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Polymer medical products for in vitro laboratory tests

Manufacturer:
Coming Incorporated, One Riverfront Plaza, Coming, New York 14831, USA

Manufacturing sites:

1 Sorenson BioScience dba Coming Incorporated, 6507 South 400 West, Salt Lake City, UT
84107, USA.

2. Pacific Integrated Manufacturing, Col Linda Vista, 1089-1 Avenida Prolongacion M Juarez,
Tijuana, Baja California, 22054, Mexico.

3. Scientific Specialties, Inc., 1310 Thurman Street, Lodi, California 95240, USA.

4. Coming Science Mexico, Avenida Industrial Del Norte S/N, Lote 1 Manzana 7, Parque
Industrial del Norte, Reynosa, Tamaulipas C.P. 88736, Mexico.

5. Coming Incorporated Discovery Labware, 1 Becton Circle, Durham NC 27712, USA.

6. Coming Gosselin SAS dba Coming Incorporated, 123 route de Caestre, Borre, Hazebrouck
59190, France.

7. Coming Life Sciences (Wujiang) Co., Ltd., No. T03/17 Building, No. 1801 Pang Jin Road,
Wujiang Economic Development Zone, 215200 Jiangsu Province, China.

Authorised representative (Distributor) ofthe manufacturer in the Russian Federation:

InterLabService Ltd., Co.,
Sadovnicheskaya str., 20/13, building 2, 115035, Moscow
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Description
1. Name

Polymer medical products for in vitro laboratory tests

1. Screw caps with loop and a “O”-ring for 0.5-2.0 mL tubes.
2. Screw caps with a “O”-ring for 0.5-2.0 mL tubes.
3.0.5-2.0 mL screw neck tubes.

4. 0.65-1.1 mL tubes without rack.

5. 0.65-1.1 mL tubes in rack.

6. Caps for 0.65-1.1 mL tubes in strips.

7. Thin-walled PCR tubes with flat caps from 0.2 mL to 0.5 mL.
8. Thin-walled PCR tubes with domed cap, 0.2 mL.

9, 0.1 mL tubes in strips, 4 tubes per strip.

10. 0.1 mL strip tubes, 8 tubes per strip, including with caps.
11. 0.2 mL strip tubes, 8 tubes per strip, including with caps.
12. Caps for tubes in strips of 8 pieces, flat cap.

13. Caps for tubes in strips of 8 pieces, domed cap.

14. Microcentrifuge graduated tubes, 0.6-2.0 mL.

15. 24 well PCR plates.

16. 32 well PCR plates.

17. 48 well PCR plates.

18. 96 well PCR plates.

19. 96 deep well PCR plates.

20. 384 well PCR plates.

21. Sealing films for PCR plates.

22. Mats for PCR plates.

23. Tube rack, 80 cells.

24. Reservoir for reagents.

25. Tubes without stoppers, 5.0-7.0 mL.

26. Screw-cap tubes, 5.0-50.0 mL.

2. Intended use

Designed for PCR analysis, as well as for any laboratory tests.

2.1 Potential risk class of the medical device in accordance with the nomenclature of medical
devices: 1

2.2 Indications

- to be used as an auxiliary product for clinical testmg

2.3 Contraindications

- none

3. Function
In vitro diagnostic auxiliary product.

2
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4. Description

The extensive product line is specifically designed for use in standard, gradient PCR and real-time
PCR applications. A wide variety of sizes, configurations and colors help researchers organize this
multi-step process.

The products have an ultra-thin and stable wall thickness, which ensures accurate heat transfer
over the entire surface of the tube. The cap design provides a perfect fit to reduce sample
evaporation during thermal cycling.

Our tubes and microplates are manufactured using high quality polymers and are free of
endonucleases, pyrogens, lubricants, dyes, heavy metals and fillers.

Microplate sealing films are designed for safeguards samples during transport or storage. They can
be used over a wide temperature range, making them suitable for various applications.

5. Areas of use
Clinical laboratory diagnostics.

6. Restrictions
The product should not be used for purposes other than those specified by the manufacturer.

7. Shelf life
The shelflife is 3 years.

8. End user
Physicians, clinical laboratory technicians who have completed specific training or training in test
procedures that employ an in vitro diagnostic system..

9. Precautions
» Before using the product, in order to avoid any mistakes please carefully read the

instructions for use;

» Failure to follow instructions may affect the test safety and its result obtained with the
product;

« Strictly follow the rules established by your facility.

Specification

Parameters Transportation Storage Use
Temperature -10...+45 °C -10...+ 45°C +10...+ 35°C
o <80 % <80 % <70 %
Humidity relative humidity relative humidity relative humidity

Atmospheric
pressure
Store products only in well-ventilated areas without corrosive gases. Keep away from direct

sunlight, heat and corrosive substances.

500- 1060 hPa 500- 1060 hPa 800- 1060 hPa

11. Materials used to manufacture the medical
The medical device is made of polypropylene (see the table below), it does not come into contact

with the human body.

Coming Restricted For circulation on the territory ofthe Russian Federation
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Item
No.

1

2.

w

>

o

o

~

10.

11.

12,

13.

14.

15.

16.

17.

Corning Restricted

Table — Raw materials and materials

M aterial, brand (Manufacturer)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Incorporated, USA)
Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Life Sciences (Wujiang)
Co., Ltd., China)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Incorporated, Mexico)
Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Incorporated, USA)
Polypropylene, grade USP V 19003-07-0
(manufacturer - Coming Incorporated, USA)
Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Incorporated, USA)
Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP V 19003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP V 19003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP V 19003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP V 19003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

MonnnponuneH mapkn USP V 19003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP VI 9003-07-0
(manufacturer - Coming Science Mexico S.A. de
C.V., Mexico)

Polypropylene, grade USP V 19003-07-0

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

Product component
Screw caps with loop and a “0 -ring for
0.5-2.0 mL tubes
Screw caps with a “0 ”-ring for 0.5-2.0
mL tubes
0.5-2.0 mL screw neck tubes
0.65-1.1 mL tubes without rack
0.65-1.1 mL tubes inrack
Caps for 0.65-1.1 mL tubes in strips

Thin-walled PCR tubes with flat caps
from 0.2 mL to 0.5 mL

Thin-walled PCR tubes with domed
cap, 0.2 mL

0.1 mL tubes in strips, 4 tubes per strip
0.1 mL strip tubes, 8 tubes per strip,
including with caps

0.2 mL strip tubes, 8 tubes per strip,
including with caps

Caps for tubes in strips of 8 pieces, flat
cap

Caps for tubes in strips of 8 pieces,
domed cap

Microcentrifuge graduated tubes, 0.6-
2.0 mL
24 well PCR plates

32 well PCR plates

48 well PCR plates

For circulation on the territory ofthe Russian Federation
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Item

No Material, brand (Manufacturer) Product component

(manufacturer - Corning Science México S.A. de
C.V., Mexico)

18. Polypropylene, grade USP VI 9003-07-0 96 well PCR plates
(manufacturer - Coming Science México S.A. de
C.V., Mexico)

19. Polypropylene, grade USP VI 9003-07-0 96 deep well PCR plates
(manufacturer - Corning Science México S.A. de
C.V., Mexico)

20. Polypropylene, grade USP VI 9003-07-0 384 well PCR plates
(manufacturer - Coming Science México S.A. de
C.V., Mexico)

21. Polypropylene, grade USP VI 9003-07-0 Sealing films for PCR plates
(manufacturer - Corning Science México 8.A. de
C.V., Mexico)

22, Polypropylene, grade USP VI 9003-07-0 Mats for PCR plates
(manufacturer - Corning Science México S.A. de
C.V., Mexico)

23. Polypropylene, grade USP VI $003-07-0 Tube rack, 80 cells
(manufacturer - Corning Science México S.A: de
C.V., Mexico) '

24, Polypropylene, grade USP Class VI Reservoir for reagents
9003-53-6 (manufacturer - Corning Science
México S.A. de C.V., Mexico)

25, Polypropylene, grade USP VI 9003-07-0 Tubes without stoppers, 5.0-7.0 mL
(manufacturer - Corning Science México S.A. de
C.V., Mexico)

26. Polypropylene, grade USP VI 9003-07-0 Screw-cap tubes, 5.0-50.0 mL
(manufacturer - Coming Science México S.A. de
C.V., Mexico)

Wear gloves when handling the product. The medical device does not contain any medicinal
products or materials of animal and (or) human origin. The medical device does not contain
substances classified as “hazardous” or “requiring special precautions” during handling or storage.
12, Method of application

Screw caps together with the tubes themselves are used for storage and transportation of reagents
for laboratory research by polymerase chain reaction (PCR) with a volume from 0.5 to 2.0 mL.

Screw neck tubes used for storage and transportation of reagents for laboratory research by
polymerase chain reaction (PCR) with the volume from 0.5 to 2.0 mL.

0.65-1.1 mL tubes are used to prepare samples in laboratory research by polymerase chain reaction
(PCR) with a volume from 0.6 to 1.1 mL.

5
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Thin-walled PCR tubes with flat or domed caps are used for laboratory research by polymerase
chain reaction (PCR) at the stage of thermal cycling of reagents, with a reaction mixture volume
of up to 0.2 ml/to 0.5 ml, respectively. To carry out the reaction, PCR reagents are placed in test
tubes, the tubes are closed with caps and sequentially installed in the according module of the
device for the reaction. Due to optical transparency, the analysis of the results occurs directly
through the wall of the test tube. There is no need to remove reagents.

Tubes in strips are used for carrying out the amplification reaction, storage, freezing, centrifugation
and transportation of reagents for laboratory studies by polymerase chain reaction (PCR) with the
volume up to 0.1 ml/to 0.2 ml, respectively.

