f/iMHa 35 MM C 3alUMTHBIM KO/NMavyKoM; ABOMHasA Kare/bHULA
(C MNBTPOM XKMAKOCTM C AYENKOM 15 MKM Y1 J/TMHORN 52 MM); BO3AYLUHBIA (UNLTP € A4elikoi 0,3-3 MKV,
TpyoOKa coeAnHUTeNbHaA (BHYTPEHHWUIA AnameTp 2,9 MM, A/ivHa 150 ¢M); pO/IMKOBbLIA 3aKMM CKOPOCTU
MoToKa; (ILTP C pasMepoM suerkn 0,2 MKM; MHBEKLMOHHBIA Yy3en C KpervieHvem Jlyep civn B
KOMM/IEKTE C WHBbEKUMOHHOM wurnoi 21G (0,8x40 mm); Y-06pasHblii nopT (W 6e3 nopTta)
noTpebrTeNbCKas Tapa; NHCTPYKUMSA M0 NPUMEHEHWIIO.

10.3 MnacTrkoBbli Wi aameTp 0,5 MM, A/iMHa 35 MM C 3aLLMTHLIM KOMMAYKOM; ABOVHas Kare/ibHULA
(C MNBTPOM XKNAKOCTU C AYENKON 15 MKM Y A/IMHON 52 MM); BO3AYLUHbIV (UILTP C AYelikoin 0,3-3 MKM;
TpyoKa coeamHUTENbHAsE (BHYTPEHHWIA anameTp 2,9 MM, AsiHa 150 CM); POMMKOBbINA 3aKMM CKOPOCTU
MoToKa; (WILTP C pasmepom suelikn 0,2 MKM; MHBLEKUMOHHBIA y3en ¢ Jlyep NOK WM BpaLLatoLLMMCA
Nyep nok; Y-06pasHbiii NopT (Mnn 6e3 NopTa); NOTPedUTeNbCKas Tapa; MHCTPYKLMS MO NPUMEHEHUIO.

11. Cwucrtema 418 WHQY3MM C WANOM C Kpbinbiwkamu Polyfusion-W  (MonugbioxH-B) 6e3
BO3/yX0BOJa B COCTaBe:

11.1 MnactmkoBbiA wmn 0,5 MM, gMHa 35 MM C 3alUMTHBLIM KO/INMAYKoM, CHabXEHHbIA MasieHbKUMM
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KPbUTbILLKAMA /151 JOMOSIHUTENBHOMO YA06CTBa MNPV MPOKa/ibiBaHUN MPOOKM; BO3AYLUHbLIA (WILTP C
suelikoii 0,3-3 MKM; KanefbHuLa (6e3 Bo3ayxoBoja, C WIbTPOM XMAKOCTU C YKo 15 MKM 1 A/IMHON
52 MMm); TpybKa coegvHUTeNbHas (BHYTPEeHHWIA anameTp 2,9 MM, g/iHa 150 cM); POIMKOBbLIN 320KM
CKOPOCTW MOTOKA; (hWIbTP C pa3mepoM sueiiki 0,2 MKM; MHBEKLUMOHHBIV Y3en ¢ KpenneHvem Jlyep cavn
B KOMIVIEKTE C WHBEKUMOHHOW urnoin 21G (0,8x40 mm); Y-06pasHblii nopT (Win 6e3 nopTa);
NoTpebuTeNIbCKasa Tapa; UHCTPYKLUMS MO NMPUMEHEHWIO.

11.2 MnactukoBbii Wwmn 0,5 MM, AMHa 35 MM C 3aWWTHBIM KOMMAYKOM, CHaGXEHHbIA MasieHbKMM
KPbUIbILLKaMA 4151 AOMOMHUTENIbHOMO YA06CTBa NMPU MPOKa/bIBAHAM MPOOKW; BO3LYLUHbIA (WILTP C
Avelikon 0,3-3 MK\V; KanesibHUUA (663 BO34yX0B0Aa, C IbTPOM XXUAKOCTU C SHENKON 15 MKM W 4/TMHOM
52 MMm); Tpybka coegvHUTENbHAsA (BHYTPEHHUA anameTp 2,9 MM, givHa 150 CM); POMMKOBbLIN 3aXKVM
CKOPOCTW MOTOKA; (MIbTP C pasmepom sueikn 0,2 MKM; MHBEKLMOHHBINA Y3es1 ¢ KpensieHnem Jlyep cavn
B KOMIVIEKTE C WHBEKUMOHHOW wurnoii 18G (1,2x40 mMwm); Y-06pasHblii mopT (v 6e3 nopra);
NoTpeouTeNIbCKasA Tapa; MHCTPYKLMS MO MPUMEHEHNIO.

11.3 MnactukoBblii wmn 0,5 MM, 4vHa 35 MM C 3aWMTHBIM KOMMAYKOM, CHaGXeHHbI MasieHbKMM
KPbUIbILLKaMA AN151 AOMONHUTENIbHOMO YA06CTBa NMPU NPOKasibIBaHWN MPOOGKW; BO3AYLUHbIA (WILTP C
Averikoin 0,3-3 MKMV; KanefbHuLUa (6e3 Bo3ayX0BoAa, C MILTPOM XUAKOCTU C SUENKOA 15 MKM 1 ANIHOWA
52 mm); Tpybka coefuHUTeNbHasA (BHYTPeHHUIA anameTp 2,9 MM, favHa 150 cM); PONMKOBbLIV 320KUM
CKOPOCTM MOTOKa; (MLTP C pasmepoM SYeliki 0,2 MKM; MHBLEKUMOHHbBIA y3en ¢ Jlyep /oK wim
BpaLLaroLmmMcs Jlyep oK; Y-06pasHbliid NopT (Mnn 6e3 nopTa); noTpebuTenbckast Tapa; UHCTPYKLUMS Mo
NPUMEHEHNIIO.

12, Cuctema Ona UVHMY3MM € wWUnoMm ¢ Kpbiabliwkamuy Polyfusion-W  (MonndobtodxkH-B) ¢
BO3/lyXOBO/IOM B COCTaBe:

12.1 MnactukoBbli Wwmn 0,5 MM, AiMHa 35 MM C 3aWMTHBIM KOMMAYKOM, CHaGXEHHbI MasieHbKMM
KPbUIbILLKAMXA N1 [OMOMIHATENILHOrO  YA06CTBA MNPV MPOKasibiBaHUM  MPOOKY;  KanebHuua  (C
BO3AYXOBOZAOM, C (PMU/IbTPOM XXMAKOCTU C AYeKol 15 MKM 1 f/IMHOM 52 MM); TpybKa coeanHUTebHasA
(BHYTpeHHWI aramMeTp 2,9 MM, f/iHa 150 cM); POMMKOBbLIA 38KMM CKOPOCTU MOTOKA; MHBEKLMOHHbIM
y3en ¢ KpenseHnem Jlyep cvn B KOMIVIEKTE C MHBEKUMOHHOM mrnoin 18G (1,2x40 Mwm); Y-06pasHbIii
nopT (W 6e3 NopTa); NOTPebUTeNbCKAasA Tapa; NHCTPYKUKMA MO MPUMEHEHWIO.

12.2 MnactmkoBbiA wmn 0,5 MM, gnnHa 35 MM C 3alLMTHBIM KO/IMAYKOM, CHaGXKEHHbI MasleHbKMMA
KpbUIbILLKaMA  A4N1s1 [OMOSIHUTENbHOrO  yA06CTBa MNpY  MPOKa/ibiBaHUM  MPOobKK;  KanenbHuua  (c
BO3ZyX0OBOLOM, C (PUIbTPOM >KUAKOCTU C AYEnKol 15 MKM 1 A/IMHOM 52 MM); TpybKa coeauHUTEIbHAsA
(BHYTpeHHWIA anameTp 2,9 MM, A/ivHa 150 cM); POIMKOBBIA 38)KMM CKOPOCTW MOTOKA; VHBEKLIMOHHbII
y3en ¢ KpersieHnem Jlyep cann B KOMIJIEKTe C MHBbEKUMOHHOM mrnoii 21G (0,8x40 MM ); Y-06pasHbIii
nopT (Wn 6e3 nopTa); NOTPedUTENLCKAsA Tapa; MHCTPYKLMA MO MPUMEHEHUIO.