Caps for tubes and caps for tubes in strips are used to seal tubes before placing them in the module
for reaction or transport.

24. 32. 48. 96 and 384 well PCR plates used for laboratory research by polymerase chain reaction
(PCR) with a reaction mixture volume of 0.05 ml. To carry out the reaction, the PCR reagents are
placed in the wells of the plate, the plate is covered with a heat-resistant film and installed in the
instrument - amplifier for subsequent thermal cycling.

Mats for PCR plates are used in PCR and other laboratory researches. Mats for PCR plates are
used for closer contact of the plate with the heated cap of the instrument - cycler, while
hermetically closing the wells of the plate itself

Tube racks are used for storage, transportation, freezing of test tubes from 0.2 to 50 ml.

Tubes without stoppers are used for sampling in laboratory studies with the volume of the taken
reagent from 5to 7 ml, respectively.

Reservoir for reagents is used for dilution and dosing of reagents. Features a V-bottom to allow
maximum sample recovery.

Microcentrifuge graduated tubes are used for centrifugation of biological fluids. The graduation
on their surface is reliefand allows you to determine the volume of the liquid in it.

Sealing films for PCR plates are used to hermetically seal plates and prevent cross-contamination
during research.

Name Parameters Photos
1. Screw caps with Height- 10 mm

loop and a “0 ”-ring  Diameter - 13 mm
for 05-20 mL Weight, NMT 6 g

tubes Colour: blue, brown, colorless,
green, orange, red, vyellow,
purple
Corning Restricted For circulation on the territory of the Russian Federation
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2. Screw caps with Height- 10 mm

a “0”-ring for 0.5- Diameter- 13 mm

2.0 mL tubes Weight, NMT
39
Colour: blue, brown, colorless,
green, orange, red, yellow,
purple

3. 0,5-2.0 mL screw neck tubes

0.5 mL screw neck Thread pitch - 1.5 mm

tubes Weight of the assembled
product NMT 0.9 g

Volume - 0.5 mL

1.5 mL screw neck Thread pitch - 1.5 mm

tubes Weight of the assembled
product NMT 1.0 g

Volume -1.5 mL

2.0 mL screw neck Thread pitch - 1.5 mm
tubes Weight of the assembled
product NMT 1.2 g

Volume - 2.0 mL

4. 0.65-1.1 mL tubes without rack

0.65 mL tubes Outerdiameter 8.5 mm
without rack Height - 31.4 mm

The mass of the product is
NMT 0.2 g

Volume - 0.65 mL

Corning Restricted For circulation on the territory of the Russian Federation
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11 mL tubes Outer diameter 8.5 mm
without rack Height - 46.7 mm
The mass of the product is
NMT 0.2 ¢

Volume - 1.1 mL

5. 0.65-1.1 mL tubes in rack
0.65 mL tubes in Outer diameter 8.5 mm
rack Height - 31.4 mm

The mass of the product is
NMT 0.5 ¢

Volume - 0.65 mL

11 mL tubes in Outer diameter 8.5 mm

rack Height - 46.7 mm
Product weight is NMT 0.7 ¢
Volume -1.1 mL

6. Caps for 0,65-1,1 Height-5.9 mm
mL tubes in strips  Diameter - 7.2 mm
Weight isNMT 0.2 g

7. Thin-walled PCR tubes with flat caps from 0.2 mL to 0.5 mL

8
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Thin-walled PCR Height with cover - 21.7 mm
tubes with flat caps, Height without cover - 21 mm
0.2 mL Cap diameter - 6.9 mm
Cap inner diameter - 5.4 mm
Weight isNMT 0.2 ¢

Thin-walled PCR Height with cover - 29.7 mm

tubes with flat caps, Height without cover - 28.8
0.5 mL mm

Cap diameter - 9.8 mm
Cap inner diameter - 6.8 mm
Weight isNMT 0.35 g

8. Thin-walled PCR Height with cover - 23.7 mm
tubes with domed Height without cover -21 mm
cap, 0.2 mL Cap diameter - 6.9 mm
Cap inner diameter - 5.4 mm
Weight is NMT 0.2 g

9. 0.1 mL tubes in Tube outer diameter - 4.1 mm
strips, 4 tubes per Tube inner diameter - 3.2 mm
strip Tube height - 16.6 mm
Tube height with cap -27.5 mm
The weight of the product is
NMT 0.1 g
Volume-0,1 mL

10. 0,1 mL strip Height- 15.4 mm
tubes, 8 tubes per Diameter - 8.3 mm

strip, including  nner diameter - 5.3 mm
with caps Weight - 0.15 g
Coming Restricted For circulation on the territory ofthe Russian Federation
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11. 0,2 mL strip | Height with cover - 22.7 mm
tubes, 8 tubes per | Height without cover - 21 mm
strip,  including | Cap diameter - 6.9 mm

with caps Cap inner diameter - 5.4 mm
Weight-0.1g

12. Caps for tubes | Height - 3.5 mm
in strips of 8 pieces, | Diameter - 5.4 mm
flat cap Weight is NMT 0.2 g
13. Caps for tubes | Height - 5.5 mm )
in strips of 8 pieces, | Diameter - 5.4 mm

domed cap Weight is NMT 0.2 g

14. Microcentrifuge graduated tubes, 0.6-2.0 mL
Microcentrifuge Weight - 0.52 g

g:duated tubes, 0.6 | Volume — 0.6 mL

Microcentrifuge Weight - 1,05 g
graduated tubes, 1.5 | Volume - 1.5 mL
mL

Microcentrifuge Weight - 1.15g
%uated tubes, 1.7 | Volume - 1.7 mL

10
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Microcentrifuge Weight- 1.05g
graduated tubes, 2.0 Volume-2.0 mL
mL

15. 24 well PCR Length-125 mm
plates Width - 85 mm
Height - 45 mm

Distance between wells -1.5
mm

Well size -18x9 mm
Weight is NMT 500 g
Volume - 200 pi

24 cells

16. 32 well PCR Length -125 mm
plates Width - 85 mm
Height - 45 mm

Distance between wells -1.5 -
mm

Well size -18x9 mm
Weight isNMT 500 g
Volume - 200 pi

32 cells

17. 48 well PCR Length - 125 mm
plates Width - 85 mm
Height - 45 mm

Distance between wells 1.0
mm

Cell size 18x9 mm
Weight is NMT 90 g
Volume - 200 pi

48 cells

n
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18. 96 well PCR Length- 127 mm
plates Width - 85 mm
Height - 26 mm
Distance between wells - 3.7
mm
Well size d = 3.7 mm
Weight isNMT 16 g -
Working volume - 180 pi
96 cells

19. 96 deep well Length-127 mm
PCR plates Width - 86 mm
Height - 23 mm

Distance between wells - 1.5
mm

Well size d- 8.2 mm
Weight is NMT 110 g
Working volume - 20 pi

96 cells
20. 384 well PCR Length-117 mm
plates Width - 77 mm
Height - 20 mm

Well spacing - 1.5 mm
Well size d = 6 mm
Weight is NMT 500 g
Working volume - 45 pi
384 cells

21. Sealing films Thickness-100 pm

for PCR plates Dimensions - 135 x 80 mm
Working temperature:
-20 ... +80°C

22. Mats for PCR Thickness- 85 mm

plates Dimensions - 111.8 x 70.2 mm

12
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23. Tube rack, 80 Dimensions 228 x 66 mm
cells Height 27.7 mm
Distance between cells -1.95
mm
Cell sized = 11 mm
Weight is NMT 172 g

24. Reservoir for Dimensions - 145 x 63 mm
reagents Height - 25 mm

1 «
|
25. Tubes without Outer diameter- 12 mm v
stoppers,  5.0-7.0 Inner diameter - 10.4 mm I/lh‘
mL Height - 74.7 mm 1
Weight is NMT 0.2 g 'I f 1
n
26. Screw-cap tubes, 5.0-50.0 mL
Screw-cap tubes.  1Thread pitch -1.5 mm
5.0 mL Weight of the assembled
product NMT 3.6 ¢
Division value - 1mL
Volume - 5.0 mL
13
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Screw-cap tubes,
10.0 mL

Thread pitch - 1.5 mm
Division value 1 mL
Weight of the assembled
product is NMT 6.0 g
Volume - 10.0 mL

Screw-cap  tubes,
150 mL

Thread pitch - 1.5 mm
Division value 1 mL
Weight of the assembled
product is NMT 6.8 g
Volume - 15.0 mL

Screw-cap  tubes, | Thread pitch = 1.5 mm

50.0mL Division value 5 mL
Weight of the assembled
product is NMT 10.0 g
Volume - 50.0 mL

* permissible tolerance for weight and dimensions is + 5§ %

14. Quality management system

Ne Document Document name
1 ISO 9001:2015 Quality management systems. Requirements
" | ORISO 13485:2016 '
2. | ENISO 15223-1:2016 Symbols to be used with medical device labels _
3. | EN 1041: 2008+A1 2013 | Information supplied by the manufacturer of medical devices

Coming Restricted
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15. Manufacturer’s guarantees

The manufacturer guarantees that the specifications of the medical device comply with all
applicable national and international standards, provided that the consumer observes the conditions
of use, transportation and storage for the entire shelf life of the product and that the packaging is
intact.

16. Environmental protection

The manufacturer guarantees the safety of the medxcal device, the absence of unacceptable risk,
injury to life or health and environmental harm, when the product is used as intended while
observing the precautions provided for by the manufacturer.