12.3 MnactukoBblii Wwmn 0,5 MM, AnvHa 35 MM C 3alLMTHBIM KOMMAYKOM, CHaGXEHHbIV MasieHbK/MM
KPbUIbILLKaMA /1 JOMOSTHATE/NIbHOMO  yA06CTBA MPWY  MPOKa/IbIBAHWM  MPOOKW;  KanesbHuUa  (C
BO3YXOBOAOM, C (hMNIbTPOM YKUAKOCTU C AYeiKol 15 MKV 1 AIMHOW 52 MM); TpyOKa coeguHUTeIbHas
(BHYTpeHHWIA gnameTp 2,9 MM, faivHa 150 CM); POSTMKOBbLIA 32KMM CKOPOCTU MOTOKA; MHBLEKLMOHHBINA
y3en ¢ Jlyep foK nnn BpalaroLymest Jlyep fok; Y-06pasHbliii nopT (Wim 6e3 noprta); noTpebuTenbeKas
Tapa; MHCTPYKLUWA MO NMPUMEHEHNIO.

13 Cuctema gna vHdy3um ana potovyBcTBUTENbHBIX NpenapatoB Photofusion (PoTodbroXkin) B
cocTaBe:

13.1 MnacTmkoBbI WKn gnameTp 0,5 MM, gnnHa 35 MM C 3aMTHBLIM KOINMAYKOM; BO3AYLUHbIA (UILTP €
Aveikoii 0,3-3 MKM; KanenbH1UA (C (IbTPOM XKUAKOCTA C SYeKoA 15 MKM 1 ANTMHOK 57 MM); TpyoKa
coefvHUTENbHAA (BHYTPEHHUIA anameTp 2,9 MM, favHa 150 ¢M); pO/IMKOBbI 32KMM CKOPOCTU MOTOKa;
WNHBEKUMOHHBIN Y3e C KpersieHveM JTyep Cmn B KOMI/IEKTE C MHBEKLUVMOHHOW mrnoi 21G (0,8x40 Mw);
Y-06pasHbii NopT (M 6e3 MopTa); MEepPexofHWK Moj OXBaTbiBaéMblii HAKOHeYHMK Jlyspa ¢ MLL-
KO/INaYKoM; MoTPedUTeNIbCKan Tapa; MHCTPYKLUMS M0 NPUMEHEHWIO

13.2 MnactukoBbii Wwnn gravetp 0,5 MM, fivHa 35 MM € 3alUMTHBIM KO/MAYKOM; BO34YLLUHbIA (UILTP C
Aderikoi 0,3-3 MKM; KanenbHMUa (C (NbTPOM XXUAKOCTU C SYeKoiA 15 MKM 1 A/IMHOM 57 MM); TpyoKa
coeanHUTeNbHasA (BHYTPEHHWIA gnameTp 2,9 MM, AivHa 150 cM); POMKOBBIA 3a)K1M CKOPOCTM MOTOKA;
WNHBEKLMOHHBIM Y3en C KpensieHreM Jlyep c/inn B KOMIJIEKTE C UHBEKLMOHHON uroin 18G (1,2x40 mm);
Y-06pasHbin mopT (Mnn 6e3 nopTta); MepexoaHMK Moj OxXBaTblBaeMbli HaKOHeYHMK Jlyepa ¢ MLL-
KO/INMayKoM; NoTpebuTe/bCKas Tapa; MHCTPYKLUMA MO NMPUMEHEHWIO

13.3 MnactukoBbIA Wnn guameTp 0,5 MM, 4iHa 35 MM € 3alMTHBIM KOMMAaYyKoM; BO3AYLUHbIA QULTP C
Aveikoli 0,3-3 MKM;  KanesibHULA (C (MIbTPOM XXUAKOCTM C SYeKol 15 MKM 1 AnnHOM 57 MM); Tpybka
COeAVHUTENbHAs (BHYTPEHHUIA anameTp 2,9 MM, aniHa 150 cM); PO/TMKOBbBIA 320KUM CKOPOCTUM MOTOKa;
WHBEKLUYIOHHbIV Y3en ¢ Jlyep /IOK v Bpalarommes Jlyep ok; Y-06pasHbii nopT (Wnn 6e3 nopra);
MEPEXOAHMK MOA OXBaTbIBaeMbIA HakoOHeYHWK Jlyepa ¢ MLL-Konmaykom; MOoTpeduTenbCcKas Tapa;
WHCTPYKLMS MO MPUMEHEHNIO
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14. Cwnctema AN WHQY3MM C MUKPOKanesnbHHUEH W perynsatopom rnotoka Polytrol-Micro
(MonnTpon-MuKpo) B cocTase:

14.1 MnacTmkoBbIi Wn grametp 0,5 MM, g/ivHa 35 MM C 3aMTHBIM KOINaYKOM; BO3AYLLHbIV (LT C
svelikoi 0,3-3 MKM; MMKpO-KanenbHMLUA (C (MUIbTPOM XXMAKOCTU C sAYelikoid 15 MKM 1 A/IMHON 57 M)

TpybKa coegHuTeNbHas (BHYTPEHHWIA auameTp 2,9 MM, g/ivHa 150 cm); perynsaTtop CKOPOCTW MOTOKa

NHBEKLIMOHHBIN Y3en ¢ KpenneHnem Jlyep cavn B KOMM/IEKTE C MHBEKLMOHHON mrnoi 18G (1,2x40 Mm)

Y-06pasHblii NopT (Mnn 6e3 nopTta); NoTPebUTeNbCKasi Tapa; UHCTPYKLUMSI NO NPUMEHEHNIO

14.2 MnacTnkoBbIA WM gravetp 0,5 Mv, giHa 35 MM C 3aMTHBLIM KOMMaYKoM; BO3AYLUHbIV (UNLTP C
s4yenikoi 0,3-3 MKM; MMKpO-KanenbH1Ua (C vIbTPOM XUAKOCTU € SYeliKoA 15 MKM 1 A/IMHOK 57 MM);
TpybKa coefuHUTeNbHAA (BHYTPEHHWUI avameTp 2,9 MM, AnvHa 150 cMm); perynstop CKOpPOCTM MOTOKa,;
NHBEKLMOHHBIA y3e ¢ KperyieHnem Jlyep Cnvn B KOMIJIEKTe C MHBEKLUMOHHOM mrnoii 21G (0,8x40 mwm);
Y-06pasHblii nopT (Mmn 6e3 nopTa); NoTPebuUTeNIbCKas Tapa; UHCTPYKLUMS MO NPUMEHEHWIO

14.3 MnacTrkoBblIl Wwin gyameTp 0,5 MM, AivHa 35 MM C 3aLLUMTHBIM KO/MaYykoM; BO3AYLLHbIA (bTP C
Adelikoin 0,3-3 MKM; MUKPO-KaneibHULA (C (IbTPOM XKUAKOCTU C SYEMKOA 15 MKM U JJIMHOR 57 MM);
TpybKa coeguHUTeNbHasA (BHYTPEHHWIA anameTp 2,9 MM, f/ivHa 150 cM); perynsaTtop CKOPOCTM MOTOKa;
NHBEKUVOHHBIA y3en ¢ Jlyep NoK win Bpallaowmmes Jlyep fok; Y-06pasHblid nopT (Wi 6e3 nopra);
NoTPedUTENbCKasA Tapa; MHCTPYKLUMA MO NMPUMEHEHWIO

15. Cwucrtema gna vHysun ¢ nsMepeHveMm obbema BBoguMOro pactsopa Polyvol (Monuson) B
cocTaBe:

15.1 MnacTmkoBbIi WMn gnameTp 0,5 MM, AivHa 35 MM C 3alUMTHBIM KOMMayukoM; BO3AYLUHbIA (LT €
Adverikoin 0,3-3 MKM;  KanesbHMUa C rpafyvpoBKOMA ANs M3MepeHns obbema BBOAMMOIo pactsopa (C
UIbTPOM KMAKOCTU C SYeiikoin 15 MKM W anuHoii 160 MM); CMMKOHOBLIM MOM/aBoOK; Tpyoka
coefuHUTeNbHas (BHYTPEHHWI avaMeTp 2,9 MM, f/ivHa 150 CM); POIMKOBBIN 32)KMM CKOPOCTW MOTOKA;
NHBbEKLMOHHBIN Y3en ¢ KpenseHnem Jlyep cavn B KOMI/IEKTE C UHBEKLMOHHOM mroii 21G (0,8x40 mm);
Y-06pasHbliii NopT (Wn 6e3 NopTa); 3aLLe/IKMBAIOLLMIACA 3a0KMM; NOTPetUTeNbCKas Tapa; MHCTPYKLUMS Mo
NPUMEHEHWIO

15.2 MnacTnkoBbIv win guametp 0,5 MM, giHa 35 MM C 3aMTHBLIM KOMaYKoM; BO3AYLUHbIA (LT C
Aveikoli 0,3-3 MKM;  Kare/lbH/Ua ¢ rpafyvpoBKOM ANs M3MepeHns o6beMa BBOAMMOIO pacTtsopa (C
(MBTPOM  XKMAKOCTU C AYeikoid 15 MKM 1 f/inHOM 160 MM); CM/IMKOHOBLIM MOM/IaBoK; TpyoKa
coeaVHUTeNbHAA (BHYTPEHHUIA anamMeTp 2,9 MM, A/inmHa 150 ¢M); pOnMKOBbLIV 38DKMM CKOPOCTW MOTOKa;
WHBEKLIMOHHBI Y3e/1 ¢ KpensieHvem JTyep Cavn B KOMIJIEKTE C MHBEKLMOHHON urnioin 18G (1,2x40 mw);
Y-06pasHblii MOPT (MM 6e3 NopTa); 3aLle/IKUBAIOLLMIACA 3aKUM; MOTPeduTeNbekas Tapa; MHCTPYKUMS Mo
NMPUMEHEHWIO

15.3 MnacTrkoBbIii WKN guameTp 0,5 MM, AiHa 35 MM C 3alMTHBIM KOINaYKoM; BO3AYLUHbINA (LT C
Avenkor 0,3-3 MKM; KarnefbHMUA C FPafyypoBKOA ANA M3MepeHWs o6beMa BBOAVMMOMO pacTsopa (C
(OMNBTPOM XKUAKOCTM C A4Yeliko 15 MKM M ginmHoM 160 MM); CUIMKOHOBbLIV MOM/IaBoK; Tpybka
CoeiNHUTeNbHas (BHYTPEHHWI avameTp 2,9 MM, g/iHa 150 ¢M); PO/IMKOBbIA 3a8)KMM CKOPOCTY MOTOKa;
NHBEKUVIOHHBIM y3en ¢ Jlyep noK wan BpawaommMes Jlyep ok; Y-06pasHbiin nopT (Wi 6e3 nopra);
3aLLIENKNBAIOLLMIACA 3a0KMM; NMOTPebUTeNbCKas Tapa; MHCTPYKLYMSA MO NPUMEHEHNIO

16. Cuctema ans nHdysmm ¢ Bo3ayxosogom Autofusion (ABTO(LHOXH) B COCTaBE:

16.1 MnacTrkKoBbI WMn grnametp 0,5 MM, AMHa 35 MM C 3alMTHBIM KOMMaYKoM; ABOMHas KarebHuLa
CO CrieupasibHbIM (PUILTPOM, NMPEeSOTBPALLIAIOLLMM MPOHVUKHOBEHVIE BO3AYXa B JIMHUIO MPY OMyCTOLLIEHUN
thrakoHa (C BO34yXOBOAOM C (PUILTPOM XMAKOCTU 15 MKM W1 4/IMHOM 68 MM); TpybKa coeguHUTeIbHasA
(BHYTpeHHUIA anameTp 2,9 MM, g/iHa 180 CM); POTMKOBBIA 32)KMM CKOPOCTU MOTOKA; MHBEKLMOHHD I
y3e/1 C KpensieHrem Jlyep cavn B KOMIMEKTE C UHBEKLUMOHHOM mrnoii 21G (0,8x40 mm); Y-06pasHblii
nopT (Unm 6e3 NnopTa); NOTPedbUTENLCKasA Tapa; UHCTPYKLUMS M0 NPUMEHEHNIO

16.2 MnacTrkKoBbIA Wmn anametp 0,5 MM, A/iMHa 35 MM C 3alUMTHLIM KOMMayKoM; [BOVHast Kane/bHMLA
CO CrieuyasibHbIM (PUILTPOM, NMPefoTBPAaLLAoLLYIM MPOHUKHOBEHWE BO3AYXa B JIMHWUIO MNPV OMyCTOLLEHUN
thnakoHa (C BO34yX0BOAOM C (/IbTPOM YKUAKOCTU 15 MKM 1 A/IMHOM 68 MM); TpyOKa coeavHUTebHast
(BHYTpeHHWA grameTp 2,9 MM, g/imHa 180 CM); POMKOBBIA 320KUM CKOPOCTU MOTOKA; MHBLEKLWIOHHbI
y3en ¢ KpensieHnem Jlyep cavn B KOMM/IEKTE C UHBEKUMOHHON uroii 18G (1,2x40 mMm); Y-06pasHbliii
nopT (Wm 6e3 NopTa); NOTPedbUTENbCKAasA Tapa; MHCTPYKUWMA MO NPUMEHEHNIO

16.3 MnacTmkoBbI Wmn guametp 0,5 MM, fiMHa 35 MM C 3alLUMTHBIM KONaYukoM; ABOMHas Kare/bH/LA
CO CneumabHbIM (ULTPOM, NPEeLOTBPALLAIOLMM NMPOHVUKHOBEHWE BO3AyXa B JIMHUIO MPU OMyCTOLLIEHUN
dhiakoHa (C BO3AyX0BOAOM C (BUIbTPOM XMAKOCTU 15 MKM 1 annHol 68 MM); Tpyoka coeanHuTebHas
(BHYTpeHHUIA gameTp 2,9 MM, gnvHa 180 CM); POIMKOBbIM 38KUM CKOPOCTU MOTOKA; MHBEKLIMOHHBIN
y3en ¢ Jlyep nok wi Bpalatorpmmes Jlyep nok; Y-06pasHbIiin nopT (Win 6e3 nopra); NoTpedbutensckas
Tapa; MHCTPYKLUUA MO NPUMEHEHWIO
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10. TpeboBaHNA no obecneveHNO 6e30MacHOCTU

- TpeboBaHWA K CaHWTapHOWA 3alTe aTMOC(epHOro BO3AyXa, MOYBbl M BOAHbIX OGBLEETOB LO/DKHbI
COOTBETCTBOBATb  AEUCTBYHOLUMM  CAHUTAPHO-3MUAEMMONIOTMYECKUM  MPaBWIaM U TUFVEHNYECKUM
CTaHAapTaMm, YCTaHOB/IEHHbIM B CTPaHe.

-B npoviecce Npon3BoOACTBA CUCTEM LO/MKHA ObITb UCK/THOUEHA BO3MOXHOCTb 3arpA3HEHNA OKPY)XKAOLLIEH
cpedbl 0TX04amn NPOV3BOACTBA.

-TexHONorvs NPOM3BOACTBA CUCTEM He NpeanonaraeT 06pa3oBaHNs XKULKNX 0TXOJ0B.