17. Packaging

Screw caps with loop and a “O”-ring for 0.5-2.0 mL tubes are packed in 500 caps in package,
then 8 packages are placed in a transport container.

Screw caps with a “O”-ring for 0.5-2.0 mL tubes are packed in 500 caps in package, then 8
packages are placed in a transport container.

0.5-2.0 mL screw neck tubes are packed in 500 tubes in package, then 8 packages are placed in
a transport container.

0.65-1.1 mL tubes without rack are packed in 960 tubes in package, then 5 packagw are placed
in a transport container.

0.65-1.1 mL tubes in rack are packed in 96 tubes in rack, then 10 racks are packed in cardboard
box, then 5 cardboard boxes are placed in a transport container.

Caps for 0.65-1.1 mL tubes in strips are packed 120 strips in cardboard box, then § cardboard
boxes are placed in a transport container. :

Thin-walled PCR tubes with flat caps from 0.2 mL to 0.5 mL are packed 1000 tubes in package,
then 1 package is placed in cardboard box, then 10 such cardboard boxes are placed in a transport
container.

Thin-walled PCR tubes with domed cap, 0.2 mL, are packed 1000 tubes in package, then 1
package is placed in cardboard box, then 10 such cardboard boxes are placed in a transport
container.

0.1 mL tubes in strips, 4 tubes per strip, are packed 250 strips with 4 tubes in package, then 1
package is placed in cardboard box, and then 10 such cardboard boxes are placed in a transport
container.

0.1 mL strip tubes, 8 tubes per strip, including with caps, are packed 125 strips with 8 tubes
and 125 strips with 8 caps in package, then 1 package is placed in cardboard box, then 10 cardboard
boxes are placed in a transport container.

0.2 mL strip tubes, 8 tubes per strip, including with caps, are packed 126 strips with 8 tubes in
package, then 1 package is placed in cardboard box, and then 10 such cardboard boxes are placed
in a transport container.

Caps for tubes in strips of 8 pieces, flat cap, are packed 125 strips of 8 caps in package, then 1
package is placed in cardboard box, and then 10 such cardboard boxes are placed in a transport
container.

Caps for tubes in strips of 8 pleces, domed cap, are packed 125 strips of 8 caps in package, then
1 package is placed in cardboard box, and then 10 such cardboard boxes are placed in a transport
container.

Mlcrocenn'ifuge graduated tubes, 0.6-2.0 mL, are packed 500, 1000 tubes in package, then 1
packagc is placed in cardboard box, and then 10 such cardboard boxes are placed in a transport
container.

15
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CORNING

Instruction for use

24 well PCR plates, are packed 5, 10 plates in package, then 1 package is placed in cardboard
box, and then 5 cardboard boxes are placed in a transport container.

32 well PCR plates, are packed 10 plates in package, then 1 package is placed i in cardboard box,
and then 5 cardboard boxes are placed in a transport container.

48 well PCR plates, are packed S, 10 plates in package, then 1 package is placed in cardboard
box, and then 5 cardboard boxes are placed in a transport container.

96 well PCR plates, are packed 5, 10, 25 plates in package, then 1 package is placed in cardboard
box, and then 4, 5, 10 cardboard boxes are placed in a transport container.

96 deep well PCR plates, are packed 25 plates in package, then 1 package is placed in cardboard
box, and then 4, 5, 10 cardboard boxes are placed in a transport container.

384 well PCR plates, are packed 5, 10, 20 plates in package, then | package is placed in cardboard
box, and then 5, 10 cardboard boxes are placed in a transport container.
SeallngﬁlmsforPCRplates, are packed 50, 100 films in cardboard box, then 1, 5 such cardboard
boxes are placed in a transport container.

Mats for PCR plates, are packed 10 mats in package, then 5 such packages are placed i ina
transport container.

Tube rack, 80 cells, are packed 5 racks in package, then 5 packages are placed in a transport
container.

Reservoir for reagents, are packed 25, 100 reservoirs in package, then 1, 4 such packages are
placed in a transport container.

Tubes without stoppers, 5.0-7.0 mL, are packed 500 tubes in package, then 2 packag&s are placed
in a transport container.

Screw-cap tubes, 5.0-50.0 mL, are packed 50, 250, 500 tubes in package, then 2, 4, 10 packages
are placed in a transport container.

18. Disposal

Hazardous or bio-contaminated materials should be disposed of in accordance with your facility’s
requirements, federal and local requirements. Remaining samples and waste should be disposed
of using disinfectants in accordance with national requirements for the safe handling of pathogens
and parasites and the medical waste management requirements.

After the expiry date, the kits should be disposed of as class A waste. All components of the
medical device that contacted biological samples should be disposed of as class B (epidemically
hazardous) waste — in accordance with SanPiN 2.1.3684-21 “Sanitary and Epidemiological
Requirements for Medical Waste Management” for the Russian Federation, -

The products should be destructed by licensed organisations at specially equipped sites, landfills
and rooms in accordance with existing federal laws, in compliance with the mandatory
environmental protection requirements, using methods approved by local agencies in charge of
sanitary and epidemiological welfare of the population.

The product should not be reused.

19. Warranties

The medical device is designed, manufactured and packaged in such a way that, if used as intended,
its characteristics and effectiveness are not affected during transportation and storage, taking into
account the instructions and information provided by the manufacturer.

The manufacturer’s warranties shall apply to products that are stored and used in accordance with

the instructions for use, such as unexpired, unopened, intact and properly stored:

A 16
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CORNING

Instruction for use

21. Complaints

Claims relating to quality (complaints). The procedure for filing complaints and handling them is
governed by civil law. Complaints can only be filed on such issues that are not related to
acceptance of the goods, made as per contract. For all questions related to the product maintenance,
please contact the manufacturer’s authorised representative. In case of a complaint, please contact
the manufacturer and/or the authorised representative. The manufacturer’s authorised
representative in the Russian Federation.

. 17
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IlITar Maccauycerc
Oxpyr Muancekc

07 okrafpas 2022 roma, KO MHE, HIDKeNOATMCABIIEMYCS IYONHIEOMY HOTapHYCY
BHIIEYNOMAHYTOTO IITATA, JNWIHO ABHNach JUKynn BOHr B NOATBESpAMTA HA OCHOBAHHH
ZIOCTSTOYHEIX CBHACTENHCTB, YTO OHA ABACTCA JMLOM, IbHM MMEHEM MOANMCAH MpHiaraeMuli
AOKYMEHT, TaKXe OHa MOATBEPAMIA, YTO JOMKHEIM 006pasoM YHONHOMOYCHA Ha COBEpHIGHHC
cneayromux geiictauif. JInuHocts o6paTHBIIErocs NMHLA % TIOATBEPAKIAAIO.

Jlopu Moraypo
monmacs/

ITyGnnuneiit HoTapuyc

/urramn/:

Jlopu Moraypo

TyGnuuHulE HOTApRYC

Maccauycerc :

Cpox AelicTBAA MOMX NONHOMOUMI HeTekaeT 27 suBapa 2028 rona

Jlns cnyxeGHoro moas3oBauA koMmaHuUel Kopuuur (Coming)
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NHCTPYKUMS N0 NPUMEHEHUIO MEANLIMHCKOrO 13aenns

N3penna meguuMHCKMUE NONIMMEPHbIe
ANna nabopaTopHbIX UccnegoBaHUi in vitro

RCIAVAY |

MpounsBoguTenb
Coming Incorporated (KopHuHT VIHKOpnopeiTen)
Coming Incorporated, One Riverfront Plaza, Coming, New York 14831, USA

MecTo Npon3BOACTBA MEAMLMHCKOIO U3aenus

1 Sorenson BioScience dba Coming Incorporated, 6507 South 400 West, Salt Lake City, UT
84107, USA.

2. Pacific Integrated Manufacturing, Col Linda Vista, 1089-1 Avenida Prolongacion M Juarez,
Tijuana, Baja California, 22054, Mexico.

3. Scientific Specialties, Inc., 1310 Thurman Street, Lodi, California 95240, USA.

4. Coming Science Mexico, Avenida Industrial Del Norte S/N, Lote 1 Manzana 7, Parque
Industrial del Norte, Reynosa, Tamaulipas C.P. 88736, Mexico.

5. Coming Incorporated Discovery Labware, 1 Becton Circle, Durham NC 27712, USA.

6. Coming Gosselin SAS dba Coming Incorporated, 123 route de Caestre, Borre, Hazebrouck
59190, France.

7. Coming Life Sciences (Wujiang) Co., Ltd., No. T03/17 Building, No. 1801 Pang Jin Road,
Wujiang Economic Development Zone, 215200 Jiangsu Province, China.

Y NONHOMOYEHHbI npeacTaBuTens (AUCTpMbLI0TOP) KOMMaHMM B POCCUIACKOM
depepaynm

O6LLecTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO «/HTep/1la6CepBurC»

115035, Mocksa, yn. CagoBHuyeckas, g. 20/13, ctp. 2

«YTBEPXOAK» / «<cAPPROVE»

HavyanbHWK HOpMaTUBHO-NPABOBOro 0T AeNa
(momkHocTB/position)

JI>kynu BoHr
(uvs/naTe)
/nognuce/ 07/10/2022
(nodnucb/signature)
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Corning (Koprunz) R
HHCTpyKUHS 1O NPHMEHEHKIO MEAHIHHCKOIO H3NeAHs

Onucanne
1. HammeHosanne
H3genusa MeJHIAACKHE NONHMEPHLIE A4 Na60paTopHLIX Hecnenosannil in vitro
1, BUHTOBEIE KPHIIIKH ¢ Nereli ¥ KOMbLeBoi poknamkol s npoGupok obvemom ot 0,5 Ma ao
2,0 Mn :
2. BUHTOBHIe KPHIIKH ¢ KONBLEBOH MPOKIANKOH Ana mpoSupok ofsemom ot 0,5 i 1o 2,0 M
3. Ipo6upku ¢ BUHTOBOH roprosuso# obremom ot 0,5 Mt a0 2,0 Mn
4. ITpoGupku ofsemom ot 0,65 mn n0 1,1 mn Ge3 mwrarusa
5. Mpobupxu o6vemomM ot 0,65 Mn 10 1,1 M B mTaTHBE
6. Kpuimxu ana npoGupox o6semom ot 0,65 ma zo 1,1 M B cTpunax
7. TorkocTennnie npobupku s ITLP ¢ nnockoit kpauikol o6semom or 0,2 Ma-zo 0,5 ma
8. TorkocTenH e npoSupkk And [P ¢ BrImyKno# KpeImKo# 06BeMoM 0,2 MAT
9. IMpobupxu o6remom 0,1 Ma B cTpHNax 1o 4 WTYKH .
10. TIpoSupxu o6nemom 0,1 Ma B cTpATax Mo 8 INTYK, B TOM YUCHE C KPHIIIKAMH
11, TMpoSupxu obveMom 0,2 M1 B CTPATIAX IO 8 MITYK, B TOM YHCHE C KPHIMKAMA
12. Kpeiuukn k npoSupkaM B cTpunax no 8 mwWryk, miockas Kpaliliika
13. Kpsuuky k npoGUpKaM B CTpunax no 8 mryk, BRIOyKAas KPHIIKS
14. MuxponeuTpudyxusie npoSupky rpanynposanible o6pemom ot 0,6 mu 10 2,0,
15. Thnamxu g TP Ha 24 nyrKH

16. Tinamxu gs TP #a 32 mynxs
17. nanxn gna ITHP Ha 48 nyHOK

18. Mnamxu ang I[P Ha 96 TyHOK

19. Inamku rry6oxonyHounsle mis [TIP ua 96 mynok

20. INnamxe png [P xa 384 nynku

21. Inenxu ans TP nmamek

22. Matss ans ITHP mramek

23. Tatus ans npobupok, 80 sueex

24. PesepByapsl VLA PEarcHTOB X

25. Ilpo6upkn Ge3 mpobku 06beMoM oT 5 M 10 7 Mx -

26. Mpo6upky ¢ BEHTOBOH ropnoBHHHOH KpsIIIKo# 06beMoM ot 5 Mt a0 S0 M

2, Hasnaenne

Ilpeanasnagero ana nposeaenus [MP-anannsa.

2.1 Knacc mOTeHMaJbHOrO PHCKa NMPHMEHCHHA MEAHIIMHCKOrO HM3ANIHA B COOTBETCTBHH C
HOMEHKNATypHOH KiaccApuKanue MeANIHMECKHX: |
2.2 IlokasauuA .

- IPHMEHAETCH KAK BCIIOMOTATENBHOE H3HA [ NPOBEACHHS KIMHIHCCKHX HCCIeNOBARMI
2.3 TIpoTHBONMOKA3AHUA

- OTCYTCTBYIOT

3. PO yEKUHOHANbHOE HA3HAYCHHE
BCnoMOraTeNsHOE CPEACTBO V1A IMArHOCTHKH int vitro.

4, Onucanue " .

ObumpHas nTHHEH KA MPOAYKTOB CEUHANBHO paspaboTaHa JUIA HCNIONb3OBAHHA B CTAHAAPTHHIX

npunoxkeHmax, npunoxenusx rpaguentsoil [P u IILP B peansHOM BpEMCHH. IMupokoe

pasHoobpasue pa3MepoB, KOHGHUTypauHit H LBETOB MOMOTACT HCCENOBATENAM OPraHH3OBATH

3TOT MHOIO3TaNHEIA MpoLecc.

Hsnenus MMEIOT yABTPATOHKYIO ¥ CTAGHNBHYIO TOMIMHY CTEHOK, uT0 ofecneduBaeT TOUHBIH!

NEPEHOC TeNa 0o Beel MoBepxHOCTH TPYOKH. YHUKAIbHAL KOHCTPYKIMA KPHILIKH obecneunaaer
2

Jina cnyxeGHoro nons3opanus KopHuur Jns ofpauienus Ha Teppuropun PO
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Corning (KopHuHTr)
VHCTpYyKUMSA Mo NPUMEHEHMIO MEAULIMHCKOTO U3aenus

naeanbHy0 MocafgKy AN YMeHbLUeHWUS ucnapeHusi obpasua BO BpeMsi TEPMOLMKIMPOBAHUS.
Hawwm npobrpkn 1 MUKpONIaHLeTbl MPOU3BOAATCA C MUCMO/b30BAHNEM BbICOKOKAYECTBEHHbIX
NONNMPOBaHHbLIX (HOPM U He COAepXKaT 3HAOHYK/eas, NMPOreHoB, CMa3oK, KpacuTenen, TaXenbixX
METa/INI0B 1 HaMno/IHUTENEN.

KucnopogHble repmMeTUsMpylowme MneHKM [na  MUKPOMJaHLWeTOB MpefHasHayeHbl  And
pasnyHbIX NpuMeHeHWnid, oT MLP u TMLP B peabHOM BpeMeHW [0 XpaHeHus. X MOXHO
NCNO/Nb30BaTh B LLUMPOKOM AManasoHe TEMNEPATyp, YTO AeNaeT UX NPUTOAHLIMU NPaKTUYECKN ANa
NHO60ro NpPUMeHeHUs.

5. O6nacTb NPUMEHEHUS
KnuHnyeckas nabopaTtopHas AvarHocTumka.

6. OrpaHnyeHuns
He ucnonb3oBatb 4ns Leneid, He NpesyCMOTPEHHBIX NPOU3BOAUTENEM.

7. Cpok cnyxo6bl
"apaHTUAHbIA CPOK rOAHOCTY - 3 rofa.

8. LleneBoii nonb3oBaTenb
Bpauu, cneumanuctbl KAMHWYECKUX N1abopaTopuii, NpoLuefline creunanbHoe 06y4veHue uaun
MOAroTOBKY MO NpoueAypamM aHa/nM30B, B KOTOPbIX UCMO/b3YeTCA CUCTEMA AMarHOCTUKM in Vitro.

0. Mepbl NPefoCTOPOXKHOCTH

* [lepep ncnonb3oBaHMEM M34eNNSA BHUMATE/IbHO MPOYMTanTe UHCTPYKLMIO MO
NPUMEHEHMIO BO 136eXKaHme OLNGOK;

* HecobntoaeHne MHCTPYKLMIA MOXKET MOBMATL Ha 6e30MacHOCTb M pe3ynbTaT TecTa,
MOJTY4EHHOTO C NMOMOLLbIO U3LeNNs;

» Crtporo cobnoainTe npasuna, yCTaHOB/EHHbIE Ballell OpraHu3aLuei.

TexHn4yeckoe onncaHme

MapameTpbl TpaHCnopTUPOBKa XpaHeHue Vicnonb3oBaHve
Temneparypa 071-10 no+45 °C oT-10 00 +45 °C 0T+10 go +35 °C
BnaxkHoCTb < 80% <80% <70% 5

OTHOCUTE/IbHOM OTHOCUTE/IbHOM OTHOCUTE/IbHOW

BNXKHOCTU B/TXKHOCTU BNaXKHOCTU
ATMOC(epHoe 5001060 rla 500- 1060 rfa 800- 1060 rTa
[iaBneHve

XpaHWUTb M3AENNs MOXHO TOMbKO B XOPOLUO MPOBETPUBAEMbIX MOMELLEHNSX B OTCYTCTBUM
arpeccuBHbIX ra3oB. V3beraiiTe monagaHns NpsiMbIX Nyyeii cBeTa, XpaHUTE BAanu 0T UCTOYHUKOB
Tenna v Kopposuu.

11.  Martepuansbl, U3 KOTOPbIX N3rOTOBNEHO MEAULMHCKOE M3Aenne
MeanumuHCKoe n3aenve U3roTaBMBaeTCs U3 MOAMNPONMIeHa CM. TabunLy HUXKe, C OpraHU3MoMm
YenoBeKa He KOHTaKTUPYHOT.

Ta6nnua - CBeleHMs 0 Cbipbe U MaTepuanax

[N cnyxe6HOro nonb3oBaHna KOpHUHT Ains obpalleHns Ha Tepputopumn PP
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Corning (KopHuHr)
VHCTPYKLUMA NO NPUMEHEHUIO MEANLIMHCKOIO U3Lenns

N0 Marepwuan, mapka (MpousBoauTeNb)

n/n

27.

28.

29.

30.

3L

32.