- YTunmzauma TeXHOMOMMYECKUX MOTePb, BOHUKAIOLMX B MPOLIECCE MPOM3BOACTBA CUCTEM, a Takke
roToBO/A MNPOAYKUMKW, €CNM OHa He COOTBETCTBYET TPeOGOBaHMSIM, [AO/DKHA OCYLLECTBNSITLCS B
COOTBETCTBUM C AEMCTBYIOLLMMI CTaHAapTaMM 1 TPEOOBAHMSMU.

-Mpu aKcnnyaTauum cMcTeM He TPeByeTes CrieUmasibHbIX Mep MO 3aLLyTe OKPY>KAOLLEN Cpeabl OT
BPEAHOro BO3LENCTBUS.

YTunnsaymsa:
O Vicnonb3yemble N3enns 0THOCATCA K kriaccy B (anngeMuonornyeckn HebesonacHble),
O CucTeMbl, KOTOPble He 6bUT UCMO0/Mb30BaHbI M0 HA3HAYEHMIO MO NPUYNHE NCTEYEHUS CPOKa

roAHOCTM 1 MO APYrM MPUYMHAM, OTHOCATCS K Kaccy A, Kak anvaeM1oniormyecki 6e3onacHbIie 0TXofpl
N YTUNM3VPYIOTCS Kak GbITOBbIE OTXO/bI.

11. MaTepuasbl, UCMOJb3yeMble B MPOV3BOACTBE

Bce Martepuanbl, U3  KOTOPbIX  W3rOTOB/EHbl  KOMIMOHEHTbI,  COOTBETCTBYHOT — TEXHUYECKVM
XapaKTEPUCTVIKaM W paspeLLieHbl AN UCT0Nb30BaHUs. 3aenme 1 ynakoBKa He COfiepXKaT KOMMOHEHTOB

N3penve, s
nponsBojacTea
Ne KOTOpOro OcCHOBHOW MaTepua Mapka NponsBoguTenb
Ncnosb3yeTca
mMartepuan
3arnyLuka «XbH COHT
1 Bo3gyxoBoga MonvnponuseH SM498 KopriopeiLLH»
3alMTHOIO Kosnayvka
PubTP «[MepthopmaHc Paiibepc,
9 BEHTU/IALWOHHOTO CTeK/TOBONOKHO VHK.»
oTBepcTus (BxogHoi
BO34YLUHbIA (DULTP)
3 VIHbEKUMOHHBIN y3en  JlaTekc «TOMTrNoB COH. BXO»
NaTEKCHbIN HaTypa/ibHbIn KayuyK
4 BUWHTOBOI Konnayok [lonvkap6oHaTt 1201-15 «3N-|"n MonmkapboHeT»
5  TMnacTvKoBbliA UMM AKDITIOHUTPII-Oy TayeH- IFB700/HF400 «TOVIONAK [pkerepan
cTUpon Meprioc»
o MonNmaTueH HU3KOM «CABUNK>»
6 2?;”””"'” KONMAtOK — oTHoCTI (M3HIM) + M200056/LDF201 FG/
SSAYXOHENPORMLAEM 1 rnen Bbicokoi H11600+24FS040 «HpoTeH X/O»
bl Ma/IeHbKUIA A
nnotHoctu (M3BIT)
3alMTHbIA KONavoK «CABNK>»
7 «KpLUTATBIA WM M3HM+A3BM MZ200056/LDF201 FG/
(60nbLLION) H11600+24FS040 «HOoTeH X/O»
3aLUUTHBIA KOMMaYvoK «HAen nonvveps
8 ptunaretiwwmy  TBX (Be3 DEHP) IPS7ND A P
g  KopnycponMKoBOro o oomnen H 110MA/SM 498 «XbIOCOHT

3aKMMa KopropeiiLLHy
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10

13

14

15

16

17

18

19

20

22

23

24

25

26

27

Perynsitop CKopocTu

MoToKa
Konecnko

POMKOBOI0 3aKnma

KanenbHas kavepa
Nova

KanenbHuua gis
n3vepeHnst 06EMa

BBOAVMOI0 PacTeopa

(6e3 DEHP)
[BoliHas Kare/ibHasA
Kamepa

MuKpoKanesibH1La

HakoHeUHuK Jlyepa c

0XBaTbIBaEMbIM
KOHLLOM

MLL konna4vok
0,2 -MVUKPOHHb IV
DUNLTP TOHKON
OYUCTKU

MpOMbIBHOW (NLTP

Y-06pasHblii nopt
(ManeHbKwiA)

Y-06pasHbIii nopT
(BonbLLIoN)

Bpawuatoruianca Jlyep
ok (Kopnyc)

HakoHeuHuK Jlyepa
(PUKCMpPOBaHHbIIA)

ApanTep

MnacTnkKoBbIA WM

Mpobka/ KnariaH
BEHTWIALMOHHOIO
0TBepCTUS
KanenbHas Kamvepa
6e3 MNBX

AKPUNOHUTPU-0yTaaneH-
cTvpon

MonunponuneH

MMONMBUHUNXNOPUAHBII
niacTmkar

MoNMBUHUIXIOPUAHBIiA
nnacTuKar

MONVMBUHUIXIOPULHBINA
nsacTuKar
MONMBUHUAXIOPUAHBINA
nsacTukKar

MpaHynbl
HennacTUHULMPOBAHHOIO
NONMBUHWIIXNOPULA
(HMBX)
MoHMN

MonunponwuneH

MonuatnneH (M3J) +
NOSIMBUHWUNNAEHTOPUA
(MBAP)
AKPUNIOHUTPUN-6yTaaneH-
ctypon (ABC) n
MNonuunsonpeH

ABC 1 NonuusonpeH

AKPUNOHUTPUNI-6YTaameH-
CTVpOn

ABC

MonunponuneH n HMNBX
HaTypanbHbIi
aKPUNOHUTPWUII-6yTaaneH-
ctmpon (ABC)

70% M3BI1 + 30% M3HIM

TPE
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IFB920/HF400

H 110MA/SM 498

POC 337 K

IP92 NO

POC 337 K

POC 337 K

MMP20/B

LOF201FG

920 555/TR558A

920 555/TR558A

SM498/MMP 20B

IFB 920 / HF400

50MA180 + 24FS040/

M200056

«TOVOJAK DxeHepan
Meprioc»

«XbHOCOHI™
KopnopeiiLuH»

«/IHaen nonnumep»

«Hgen nonvmep»

«Hgen nonumep»
«Hgen nonnvep»

«CABUNK»

«CAB/K»
«XbHOCOHI™
KopnopeiLuH»

«NHpoTeH X O»

«CtuponyuH Amepuka -
an-Cne»

«CTuponywH Amepurka 9n-
an-Cue»

«CT1urponyLwH Amepuka 71
an-Cue»

«CTUponyLwH Avepuka J-
an-Cue»

«XbHKOCOHI
KopropenLuH»

«MHpen nonnvep»
«CTnponyLwH Amepuka -
an-Cuc»

«MHpoTeH XO»
«CABUK»

«CABUK»



28

29
30

31

32

33

34

35

36

37

40

39

40
41
42

43

Tpy6bka (be3 DEHP)

Tpybka
Tpybka 6e3 MNBX

PonnKoBb I 3a0KM

MNepexofHuVK rnog
HaKOHeYHVK Jlyepa

MpYicoeANHUTENbHBIV

KOHyC (KpenseHve
Jyep-cnvn)

Paszbem urnbi

3alWTHBIA KO/Ma4oK

bl

Wrna

PUILTP 4na
YKNAKOCTEN

Y-06pa3Hbiii
NnepexoHUK

["0n10BKa C KOHYCOM
Jlyep nok (Kopryc)
Pyuka

HakoHeuHVK J1yep
oK

VIHBbEKUVMOHHB I y3en

Kpacutesb

MONMBUHUXTOPUAHDINA
nnacTmkar
MoNMBYHNNXIOPUAHBINA
nnacTukar

TPE

MonunponuneH

MpaHysibi
HennacTUULMPOBaHHOIO
NoNMBUHUNXIOPULA
(HMBX)