33.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

MonunponuneH
(npomnssogcTBa Coming Incorporated, CLLIA)

mMapku USP VI

MonunponuneH mapkn USP V 19003-07-0
(npomnssogcTtBa Coming Life Sciences (Wujiang)
Co., Ltd,KuTai1)
MonunponuneH mapkn USP V 19003-07-0
(npomnssogcTtea Coming Incorporated, CLLIA)
MonunponuneH mapkn USP VI 9003-07-0
(npomnssogcTtea Coming Incorporated, CLLIA)
MonunponuneH mapkn USP V 19003-07-0
(npomnssogcTea Coming Incorporated, CLLIA)
MonunponuneH mapkn USP V 19003-07-0
(npomnssogcTea Coming Incorporated, CLLIA)
MonunponuneH mapkn USP VI 9003-07-0
(npomssogcTea Coming Science Mexico S.A. de
C.V., Mekcuka)
MonunponuneH mapkn USP VI 9003-07-0
(npomnssogcTea Coming Science Mexico S.A. de
C.V., Mekcuka)
MonunponuneH mapkn USP VI 9003-07-0
(npomn3ssogcTtea Coming Science Mexico S.A. de
C.V., MekcukKa)
MonunponuneH mapkn USP V 19003-07-0
(npomssogcTea Coming Science Mexico S.A. de
C.V., MeKcuKa)
MonunponuneH mapkn USP VI 9003-07-0
(npomnssogcTea Coming Science Mexico S.A. de
C.V., MekcuKa)
MonunponuneH mapkn USP V 19003-07-0
(nponssoacTtea Coming Science Mexico S.A. de
C.V., Mekcuka)
MonunponuneH mapkn USP V 19003-07-0
(nponssoacTtea Coming Science Mexico S.A. de
C.V., Mekcuka)
Monunponunex mapkn USP V 19003-07-0
(npomssogcTBa Coming Science Mexico S.A. de
C.V., Mekcuka)

MonnnponuneH mapkn USP V 19003-07-0 .
(nponssoacTtea Coming Science Mexico S.A. de
C.V., Mekcuka)
MonnnponuneH mapku USP V 19003-07-0
(npomssogcTBa Coming Science Mexico S.A. de
C.V., Mekcuka)
MonunponuneH mapkn USP VI 9003-07-0
(npomssogcTBa Coming Science Mexico S.A. de
C.V., Mekcuka)
MonunponuneH mapkn USP VI 9003-07-0

Ans cnyxe6HOro nofb3oBaHUs KOpHUHT
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9003-07-0

HavmMeHOBaHMe COCTaBHOW 4acTu
n3nenns
BWHTOBbIE KPbIWKWA C MeTnen u

KONbLIEBOW NPOKIaAKOM Ana Npobupok
ob6bemom oT1 0,5 mn o 2,0 mn
BYHTOBblE KpbIWKN C  KOJ/bLEBOM
NPOKNagKon ans npobupok 06bEMOM
o1 0,5 mn go 2,0 mn

Mpo6upKM C BUHTOBOM TFOP/IOBMHOM
o6bemom o1 0,5 mn o 2,0 mn
Mpobupku o6bemom ot 0,65 mn ao 1,1
M 6e3 WwraTmBa

Mpobupku ob6vemom ot 0,65 mn go 1,1
M/ B LUTATUBE

KpbiWwkn gng npobupok ob6bemom OT
0,65 mn go 1,1 mn B Ctpurnax
TOHKOCTEHHbIE Npobupkn ansa MUP ¢
NOCKOWM KPbILLKOI 06bemoM oT 0,2 Mn
[0 0,5 mn

ToHKOCTeHHble nNpobupkn ansa MUP ¢
BbINYK/OW KPbILWKO 06beMoM 0,2 M

Mpobupku o6vemom 0,1 M B cTpMnax
no 4 WTyKK

Mpobupku o6vemom 0,1 M B cTpMnax
Mo 8 LWTYK, B TOM YKC/E C KPbILLKaMM

Mpobupkn o6bLemMom 0,2 Mn B CTpUNax
no 8 WTYK, B TOM YmMC/ie C KpbILIKaMK

KpbIWKK K Npobrpkam B cTpmnax no 8
LUTYK, N/I0CKaa KpbILLKa

KpbIWKKX K Npo6upkam B CTpMnax no 8
LUTYK, BbIMyKas KpblLLKa

MUKpPOLEHTPUDYKHBIE Npo6upKK
rpagyvpoBaHHble 06bemom oOT 0,6 M
[0 2,0 mn

Mnawkn gna MUP Ha 24 nyHKn

Mnawkn gna MUP Ha 32 nyHKn

Mnawku gna MUP Ha 48 nyHokK

Mnawkun gns MLUP Ha 96 nyHoK

[Onsa obpaweHns Ha Tepputopun PP



Corning (KopHuHT)
VIHCTPYKUMA N0 NPUMEHEHWNIO MeAULMHCKOro N3aenns

Ki  Martepuan, mapka (lMpounssogurens) HavmMeHOoBaHMe COCTaBHOW 4acTu
n/n n3penus
(npomssogcTBa Coming Science Mexico S.A. de
C.V., MeKcuka)

45. MonunponuneH mapku USP VI 9003-07-0 Mnawkun rny6okonyHouHble ang MNLP
(npomnssogcTBa Coming Science Mexico S.A. de Ha 96 NyHOK
C.V., Mekcuka)
46. MonunponuneH mapkn USP VI 9003-07-0 Mnawkwn gna MNUP Ha 384 nyHKK

(npoussoacTtea Coming Science Mexico S.A. de
C.V., Mekcuka)
47. MonunponuneH mapkn USP V 19003-07-0 MneHku gna MNUP nnawek
(npomnssogcTBa Coming Science Mexico S.A. de
C.V., Mekcuka)
48. MonunponuneH mapkn USP VI 9003-07-0 Martbl gna MNMUP nnawek
(npounssogcTtea Coming Science Mexico S.A. de
C.V., MeKcuKa)
49, MonunponuneH mapkn USP V 19003-07-0 LLITaTne ans npobupok, 80 sueek
(nponssoacTtea Coming Science Mexico S.A. de
C.V., Mekcuka)
50. Monnactep mapku USP Class VI Pe3epByapbl A5 peareHToB
9003-53-6 (npoussoactesa Coming Science Mexico
S.A. de C.V., Mekcuka)
51. MonunponuneH mapkn USP VI 9003-07-0 Mpobupkn 6e3 Npobkn 06bLEMOM OT 5
(npounsBogcTBa Coming Science Mexico S.A.de Mo 7 mn
C.V., Mekcuka)
52. Monunponunex mapku USP VI 9003-07-0 Mpo6UpKN C BMHTOBOW TOP/IOBUHHOM
(npomssoacTBa Coming Science Mexico S.A. de  KpblLLKOW 06beMOM OT 5 M A0 50 M
C.V., Mekcuka)

Bce paboTbl NPOBOAATCA B mepyaTkax. MeauLMHCKOe M3aenne He COAEpXXMT B CBOEM COCTaBe
NEKapCTBEHHbIX CPEACTB, a TakXKe He COAEPXKUT MaTepuasioB XXMBOTHOTO U (MNK) YENOBEYECKOTo
MPOUCXOXAEHNS. MeaNLMHCKOE W3AeNMe He COAEPXWUT B CBOEM COCTaBe BeLLECTB,
KNaccumnLMpyeMbiX Kak «OrnacHbIe» UK «TpeytoLime cnelyanbHbIX Mep npeaocTOPOXKHOCTU»
NPy 06paLLEHNI UM XPaHEHNM.

12. [MprumeHeHne

BUHTOBbIE KPBILLIKA, COBMECTHO C CaMUMK MNPOGUPKaMM MCMONb3YHTCA ANA XPaHEeHUs U
TPaHCMOPTMPOBKM PeaKkTUBOB AN1s1 N1abopaTopHbIX, UCCNeA0BaHUI MeTOAOM MOMMEPa3HOW
uenHoi peakummn (MLP) ¢ o6bemom peakumoHHoi cvecn ot 0,5mMn o 2,0 mn

MpO6VPKN C BUHTOBOW FOP/IOBMHOM UCMNO/b3YHOTCA AN XPaHEHUS U TPAHCMOPTUPOBKM PeakTUBOB
AN nabopaTopHbIX UCCNef0BaHWIA METOAOM NOMMMepasHoK LenHoi peakumm (MLP) ¢ o6bemom
peakunoHHoi cmecn ot 0,5mn ao 2,0 mn

Mpobupkn ot 0,65 M Ao 1,1 MmN MCNONL3YKTCS ANA MNOArOTOBKM Npo6 B N1abopaTopHbIX
1CCnefoBaHNAX MeTo4OM MosiMmepasHoin LenHoi peakuymn (MLP) ¢ 06bemMoM peakuMOHHON
cmecun oT1 0,6 go 1,1 mn.

[ns cny>ebHoro nonb3oBaHns KopHUHT Ansa obpalieHns Ha Tepputopun PO
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Corning (Kopnune)
HHCTPYKUHA MO NPUMEHEHHIO MEAHUMHCKOro H3e/IHs

Toukocrenusie npobupku mna [P ¢ minockoit KpelIIKOH MIAH C BHINYKIOH KPHIMIKOM
HCHONB3YIOTCA JUIA NPOBEAEHHA 1aGopaTOPHBIX HCCEAOBAHHH METOIOM MOJMMEPAa3HOM LIEMHOM
peakuuu (ITLIP) Ha cTaauH TepMOLMKIHPOBAaHUA peareHTOB, ¢ 00HEMOM PEaKLIHOHHOH CMECH 110
ar 0,2 no 0,5 M. cooTBeTcTBEHHO. 14 npoBeaeHua peakuuu peareHTs! 1 [1LP momemarores B
NMpoGHpKH, MPOOGHPKH 3aKPHIBAIOTCA KPBIMIKaMH H MOC/IENOBATEIbHO YCTAaHABIIMBAIOTCA B POTOD
npHGopa Iyis IPOBEAEHHA peaKUMH. 3a CUeT ONTHYECKOH MPO3PavyHOCTH aHAIM3 pe3y/bTaToB
MPOHCXOAMUT HEMOCPEACTBEHHO 4epe3 CTEHKY mpobGupku. H3BnexaTs peareHThl IpH 3TOM He
Tpebyercs. :

[po6HpKH B CTPHUNAX MCIONB3YIOTCA AJIS MPOBEAECHHA PEaKLHMH aMIUIMUKALUM, XPaHEHHS,
3aMOpPO3KH, LEHTpHYrMpOBaHHA M TPAHCIOPTHPOBKH PCaKTHBOB IS J1abOpaTOPHEIX
UCCIIEA0BaHHI METOIOM noMMepa3Hoii uenHoit peakuuu (ITLP) c o6peMoM peakIMOHHON CMECH
10 0,1 mu, 1,2 MJ1, COOTBETCTBEHHO.