MonunponwvneH

Monunponunex

MonunponuneH
Hep>xaBetoLLas ctasib

CUNNKOHOBOE MOKPbLITHE

HelinoH

Mpo3pauHblii ABC

Monnkap6oHaT

MaBIi
MaBri

6e3 naTekca

CUHWIA KpacuTeSb

rony6oi Kpacutesb

YENTbIA KpacuTeslb
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IP 31 ND/PDC320ND «ViHpen nonvmep»

«Hpen nonnmvep»

IP31/BT 31

He nprvmveHnmo
«XbHK COHT

H 110MA/SM498 KopnopeLLHy»
«Hgen nonumvep»
«XbHOCOHI™
KopnopeLuHs»

MMP 20 B «Hgen nonnvep»
«XbHKOCOHI™

SM 498 / 575P KopnopeiLuH»
«Hgen nonvmep»
«XbHOCOHI™

SM 498/575 P KopnopeiuH»
«MHaen nonmvep»
«XbHOCOHI™

SM 498/575 P KopnopenLuH»

«Hpen nonnuvep»
«X3HaHb X33 aipoH 3H[,
ctun Ko., JTtg»

SS 304

AUMETUKOH NF

Nylon 6 «["eo-Tek MNMonvmeps»
«CTuponyLwH Avepuka or-
an-Cue»

«3n->kn MonmkapboHenT»

PA - 758

PC 1201-15/RX-1805

50MA180/M200056 «HpoTeH X»
M200056 «HpoTeH X[O»
MNonunsonpeH «TOMr10B CAH. BXO»

Ne nurmeHTa: cuHMiA 15:0:
per. Ne CAS 147-14-8
(chTanoumaHuH meaw)
Okeng tntaHa (THO2): per.
NeCAS 13463-67-7

«®okyc MNMurmeHT CaH.
bxa.»

Ne nurmeHTa: rony6oin 15:5:
per. No CAS 147-14-8
(chTanoumaHuH meau)
Okenpg TntaHa (THO 2): per.
NeCAS 13463-67-7

Ne nUrmeHTa: >XenTbiin 14:
per. Ne CAS 5468-75-7
(6eH3AMHOBbIN XENTbIIA)
Okeng TntaHa (THO2): per.
NeCAS 13463-67-7



44

46

47

Bymara i3 YnakoBoyHas 6ymaragna  OCPSxxxxIOx/ «AMKOP ®riek-cvon3»

;l:aﬂll:::lfmy?/g::mﬁ MEANLMHCKMX U3aeNIA OEHPxxxxHOx

MneHka gns L1711 MEMUMHCKVIX M3e i «AMKOP ®rek-cnona»
NHAVIBUAYaIbHO Mo+ M HeTOKCﬁ‘-IEaFI a '

YNaKOBKW M3aenui

Ll,Byxgnof/'lHaﬂ KapToH «AMKOP ®nieK-cnons»
Kopobka

TpaHcnopTHasA «AMKOP ®niek-crn6ns»
VIAKOBKA Bymara nonykpadt

20 20% 30 + 80% C02

12 MogroTtoBka K pabdoTe 1 NOPSA0K 3KcrlyaTaummn

BHVMAHWE: CTporo npuaep>kvBaiTecb NpaBu/l acenTMKuM un cobnojante oblume mMepbl
NMPeOoCTOPOXXHOCTU U NPOoLeaypbl, yCTaHOB/AEHHbIE MPOTOKO/1aMMN MEOULIVIHCKUX YUPEXXAEHWIA

121  Tpouenypa NPOBOAUTCA B COOTBETCTBMU C PYKOBOACTBOM /11 MEAULUMHCKUX PaboTHUKOB,
YTBEPXAEHHBIM B MEAVLMHCKOM YUPEXAEHWW, 1 A0/HKHA BK/IKOHaTb B Cebs CefytoLLee:

12.1.1 TMoaroToBKa pyK K MpoBefeHUO npoueaypbl. oMoiTe pyku B COOTBETCTBUWM C a/IfOPUTMOM,
YKa3aHHbIM B PYKOBOACTBE. JTO NpeaoTBpaLlaeT MHPULIMPOBaHMe.

12.1.2 TlogrotoBbTe CTEPWIbHbINA NIOTOK, Ca/IheTKM, MPUCMOCco6seHme ANS BCKPbITUS METa/UINHECKON
YNaKkoBK/ e€MKOCTU C WHMY3MOHHbIM PacTBOPOM, CUCTEMY A1 WMH(Y3MW, CTOWMKY, /1eKapCTBEHHbIE
npenapartbl, MO3BO/IAIOLLYE MPOBOANTL MPOLIEAYPLI.

12.1.3 TlpoBepbTE NPUMEHMMOCTL PacTBOPOB, MPO3PaYHOCTb, CPOK FOAHOCTW, LBET, HassBaHve W
KOHLEHTpauuio.

12.1.4 TlogrotoBbTe PYKW K paboTe.

12.1.5 TlpoTpuTe METa/I/IMYECKYIO YMAaKOBKY EMKOCTW JIEKAPCTBEHHONo CpeacTBa /19  B/MBaHWA
nawyeHTy CNMPTOBbLIM LLAPMKOM, YTOObI MPesoTBPaTUTL MPOHMKHOBEHVE MKPOOPTaHM3MOB.

12.1.6 OTKpoOIiTe LIEHTPa/TbHYH YacTb META/IIMYECKOA YMAaKOBKM EMKOCTU C MHY3MOHHBbIM PacTBOPOM
crieLyiasibHbIM NPUCMNOCO6/1eHMEM.

12.1.7 TpoTpnTe NPo6i”™ eMKOCTU CMNPTOBLIM LLAPUKOM.

12.1.8 Bo03bMUTe CUCTEMY /1 UHOY3UM, MPOBePbTE LEe/TIOCTHOCTL YNakKoBKU U CPOK FOAHOCTU.
O6paboTariTe MeCTO /151 OTKPbIBaHVS YNaKOBKM CIMPTOBbLIM LLIAPMKOM U OTKPOITE YNaKOBKY C MOMOLLHO
creupanbHOro NprUcnoco61eHNSA (HOXHILL).

1219 TMonoxuTe CTepUIbHbIA O4HOPAa30BbIA HABOP Ha CTEPW/IBbHYHO NMOBEPXHOCTL JIOTKA C MOMOLLbHO
CTEPUIbHBIX LLIMLIOB.

12.1.10 Bo3bMuTe BO34YX0BOZ (EC/M BXOAMT B HAO0P) C MOMOLLBIO CTEPUIBHONO MUHLETA, CHUMMKTE
KO/MaYoK C M1acTUKOBOIO LUMMA U MO/IHOCTLH0 BCTaBbTE LM B NMPOOKY eMKOCTW, 3aKpenunTe BO34yX0BOA,
C MOMOLLIbIO PE3VIHKW BO0/Tb U1akoHa.
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12111 CHMMMTE KOMMAauYoK C LUMMa, PacrofiOXeHHOM 6vKe K Kane/ibHMLUE, U BCTaBbTe LUMM B MPOOKY
EMKOCTW.

12.1.12 3aKpoiiTe 3a0KUM Ha Kare/bHULE.

12.1.13 TMepeBepHMTE EMKOCTb BBEPX AHOM U 3aKPENUTE ero Ha CTOMKe.

12114 CHMMUTE WHBEKLWOHHYIO Wy C MOMOLLBIO CTEPWMbHBIX LUMMLOB BMECTE C KOMMAYKOM W
MOJIOXKUTE €€ Ha CTEPUSIbHYHO MOBEPXHOCTb Paboyero SioTKa.

12.1.15 PacrnonoxuTte KanesbHWLY FOpU30HTasIbHO, OTKPOTE 3aKMM W HAMOSIHUTE KareibHULY
HarosI0BUHY.

12.1.16 3aKpoiTe 3aKNM, PacrionoXuTe Kare/bHULY BepTUKa/IbHO.