KpsItky a1s npo6HpoK M KPBILIKK Ui MPOOHPOK B CTPHIIAX HCTIONB3YIOTCA VI 3aKYTIOPHUBAHUA
MpOGHPOK MepeR UX YCTAHOBKOI B POTOP U1 MPOBEACHHS PEAKLHH HIIH TPAHCIIOPTHPOBKH.

Inawky ans [P Ha 24, 32, 48, 96 1 384 1yHOK HCNIONB3YIOTCA JU1A MPOBEACHUA 1a60PaTOPHBIX
HCCIIE0BaHHI METOAOM MonHMepa3Hoii uenHo# peakuuu (TTHP) c o6beMOM peaKLIHOHHOH CMECH
or 0,05 mn. Jns npoBeeHHA peakuu peareHTs! s ITL[P nomemaloTcs B JIYHKH ILTAlIKH,
IUIaIKa 3aKPLIBAETCA TEPMOCTOMKOM IUICHKOM H YCTaHaBNMBAeTCA B MpHOOP - aMninHKaTop As
MOCIEAYIOLIEro TEPMOLIHKIIHPOBAHHS.

Mars! ans TP mamek uenons3syiotes B ITLP u apyrux naGoparopusx. Mater puia TP nnamek
cmyxar ia Gojee IUIOTHOTO KOHTaKTa IUTAIKKM C HarpeBaeMod KpeilikoH mnpubopa -
aMIUTMHKaTOpa, OAHOBPEMEHHO NEPMETHYHO 3aKphIBas JIYHKH CaMOMH IUTALLIKH.

ILITaTMBH A1 MPOGHPOK HCIIONB3YIOTCA JUIA XpaHEeHHA, TPAaHCTIOPTHPOBKH, 3aMOPO3KH NPpO6GHPOK
o6nemoB ot 0,2 no 50 mi.

PesepByaphl HCIONB3YIOTCA 1A MOATOTOBKH NMpo6 M1 1a60paTOPHEIX HCCIIEN0BaHUA METONOM
nonumepasHoii nenHoit peakuuy (ILP) ¢ 06beMoM peakIIMOHHOH CMeCH OT 21 ML

ITpo6upxu Ges mpobku Hcnoab3yloTcs WA 3abopa mpo6 B naGOpPaTOPHEIX MCCIEAOBAHHAX C
o6beMoM 3abupaeMoro peareHra ot 5 10 7 MJ1 COOTBETCTBEHHO.

Pe3sepByaphl JUIA peareHTOB MCHOMB3YIOTCA VLA pa3Be€HHA M AO3UPOBAHHA peareHToB. MmeioT
V-06pasHoe JHO, T03BOJIAIOIIEE H3BIEYh MAKCHMANbHOE KOHYECTBO 0bpasia.

MHukpoueHTpHuYKHble NMPOGHPKH IPaayHpOBaHHBIE HCIONb3YIOTCA UIA LEHTPHYTHPOBaHHS
GHONOTHYECKHX >XHAKocTed. 'pagyHpoBka Ha MX MOBEPXHOCTH penbepHas M MO3BOJNAET
omnpeaensts 06beM, HaXOAAMEHCA B HEH XKHIKOCTH.

Mnenku mua ITHP nnamex MCNOMB3YIOTCA IS TEPMETHYHOTO 3aKYTNOPHUBAaHMA IUIALIEK H
MpEAOTBPALLAIOT NTEPEKPECTHYIO KOHTAMUHALIHIO MPH HCCIIEI0BAHUSAX.

6
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Corning (KopHuHr)

HCTPYKLMS MO NPUMEHEHUIO MEAULIMHCKOTO U3fenus

13, BHeWwHWI A BN U TEXHUYECKNE XapaKTEPUCTUKN
doTo

HavmeHoBaHue

1 BuHTOBbIE
KPbILIKW C NeTNen 1
KO/bL,eBOM
npoKnagkon  Ans
Npo6upok
o6bemom o1 0,5 mn
[0 2,0 mn

2. BWHTOBbLIE
KPbILLIKM C
KO/bLLEBOM
NpoKnagkoi  Ans
npo6MpoK

o6bemom oT 0,5 mn
[0 2,0 mn

MapameTpbl

BbicoTta 10 Mm
OvaveTp 13 Mm
Bec, He 6bonee 6 1

LiBeTa: CUMHWIA, KOPWYHEBLIN,
6eCcuBETHbIN, 3€e/1EHBIN,
OpaHXXeBbli, KpacHbI,
XKeNnTblin, (NONETOBBLIA.

BbicoTa 10 Mm
OunameTp 13 Mm
Bec, He bonee 5T

LiBeTa: CWHWIA, KOPUYHEBLIM,
6eCUBETHBINA, 3€/1eHBINR,
OpaHXeBbIN, KpacHbIN,
XKenTbli, ()MONETOBbLIN.

) ®

3. Mpobupkmn ¢ BUHTOBOW rOp/IoBMHOM 06bemomM oT 0,5 mn go 2,0 mn

Mpobupkun c
BUHTOBOWA
rop/I0BMHOM
o6bemom 0,5 mMn

Mpobupkun c
BUHTOBO
rOP/IOBUHO
obbemom 1,5 mMn

Mpobupkun c
BMHTOBOWA
rOp/IOBUHOW
o6bemom 2,0 mn

LLIar pe3bbbl - 1,5 MM
Macca n3genvs B céope
He 60nee 0,9 T

O6bém 0,5 mMn

LLlar pe3bbbl - 1,5 MM
Macca nsgenvs B coope
He 6onee 1,0r

O6bEM 1,5 Mn

LLIar pe3bbbl -1,5 MM
Macca nsgenus B coope
He 6onee 1,21

O6béEM 2,0 Mn

Ons cnyxe6HOro Nonb3oBaHWs KOPHUHT
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Corning (KopHUHT)
WHCTpYKLUMA N0 NPUMEHEHMIO MEANULIVHCKOIO U3aenns

4. MNpobupkn o6bemom ot 0,65 mn o 1,1 mn 6e3 wraTuea

Mpobupkm Hapy>xHbIli guameTp 8,5 MM
obvemom 0,65 M Bpicota 31,4 MM
Ges WwraTusa Macca n3genus He 6onee 0,21

O6BEM 0,65 Mn

Mpobupku Hapy>kHblin guameTp 8,5 MM

o6bemMoM 11 M  Bbicota 46, 7 MM

Ges WwTaTnBa Macca usgenuvs He 6onee 0,2 1
O6bém 1,1 mn

5. Mpobupkn o6vemom ot 0,65 M o 1,1 mn B WTaTMee

Mpobupkun Hapy»HblIli gnameTp 8,5 MM
o6bemom 0,65 MN B BpicoTa 31,4 MM

LTaTuee Macca usgenus He 6onee 0,5 r
O6bém 0,65 MmN

Mpobupkm Hapy>xHbIii guameTp 8,5 MM

obbemMom 11 Mn B BuicoTa 46, 7 MM

wrarviee Macca n3genus He 6onee 0,7 1

O6bEm 1,1 Mn

6. Kpbiwkn ana  Bbicota 59 MM
nMpo6mpok Avametp 7,2

obbemom 0T 0,65 Bec, He Gonee 0,2
mMn go 11 mn B

cTpunax

7. TOHKOCTeHHble Npobupkn ans MLP ¢ nnockoi KpbIwKoi o6bemom ot 0,2 M go 0,5 mn

Lns cny>e6Horo nonb3oBaHus KopHUHT
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Corning (KopHuHr)

WHCTPYKLWMS MO NPUMEHEHMIO MEAULIMHCKOTO U3AENMS

TOHKOCTEHHbIe
npo6upKu ans
MUP ¢ nnockoi
KPbILUKON 06beMOM
0,2 mn

TOHKOCTEHHbIE
npo6upKN Aons
MUP ¢ nnockon
KPbILLKOW 06bEMOM
0,5 mn

8. TOHKOCTEHHble
npo6vpKu ans
MLUP ¢ BbiNyK/IoM
KPbILLKOV 06bEMOM
0,2 mn

9. Mpobunpku
o6vemom 0,1 mn B
cTpunax no 4
LUTYKM

10. Mpobupku
o6bemom 0,1 mn B
cTpunax no 8 LWTYyK,

B TOM u4ucne ¢
KpbILLKaMK
n. Mpobupku

o6bemom 0,2 mMn B
cTpunax no 8 LWTyK,
B TOM u4ucne c
KPbILLIKaMK

12.  Kpblwkn K
npo6upkam B
CTpMnax no 8 LWTYK,
NA0CKasa KpblLLKa

BbicoTa C KpbILWKOWA 21,7 MM
BbicoTa 6e3 KpbILWKN 21 MM
[nameTp KpbIWKN 6,9 MM

BHYTpeHHWUIA gnaMeTp KpPbILLKK
5,4 MM

Macca: 0,2 r

BbicoTa C KpbILWKOW 29,7 MM
BbicoTa 6e3 KpbIWwKn 28,8 Mm
[nameTp KpbiWwkn 9,8 Mm

BHYTpPeHHWUIA AnameTp KPbILLKK
6,8 MM
Macca: 0,351

BbiCOTa C KPbILIKORA 23,7 MM
BbicoTa 6e3 KpbILWKKN 21 MM
[nameTp KpbIWKKN 6,9 Mm
BHYTpeHHUIA arameTp KPbILLKK
5,4 MM