12.1.17 OTKpoiiTe 3a>KMM, 3ar0SIHATE CUCTEMY O MOSHOIO YAasieHVs BO3AyXa, HanpaBumB CTPYHO pacTBopa
B JIOTOK [J/11 MEAMLIMHCKMX O0TX0L0B Ha paboyem CTose.

12.1.18 3akpoiiTe 3aK1UM, MOACOEAVNHUTE MUHBEKLMOHHYIO UMY C KO/IMAYKOM W 3aKpenuTe CUCTeMy Ha
CTOMKe.

12.1.19 TMpoBepbTe CUCTEMY Ha OTCYTCTBUME My3bIPLKOB BO3AyXa 1 Uy Ha MPOXOAMMOCTb.

122 B 3aBMCUMOCTW OT WH(Y3VOHHOW Tepanun (KOSMYecTBa BBOAMMON >KWAKOCTK, MPOrpavmbl
Tepanuy, YCNOBWIA BBEAEHWS, KOHTPONMS BBefeHVS W T.4.) Jledawumini Bpad nogbvipaeT BapuiaHT

KOHCTPYKLIMM /151 MHCDY3UMN.

12 Cpok akcrlyataumm (CPOK rogHOCTM) W yKasaHMe Ha 3anpeT  WCMosib30BaHUs
MEAMLMHCKOIO U34e/MS MO UCTEUEHMIN CpoKa aKcnyaTaummn (Cpoka roaHocTu)

"apaHTMPOBaHHbI CPOK 3KCT/lyaTaumn U3genvia: 5 neT oT faTbl cTepuamsaumm. He ncnonbayiite cuctemy
Moc/1e NCTEYEHMST CPOKa FOAHOCTW.

jic YcnoBusi XpaHeHUs1 1 TPAHCNOPTMPOBKN. YNaKoBKa.

W3aenvss MOXKHO MepeBO3UTbL BCEMU BUAAMM A03MPOBaHHbIX TPAHCMOPTHBLIX CPELCTB B COOTBETCTBUM C
npaBwiaMn NepeBo3Kx, MNPUMEHNMbIMA K3TOMY BUAY TPaHCMNOPTa, Mpy NoALepKMBaHUM TEMMEPaTYpPbI.
TemnepaTypa TpaHCNOpPTMPOBKM cocTas/iseT oT Opo 40 °C.

XpaHWTb B CyXOM, 3aLUMLLEHHOM OT MPSMbIX CO/THEUHbIX STydeit MecTe npu Temnepatype ot 5 go 40 °C.

Ha Kaxkaoli noTpebuTeNIbCKON YNaKoBKe A0/MKHA ObITb STUKETKOM, Ha KOTOPOW AO/MKHbI ObIThb YKasaHb!:
O HavIMeHOBaHWe 13roTOBUTENS 1 ero MeCTOHaxXOXaeHVe (HOpUANYECKUIA afpec, BKIOYas CTpaHy, 1
afipec MPON3BOLCTBA, eC/IM OH HE COBMAZAET C HOPUAMYECKMM afpeCcoMm);
0  ToBapHbI 3HAK NPOM3BOAUTENS (EC/IM TAKOBOI MMEETCS);
HasBaHVe (0603HaYeHWe) N30enns;
COCTaB KOMI/IeKTa MOCTaBKY,
Haanueb "1 04HOPAasoBoOro NPUMEHeHUS'";
Hagnues "'CrepubHO™, BbIOE/IEHHaA WM HaneyaTaHHas Apyrm LBETOM,;
Hagnmcy ""AnMporeHHo™, ""HeToKCUYHO™;
Hagnmcb '"He 1cnonb3oBaThb B Clydae HapyLLEHWS Lie/IOCTHOCTI NOTPe6tUTeNIbCKOM YnakoBKA',
farta cTepunmsaumm (Mecsiu, 1 rog);
HOMep MapTuK;
Hagnueb 'FogeH ao..."" (Mecsy, 1 rop);
npeaynpexzaeHvie 0 He06X0AVMOCTY MPOBEPKN LIEIOCTHOCTU YMakOBKY Nepes, UCrob30BaHUEM;
MeTo[, CTepunm3aLmm;
YCMOBUA XpaHeHNs;
YCMOBUA YTUN3ALNN;
CUMBON ""Ha/IN4dMe MHCTPYKLUUK',
CUMBO/ O ""HEOBXOAMMOCTW MPOUTEHNS MHCTPYKLUMN';
3HaK COOTBETCTBUA.
cBefieHNs 0 vmcse Kanenb (20 wm 60 Kanenb) AMCTUIIMPOBAHHON BOfbl, 3KBUBA/IEHTHbLIX 00beMY
(1£0,1) mn wm macce (1+0,1) r, B B1ae HaLNMCY WM COOTBETCTBYHOLLIEro rpafmyecKoro cCmBeosia rno
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MTOCTPUCO 15223-1;
O [Ona urn Ha MapKUPOBKe A0/HKHO ObITb YKa3aHo: pasmep UMbl 1 AnnHa(MM) 1 AMameTp TpyoKm
urnbi(Mm) (Hanpumvep, 18G (1,2x40mm), 4nsa urnbl 21G (0,8x40MMm)

Mpumedanne - STUKETKA U3AENNS IO/HKHA ObITb NPUKPEN/IEHA C BHELLHEV CTOPOHbI MOTPEOUTELCKOIA
YMNaKoBKM (YnakoBaHHbIe 13ae/Ns He O/KHbI KOHTAKTUPOBATb C YepHWIaMM).

TpaHcrnopTHass MapKUPOBKa:

MapKu1poBKa L0/1KHa ObITb BbINO/IHEHA TUMOrPatiCKUM, IMTOrpadiyecKnM Win nevaTHbIM CrnocoboM Ha
OyMaKHOM Ap/ibIKe, MPOYHO MPUK/IEEHHOM K YMaKOBKe, C YKazaHUeM:

0 HaMmeHOBaHVe MPoLyKLUUK;

0 HavMeHOBaHWe N MeCTOHAXOXAEHWe NMPeAnpUSATUS-U3roToBUTENS (FOPUANYECKUIA afpec, BKIKOHas
CTpaHy, 1, NP1 HeCOBMNAaAEHUM C FOPUANHECKUM afpecoM, aapec(a) Npomn3BoacTB(a));

[iaTa n3roTos/ieHus (MecsL, rog);

rapaHTUIAHbIA CPOK FOAHOCTM;

HOMep NapTUK U CEPUIAHBIA HOMEP (NP HTTNYWNY;

LITPUX-KOZ (NpY Hasinumv);

YCNOBUA XPaHEHWUS 1 TPaHCMOPTMPOBaHWS,

HOMep PerncTpaLmoHHOr0 YA0CTOBEPEHNS U faTa Bbidauu;

3HaK COOTBETCTBUSA (MPY Ha/INYK)

Ha ynakoBKy fo/mKHa ObITb HaHeCEHa TPaHCMOPTHasA MapKUPOBKa Y MaHUMYNAUMOHHBIE 3HaKW,
NVeoLLMe 3HaYeHNe «bepedb OT Bnarn», «Xpyrnkoe. OCTOPOXKHO».

Oo0odoOdoo

OnuncaHve CUMMBONIOB, HAHECEHHbIX HA MeANLNHCKOe n3genune

A\

CM. VIHCTPYKUMIO MO NPYMEHeHWIo

KaTanoxHbIii Homep
TonbKo A1t 0|HOPA30BOr0 MPUMEHEHMS

Homep cepun
| LOT iych.B.