Macca: 0,21

Hapy>xHbIi1 grameTp npobupku
4,1 Mm
BHyTpeHHMIA
npo6upkn 3,2 MM
BbicoTa npobupkn 16,6 Mm

BbicoTa NpobUpKN € KPbILLKOIA
27,5 Mm

Macca n3genus He 6onee 0,1 r
O6bém 0,1 mn

BbicoTa 15,4 Mm

OnamveTtp 8,3 MM
BHyTpeHHMiA anameTp 5,3 MM
Macca: 0,15

ANaMeTp

BbicoTa € KpbILLKOW 22,7 MM
BbicoTa 6e3 KpbILK/ 21 MM
[nameTp KpbILWKK 6,9 MM

BHYTpPeHHUI gnaMeTp KpbILKWM
5,4 Mm

Macca: 0,1 r
BbicoTa 3,5 mm
Ouawvetp 54

Bec, He 6onee 0,2 1

Ans cnye6HOro nofb3oBaHNs KOPHUHT
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Corning (Koprunz)
HucTpyKuma no npuMeHeHHIO MEAHUHHCKOrO HISMUA

13. Kpommxu x| Brcora 5,5 MM
npoGupkam B | imamerp 5,4
CTpHUAX 10 8 WITYK, | Bec, we Gomee 0,2 1
BRIITYKJIAA KPHIIIKA

14. MuxponenTprbyKHbE IpOOHPKH rpanynpoBaHBbIe 00neMom ot 0,6 M 10 2,0 Ma
Muxkponeutpudyx | Macca: 0,52 r
HHe  NpoGHPKH | O6néM: 0,6 M

FPaANyHPOBaHHEIC
obsemom 0,6 Mn

Muxpouentpudyx | Macca: 1,05r
Hee  MpoGHpKH | OfnéM: 1,5 Mn
TPaJyHPOBAHHEIE
obvemoMm 1,5 M

Muxpouertpudyx | Macca: 1,151
HEIC NpoGHPKRH | O6néM: 1,7 Ma
rpaxyHpOBaHHbIE
obnremom 1,7 Mn

Muxkponentpudyx | Macca: 1,05 r
Hble  MPOGHPKH | O6néM: 2,0 M
FPalyHpOBaHHEIC
o0neMoM 2 M

Jnst cnyxebHoro nonb3oanns KopHuHr Jing obpamenna na TeppuTopHH PO
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Corning (KopHuHr)
VIHCTPYKLUMA N0 NPUMEHEHNIO MEAMLIMHCKOIO U3fenms

15. TMnawkn pna  AnavHa 125 mm
MUP Ha 24 nyHKn  LLlnpyHa 85 Mm
BbicoTa 45 MM

PaccTosaHue mMexay NyHKamn =
1,5 Mm

Pa3mep nyHKn 18x9 mm
Macca, He 6onee 500 r
O6bem: 200 MKn

24 NYHKN

16. Mnawkn gna  OnnHa 125 mm
MLUP Ha 32 nyHKWM  [WnpyuHa 85 MM
BbicoTa 45 MM

PaccTosHne mexay nyHkamu =
15 mm

Pa3mep nyHKn 18 X 9 Mm
Macca, He 6onee 500 r
O6bem: 200 MKn

32 NYHKN

17. Mnpawkn gna  OnvHa 125 mm
MLP Ha 48 NyHOK  LLlupuHa 85 Mm
BbicoTa 45 mm

PaccTosHue mexay nyHok = 1,0
MM

Pa3vep Aueliki 18 x 9 Mm
Macca, He 60see 90 1
O6bem: 200 MKn

48 nyHoK

18. Mnawkn pgna  OnvHa 127 Mm
MLP Ha 96 nyHOK  [LinpuHa 85 Mm
BbicoTa 26 MM

PaccTosiHMe mexay nyHoK = 3,7
MM

Pa3mep NyHKn d=3,7 mm
Macca, He 6onee 16T
Pabounii 06bem: 180 MKn

96 NyHOK

[nsa cnyxebHoro nonb30BaHUs KOpHUHT
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Corning (KopHuHr)
WHCTpYKLMSA N0 NPUMEHEHUIO MEAULIMHCKOTO U3aenus

19. Mpawkn  OnnHa 127 mm

rNy6oKONYHOUHbIE  [LInpuHa 86 MM

ans TP Ha 96 ByicoTa 23 Mm

JTyHOK PaccTosaHue Mexay /NyHOK. =
1,5 Mm
Pa3mep nyHKn d=8,2 mm
Macca, He 6onee 110r
Pabounii 06beM: 20 MK
96 nyHOK

20. TMnawkwn pana  AnvHa 117 mv
MLP Ha 384 nyHKN  LLnpuHa 77 MM
BbicoTa 20 Mm

PaccTtoaHue mexay nyHok = 1,5
MM

Pa3mep NyHku d=6 mm
Macca, He 6onee 500 r
Pabounii 06bem: 45 MK
384 nyHKu

21. TlneHkn pna  TonwmHa 100 MKM

MUP nnaitek MabapuTHble pa3mepbl 135 x 80
MM

Pabouyas Temnepatypa oT -20
fo +80 °C

22. Matbl gnsa MUP  TonwuHa 8,5 MM
nnawek abapuTHble pa3mepbl 111,8 X
70,2 MM

23. LWrtatme pana [abapuTHble pasmepbl 228 x 66

Npo6upoK, 80 Mm

Aveek Bbicota 27,7 Mm
PaccTosHue mexay a4. = 1,95
MM

Pasmep Aueikun d=1 1 Mm
Macca, He 6onee 172t

12
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Coming (KopHuHT)

HCTPYKUMS MO NPUMEHEHUIO MEAVLIMHCKOTO U3AENNs

24, Pe3epByapsbl
[NA peareHToB

25. Mpobupkn 6e3
npobkn  06bLEMOM
OTSMN A0 7 Mn

MabapuTHble pasmepbl 145 x 63
MM

BbicoTa 25 Mm

Hapy>xHblin guameTp 12 mm
BHyTpeHHWiA gnametp 10,4 MM
BbicoTa 74,7 Mm

Macca nsgenus He 6onee 0,2 1

26. Mpo6bMpKN ¢ BUHTOBOI FOP/IOBMHHOM KPbILLKON 06bemMoM 0T 5 M 4o 50 mn

Mpobupkn ¢
BUHTOBOWA
rOP/IOBMHHOM
KPbILIKON 06beMOM
5,0 mn

Mpobupkun c
BUHTOBOWA
rOP/IOBMHHOM
KPbILLKON 06bEMOM
10,0 mn

Ans cnyxe6HOro Nonb3oBaHUSA KOpHUHT

Lllar pe3bbbl = 15 MM
Macca n3genus B coope

He 6onee 3,6 T

LleHa neneHunsa 1 mn

O6bEm 5,0 mn

LLIar pe3bbbl =1,5 Mm
LleHa feneHma 1mn
Macca n3genus B coope
He 60nee 6,0 T

O6béM 10,0mn

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Corning (Koprunz)
HHCTPYKIMA N0 OPAMEHEHUIO METULIMHCKOrO H3CHS

IIpoGupku ¢ | lllar pe3s6r1 = 1,5 Mmm
BHHTOBO#M Llena nemesna 1 Mn
TOPJIOBHHHOH Macca n3fenna B cGope
KprIukoii oopemoM | He Oonee 6,8 r

15,0 mn O6néMm 15,0 Mn
TIpoGupku ¢ | Iar pe3sOur = 1,5 MM
BHHTOBOH Llena nenexnus 5 Mn
TOPJIOBHHHOM Macca u3nenus B c6ope
KpHIIKO# o6pemoM | He Gonee 10,0 r

50,0 mn O61éM 50,0 mx
HonycTHMAS HOrPeIHOCTS MACCOTAGAPUTHLIX XAPAKTEPHCTHR cocTapaser 5%

14. CHCreMa MEHEKMEHTA KauecTRa
Bce u3nenns pMelot ceprudukar ISO 9001 1 cOOTEETCTBYIOT TabNHMIE HIDKE:

Ne | NHoxyMenT HazBaHHe JOKYMEHTA
15. | ISO 9001:2015 CHCTeMBI MeHe/DKMEHRTA KAYECTBA. Tpeﬁonmmk
OR ISO 13485:2016
16. EN ISO 15223-1:2016 I'paguueckue CAMBOIE, ucnomyenme Ha OJTHKeTKax
METMIHHCKAX YCTPOUCTB
17. EN 1041: 2008+A1 2013 | Hadopmanmus, npeOCTABIACMAd TIPOH3BOUTENCM
MEIMLIHCKHX W3R

. _n
15. TapanTra Iponssogurens il
TIpeANpHATHE-IPON3EOMMTENE T4PARTHDYST COOTBETCTBHE TEXHWIECKHX  XapAKTEPUCTHK
METAIMHCKOTO H3JETHA BCEM TpeGOBAHMAM NMPUMEHIMBIX HALMOHANBHHIX M MEKIYHAPONHBIX
CTAHAAPTOR NMpH coGMoNeHNH MOTpebHTEneM YCIOBHA IKCIUTYATALMH, TPAHCTIODTHPOBAHHA U
XPaHEHNUA HA BECh CPOK TOMHOCTH, MPH YCOBHH, YTO YNAKOBKA He NOBPEKICHA.