[Jata npoussoacTea

[laTa ncreyeHnsi CpoKa rogHocTu
81ERILEEO [MpocTepnInM30BaHO 3TUIEHOKCUAOM

CTepunmsaums 1 ynakoBKa
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MeanLmMHCKOoe 13aenue B pas/IMYHbIX BapraHTax UCMOMHEHUST BbIMYCKAOTCA B MHAVIBULYaSIbHOM
CTEPUbHON YNaKoBKe, COOTBETCTBYHOLLIEN TpeboBaHMAM I1SO 11607-1, 1 ynakoBaHbl B 2XCMOMHYHO
BTOPMYHYHO YNaKoBKY (bymara HAVBUAYa/IbHOM YNAaKOBKY U MNIeHKa NHANBUAYaIbHOM YNaKoBKY).
YnakoBKa He UMeeT [bIp, TPELLWH, paspbIBOB, MOPLLUMH, Pa3pbIBOB, MOPLLUYH, YTOLWEHWIA N YTOHUEHWIA.
Bymara nHAMBUAYyanbHOW yNaKOBKU:

MnoTHOCTL MaTeprasia YrnakoBku: 65(x2) r/m2

TONWWHA ynakoBku: 80(x10) MKMm.

pa3wvep yrnakosku: 410 Mm X 65 r/m2

BozgyxonpoHuuaemocTb - 200-400 cM3/M2*MUH.

MnoTHOCTb HaHeceHWA Ked - 90(£2) r/m2.

CTpyKTypa afire3vBHOIO C/os HerpepbIBHas.

MpoyHoCTb CKNenBaHWA - He MeHee 0,12 MIMa.

LLIprHa K/1eeBOro c/ios - He MeHee 8 MM.

IMpOYHOCTL Ha pacTshkeHWe - He MeHee 12 Mna

CpoK coxpaHeHns CTePUIbHOCTU - 5 JIET.

MneHKa UHAWBUAYANbHOW YMAaKOBKN:

MnoTHOCTL MaTepuana yrnakoku: 1,32-1,36 r/cm3,

pasmep ynaxkosku: 420 x 0,070 mm

MpoyHoCTb NpogasnmBaHUA - He MeHee 0,25 MrIMa.

ConpoTueneHve paspbiBy - He MeHee 20 H.

CTpyKTypa agre3vBHOro cnosi HernpepbIBHas.

MNoTHOCTb HaHeceHUA Krest - 90(x2) r/m2.

MNpoyHOCTL CcKNenBaHuA - He MeHee 0,12 MIMa.

LLIvprHa K1ieeBoro c/ioss —He MeHee 8 MM

CpoK coxpaHeHns CTepU/IbHOCTU - 5 JIeT.

- W3pgenve ynakoBaHO B TepMOCBapViBaeMbIVi MakeT, W3roTOB/IEHHbIA U3 Oymarv u MosMMepHO
MeHKW/MsArkuii -~ 6nuctep:  M3genve  cTepunmsyroT  aTuneHokeugom (30) B COOTBETCTBUM  CO
CTaHAaPTU3MPOBaHHLIM 1 B/TMAMPOBAHHBLIM LIMK/IOM CTEPUIN3aLMA B COOTBETCTBUM CO CTaHAapToM EN
ISO 11135-1:2014. YNnakoBKa, B KOTOPYIO YraKoBaHO M3efve, U3roToB/eHa M3 MoMMMponIeHoBO 1
MONMITUNEHOBOWN M/IEHKM, M YNakoBOYHOW GymMarn At MeAULIMHCKUX W3LeNUiA. YrakoBouHas Gymara
ANA MEQVILUMHCKUX W30eNniA  MMeeT CTPYKTypy, 06ecreuvBartoLLlyt0 MakCUMabHYH  LIIPKY ALK
3TUNIEHOKCKAE, BO3fdyxa W Brarn. Huxe npuBoguTCca onuvcaHve CTaHapTHOro LMKIa CTepuinsaummn Ha
OCHOBaHWW Pe3y/bTaTOB Ba/IaLMN:

1YLUNABK.Haue™I'T AE
1 TlpeaBaputenbHas 06paboTka
(D) Mpoao/MKMUTENBHOCTb 60 MUHYT £ 2 MUHYTbI
() Temnepatypa B Kamepe 45°C (¢5°C)
(iii) BnaxHocTb 30% - 90%

2 KoHauunoHupoBaHue
(i) CteneHb Bakyyma 1 CKOpOCTb Habopa —0,75 Kr/cm2 B TedeHme 30 MUH

BaKyyma +15 MvH 10 MUHYT = 1 MUHYTa
(M) MpogomkuTensHOCTb yagpxkneaHna — 45°C (£5°C)

Bakyyma

(LL) TemnepaTypa B kamepe 30%6-90%

(iv) BnaxxHocTb B Kamepe
3 Crepunusayms

(1) Temnepatypa nogasaemoro 30 He meHee 20°c
(ii) KoHueHTpauus 20 550 mr/n+ 25 mr/n
(LL) TemniepaTypa B Kamepe 45°C (#5°C)

(iv) MpogomknTenbHOCTb BO3AENCTBUST 280 MUHYT
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4 TpoBeTpuBaHue
(i) CteneHb BaKyyMa 1 CKOPOCTb Habopa -0,75 Kr/cm2 B TeueHme 40 MWH +
BaKyyMa 20 MuH
O6LLEee KONMMYECTBO NPOBETPUBAHII

W3penve ynakoBaHo B MakeTbl U3 BbICOKOMOJIEKY/IAPHOM (BM) myieHku: 13aenne npocTepuin3oBaHo
atnneHokengom (30) corsiacHoO  CTaHAapTV3MPOBaHHOMY UM BIVAVMPOBaHHOMY  LIIKITY
cTepunmnsaumm B COOTBETCTBUM CO cTaHgapToM EN ISO 11135:2014. U3penvie ynakosaHo B
BbICOKOMO/IEKY/IipHble  (BM) nakeTbl M3 MOMM3TWIEHA BbICOKOW M/IOTHOCTY, KOTOpble
obecrneymBaloT MakKCUMa/IbHYIO  LIMPKYSISUMIO  3TWIEHOKCUAR, BO3gyXa W Brarn. Hwke
NPVBOAUTCA OMWCaHWe CTaHAAPTHOrO UMKMAa CTepunv3auum Ha OCHOBaHWW  pesy/ibTaToB
Ba/AALMN:

HBLW MBMwwnoyemmasu
1 T[peaBapuTenbHasa 06paboTKa

(i) MpopomkNTeNBHOCTL 60 MUHYT £ 2 MUHYTbI
(W) TemniepaTypa B Kavepe 45°C (¥5@C)
(iif) BnaxkHocTb 30% - 90%

2 KoHguumoHnpoBaHue
(i) CreneHb BaKyymMa 1 CKOPOCTb -0,70 kr/cm™ B TeueHune 10+1 MuH
Habopa Bakyyma
(i) MpogomknTeNbLHOCTL YaepXMBaHMA 10 MUHYT + 1 MUHYTa
BaKyyMa
(iif) Temnepatypa B Kamepe 45°C (570
fiv) BnaXkHocTb B KaMepe 30%6-90%

3 Crepunusaumsa
(i) Temnepatypa nogasaemoro 30 He meHee 20°C
(ii) KoHueHTpauysa 30 550 mr/n+ 25 mr/n
(iii) TemniepaTypa B Kamepe 45°C (£5°C)

(iv) MpopomknTenbHOCTL BO3AecTBUSE 280 MUHYT
4 TposeTpHBaBye
(i) CTeneHb Bakyyma U CKOpPOCTb -0,75 Kkr/em™ B TedeHme 40 MUH =+
Habopa Bakyyma 20 MvH
O6LLiee KOMMYECTBO NPOBETPUBAHWI 2

BHeLWHWIA BUA M (DyHKUMOHa/bHbIE CBOWMCTBA M3AE/MNA HEe YXyALIAKTCA AaXe Mocie Tpex LWKIoB
CTepuM3aLmM 3TUIEHOKCUAOM, MOCKO/bKY M3Ae/ve CTePUIM30Ba/IM TPUXKAbI, M YMaKoBKa COXpaHUIach
B LIE/IOCTHOCTW. OCTaTOYHOE KOIMYECTBO 3TUMEHOKCUAA Takke HAXOANIOCh B Npeaenax HopMbl.
Banmpaunio npoBogaT pa3 B roA. KambpoBKY WHCTPYMEHTOB, TaKUX KaK [aTuMKu [aBrieHUs,
TemnepaTypbl, VHAMKATOP W KOHTpo//iep TemnepaTypbl, PT 100 v T.4. NPOBOAST MEPUOAUYECKM B
COOTBETCTBUM C IpatiikoM KasivGpHOBOK.

HasBaHWe cucTeMbl 4119 HGY3UA Pasmvep ynakosku KonnuecTtso, wr
OXLLIXB, MM

Cuctema 47191 MHY3UN BHYTPUBEHHbIX XKUAKOCTEN 760x480x325 500

6e3 Bo3fyxoBoga Polyfusion (MonmdbioxH)

Cuctema 47191 MHDY3UN BHYTPUBEHHBIX XXMAKOCTEN ¢ 760x480x325 500

Bo3ayxosofom Polyfusion (MonndbroxH)

Cuctema 4n1st NHAY3UN BHYTPUBEHHBIX XXMAKOCTEN ¢ 760x480x325 500

MUKpoKanebH1uein Microfusion (MMKPOGBHOXH)

Cuctema 418 MHDY3UN BHYTPUBEHHBIX XXMAKOCTEN € 760x480x325 300

perynatopom notoka Polytrol (MonuTtposn)

CucTtema 4nst UHQY3UN BHYTPUBEHHBIX XXUAKOCTEN ¢ 760x480x325 500

Bo3ayxoBogoM Noyofusion (HoBobHOXKH)

Cuctema 4181 UHY3MN BHYTPUBEHHbIX XXUAKOCTEN 760x480x325 500

6e3 Bo3fyxoBoga Novofiision (HOBO(hbHOXKH)

Cuctema Ansi MHGY3UM BHYTPUBEHHbBIX XXMAKOCTeN ¢ 415x400x255 100
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nnbLTPOM 1 Bo3ayxosogoM Oncofusion

(OHKOtbHOXKH)

CucTtema Ana MHGY3MM BHYTPUBEHHBIX XXUAKOCTel ¢ 760x480x325 500
TPEXX00BbIM KpaHOM 1 Bo3ayxoBoaoM Polyfusion

(MonundboXH)

CucTema Ans MHQY3MM BHYTPUBEHHDBIX XXMAKOCTEN ¢ 760x480x325 500
TPexxofoBbIM KpaHoMm 6e3 Bo3ayxoBoja Polyfusion

(MonnboXKH)

Cuctema ana UHAY3UM BHYTPMBEHHbBIX XXNMAKOCTe ¢ 760x480x325 400
[BOMHON KarenbHuLein Neofiision (HeohbroXH)

Cuctema Ana MHGY3MK C LLUKMAOM C KPbUbILLIKaMU 760x480x325 500
Polvfusion-W (MonndbtoxH-B) 6e3 Bo3ayxoBoaa

CuvctemMa 4ns UHMY3MKM € LLUKMAOM C KPbUIbILLKaMK 760x480x325 500
Polvfusion-W (MonngbtoxH-B) ¢ BO34yX0BOA0M

Cuctema gns MHGy3um 4nst PoToHyBCTBUTETbHBIX 415x400x255 150
npenapatos Photofusion (®oTogbIOXH)

Cuctema anst MHGY3UM ¢ MUKPOKaneTbHLIEA 1 760x480x325 500
perynatopom notoka Polytrol-Micro (Monutpon-

MwKpo)

CucTema gns MHGY3uK ¢ n3MepeHneM o6beMa 770x370x410 100
BBOAMMOro pacteopa Polyvol (Monneon)

Cuctema 4ns BHYTPUBEHHOW UHAY3UN C 860x480x270 300
Bo3ayxoBogomM Autofusion (ABTO(bHOXH)

14. TexHU4Yeckoe obcny>kmBaHve
CvcTeMbl FOTOBbI K MCMOJIb30BaHUIO U He TPEOYIOT KaKoro-finbo 06CMy»KMBaHMUA WM PeMOHTa BO Bpemst
MCNOJIb30BaHKA.

15 OumncTka 1 aes3vHeKums
He TpebyeTtcs. M3aenve saBAseTcs 04HOPa30BbIM.

16. MapaHTMAa npovsBoauTens

KOMMAHNA «Monn  Megukbetop  Jlummnteg» TFAPAHTUPYET, 4TO JOAHHOE W3AE/IME
NMPOM3BELEHO B COOTBETCTBMM C TMNMPUMEH/MbIMA  CTAHOAPTAMU U
CNeElMNONKALMNAMI. COCTOAHVME  TMAUVEHTA, KIIMHMNYECKOE JIEHEHVE WU
OBCIIY)XMBAHVME W3OE/IMA MOIYT BJ/INMATbL HA PABOTY OAHHOIO W3OE/TNA.
NCroJ1b3OBAHVE JAHHOIO M3OENNA OO/DKHO MNMPOBOANTBLCA B COOTBETCTBMN C
PEKOMEHOALINAMK MO HASHAYEHIHO JIEYALLIEO BPAYA.

[0TOBbIE CUCTEMbI OTBEYAKOT TEXHUYECKM U (PYHKLIMOHA/IbHLIM TPeboBaHMAM B TeHeHWe NATU JIET C
JaTbl CTEpUIN3ALINI.

MpounsBoauTeNb rapaHTUPYeT COOTBETCTBUE CUCTEM TPeGOBaHMAM TEXHUYECKOM JOKYMEHTaLMM Mpn
COONOAEHNIN MOTPEBUTENEM YC/IOBUIA XPaHEHMS 1 TPAHCMOPTMPOBKN, @ TakoKe NpaBW/1 SKCr/lyaTauum.

17. MegnUUHCKOE U3aenne He COAEPXKUT KakUX-SIMB0 fieKapcTBEHHbIX Npernaparos.

18. YNo/AHOMOYEHHBI NpeacTaBmTeNb NpoussBoguTesis B Poccuiickor degepauyv
(HanmeHoBaHWe, agpec, TenledioH, NoYTa)

YMOMHOMOY€EHHbIN npeacTaBuTeb nponssoguTens: OO0 «AnBaMeanKe»
FOpuanyeckmnin agpec: 127486 MockBa, KopoBuHckoe Locce 4.HO ¢Tp.2, 3T.2, nom.15
+7(495) 744-34-79

an. nouta; mfo@advamedics.ru

/WTtamn: 24 PEBPANA 2020

NOANWHHAA BABEPEHHAAKONWA (nognuck)

HOTAPUYC*(MHAOWNA)/

/MevaTtb: Magam NonTynTta (Madan LaiGupta) *enn*Per.J19 4921 *HOTAPUNYC*
NMPABUWTENBCTBO UHAWNWN/
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MepeBoA LAHHOTO TEKCTAa BbIMONHEH NepeBoAYii,;oMm EropoBoil AnuHoii AnekceeBHOI

Poccuiickana depepaumns
fopoa MockBa

Necatoro anpens gBe ToicAYM ABafguaToro roja
A, AkumoB [ne6 bopucoBu4y, HoTapuyc ropoga MOCKBbl, CBMAETeNbCTBYH MNOLANUHHOCTbL
nognucu nepeBofYynka EropoBoit ANMHb AneKceeBHbI.
Moanuncb caenaHa BMOEM NMPUCYTCTBUMN.
NTNYHOCTbL NOAMNMCABLIEroO JOKYMEHT ycTaHOB/NEHA.
3aperunctpupoBaHo Bpeectpe: Noe 77/09-H/77-2020-
B3blicCkaHO rocyfjapcTBeHHOW nownuHbl (no Tapudgy): 100 py6.

YnnayeHo 3a 0OKa3aHue yCAyr npaBoBOro U TeXHMUYeckoro xapaktepa: 300 py6.

.B. AKUMOB

KepoBaHO U CKpenneHo ne4vyaTbio

Xr
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