16. 3amnTa oxpyxaiomed cpeanl oo
ITpoussonuTens rapaHTUpyeT 0e30macHOCT,  MEJMIMHCKOrO  HM3feNHsi,  OTCYTCTBHE
HEAOMYCTHMOTO PHCKA M MPHUHHEHHA BPe/Ia XKH3HH, 3A0POBBI0 HENOBEKA H OKPYXAIOWIEH cpeae

14
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Corning (Kopnuxne)
HHCTPYKIMA N0 NPAMEHEHHRIO MEARITHHCKOTO H3SIHA

NpH HCNIONE3OBAHMH M3NCNHA MO HA3HAYEHHIO W NP COGMIONEHHK Mep npenoc'ropozuno:fma,
NpeXyCMOTPEHHBIX IPOH3BOANTEIEM,

17. ¥YnaxoBks

BraNTOBLIE KPHIRIKH ¢ NeTel ¥ KoabneBoil mpoxaaxkoii An% npofupok ofnemom or 0,5 ma
A0 2,0 ma. ynakopuBaioT no 500 mT. B naker, Aatee No 8 MaKeToB B TPAHCIOPTHYIO KOpOOKY.
BHRTOBbIE KPLIIKE ¢ KOAbueBol npoxiaakoi ans npobupok o6nemom ot 0,5 ma 1o 2,0 M.
YTIAKOBRIBAIOT MO 500 mT. B naker, Aanee [0 8 NaKeTOB B TPAHCMIOPTHYIO KopobKy.

Ipo6upkn ¢ BuHTOBO ropaoBuHol o6bemom ot 0,5 M Ao 2,0 MJI. YIAKOBLIBAIOT 10 500 mT.

B IT4KET, AaJiee N0 8 MaKeTOB B TPAHCTIOPTHYIO KOPOOKY.
Hpobapkx o6bemom ot 0,65 ma no 1,1 mn Ge3 mTiaTHBS, YNaKOBLIBAIOT TIO 960 WT. B rlaxe'r,

Ianee no 5 NaKeTos B TPAHCMIOPTHYIO KOPOOKY. G

Hpo6upiu obnemom ot 0,65 ma fo 1,1 Ma B mTaTHBe, yuaxonm;am o 96 WT. B nmm,
aanee no 10 wraruBoB B KOPOOKY, 3aTeM 5 Takux kopo§ok B TPRHCTIOPTHYIO KOpoOky.

Kpuimxu ans npobupox obnemom or 0,65 ma a0 1,1 Ma B CTPpHEOAX, YNAKOBHIBAIOT 120
CTPHMOB B MAKeTe, JaNee 10 5 NaKeTOB B TPAHCIIOPTHYIO KOpoOKY.

Touxocrennnie npobupku ans P ¢ naocko#l kphnmkoii obvemom ot 0,2 M ao 0,5 ma.,
ynaxkossisaloT no 1000 wr. B nakere, Aaaee no 1 nakery B KapTOHHY10 KOpoOKy, 3aTeM no 10
TakuXx KOpoGOK B TPAHCTIOPTHYIO KOPOOKY.

Toukocrenasie npobupkn 2as [P ¢ Buinyxiolt kpsimxoii 06nemom 0,2 M., YIaKOBHBAIOT
no 1000 mr. 8 nakere, fanee mo 1 naxeTy B KAPTOHHYIO KOpOOKY, 3aTeM 10 10 Takux xopobok B
TPaHCIOPTHYIO KOpOOKYy.

Ipobupkn o6nemom 0,1 M B cTpHRIAX N0 4 IITYKH, YITAKOBHBAIOT 250 CTPHNOB N0 4 NpoGHPKH
B MaKeTe, flaee MaKeT B KapTORHYH KopoOKy, 3aTeM no 10 Takux xopobok B 'rpancnopmylo
KopoOKky.

Ipobupkr o6bemom 0,1 M1 B CTPHIOAX NO 8 WITYK, B TOM YHCIE ¢ xpummn, ynaxosunaxo'r
125 crpunon mo 8 npobupox 1 mo 125 cTpunos no 8 xphilliek B Iaxkere, Aanee 1 maker B
KapTOHHYIO Kopolky, 3ateM o 10 xopoGOK B TPaHCTIOPTHYIO KOpPOOKY.

Ipo6upkn 06bemMoM 0,2 MJI B CTPHNAX N0 8 IITYK, B TOM SIHCJE ¢ KPHIIUKAMHE, YTIAKOBRIBAIOT
126 ctpumos no 8 npoGHPOK B nakeTe, fanee | makeT B KAPTOHHYIO KOpoOky, 3areu no-10 Takmux
KOpOGOK B TPaHCTIOPTHYIO KOPOOKY.

Kprimku Kk npo6HpxaM B cTpHDAx No 8 IITYxK, IIOCKAS KPHIIIKA, yuaxomawr 125 ctpunos
no 8§ xpelliek B makere, Aajee | IAKET B KapTOHHYI0 KOpoOKy, saTem mo 10 kopofok B
TPAHCTIOPTHYIO KOPOGKY.

Kpuimxe X npoGHpKaM B CTPHNAX 110 8 INTYK, BBIYK/ISS KPHINIKA, YNAKOBHBaloT 125
CTPHIIOB O 8 KPHIIEK B MakeTe, Aanee 1 nakeT B KapTOHHYIO KOpobKy, 3aTeM M0 10 xopoﬁox B
TPAHCTIOPTHYIO KOPOOKY.

MuxponenTpady:Hble NpofHpKH rpaxyHpoBannbie ofseMoM or 0,6 Ma 1o 2,0 ML,
ynakoBsBaioT 1o 500, 1000 wrT. B nakeT, Aance 1 naxeT B KAPTOHHYIO KOPOOGKY, 32TEM 1O 1omm
KOpoGOK B TPaHCHOPTHYIO KOPOOKY.

IInamxn aias IMIP ua 24 Aysku, yNakoBeiBaioT 0o 5, 10 mmamek B naker, ganee 1 maker B

KapTOHHYIO KopoOKy, 3aTeM no 5 Kopo6oK B TPAHCIOPTHYIO KOPOOKY.
Inamxn ans P Ba 32 aynkw, ynakosssalor no 10 nnauiek B marer, ganee | naker B

KapTOHHYIO KOpoOKy, 3aTeM 110 5 KOpoGOK B TPAHCIOPTHYIO KOPOOKY.
Inamcn nas (P xa 48 aynok, ynakosssawT 10 5, 10 nuamek B maxet, nanee | maker 8

KapTOHHYIO KOpOOKY, 3aTeM N0 5 kK0poGOK B TPAHCIIOPTHYIO KOPOOKY.
Inawxu ans IIP na 96 aysox, ynaxosesaior nio 5, 10, 25 nnamek B naxer, fanee 1 naxer 8

KapToHHYI0 Kopobky, 3aTeM 110 4, 5, 10 KopoGoK B TPAHCNOPTHYIO KOPOOKY.
Inamxe rayGoxoaynounsie aua IIP ma 96 JyHOK, YNaKoBHBAKT N0 25 [alex B NAKeT,
nanee | maker B KapTOHHYIO KOpoOKy, 3aTeM no 4, 5, 10 kopoGok B TPAHCIOPTHYIO KopoOKy.
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Corning (KopHuHr)
VIHCTPYKUMS MO NPUMEHEHMIO MEAULIMHCKOr0 N3aenns

Mnawkwn ana MNUP Ha 384 nyHKW, ynakoBsbiBatoT Mo 5, 10, 20 nnallek B NakeT, Aanee 1 nakeT B
KapTOHHYO KOPOOKyY, 3aTeM Mo 5, 10 KOpOo60K B TPAHCMOPTHYHO KOPOOKY.

MneHnkun gna NMHP nnawek, ynakosbiBatoT no 50, 100 nNneHOK B KAPTOHHYHO KOPOOKY, 3aTem 1,
5 Taknx KOpo6OK B TPAHCMOPTHYH KOPOOKY.

Matbl gna MNUP nnawek, ynakosbiBalOT Nno 10 mMaToB B MaKeT, 3aTeM 5 TakMX MakeToB B
TPaHCMOPTHYH KOPOOKY.

LLiTaTue ana npobupok, 80 Aveek, YNakoBbIBaKOT N0 5 LUTATMBOB B NAaKeT, 3aTEM M0 5 NakeToB
B TPAHCMOPTHYHO KOPOOKY.

Pe3epByapbl AN peareHTOB, ynakosbiBalOT Nno 25,, 100 pe3epByapoB B NakeT, 3atem no 1, 4
TakKnx naketa B TPAHCMOPTHY KOPOOKY.

Mpobupkn 6e3 NpobKM 06beEMOM OT 5 Mn A0 7 MA., ynakoBbIBatoT no 500 Npo6MPOK B NaKeT,
3aTeM Mo 2 naketa B TPAHCMOPTHYHO KOPOOKY.

Mpo6UPKN C BUHTOBOWN rOPNOBUHHON KPbILWKON 06bEMOM OT 5 M A0 50 M., ynakoBbIBatOT
no 50, 250, 500 npo6u1pok B nakeT, 3atem Mo 2, 4, 10 nakeTa B TPaHCMOPTHYH KOPOOKY.

18. YTunusayms

YTUnusnpyinTe onacHble UM 6UONOMMYECKA MH(ULMPOBAHHbIE MaTepuasbl B COOTBETCTBUU C
Tpeb0oBaHWAMM  Ballero yupexzaeHus, (eaepaibHbIMU - M IOK&/IbHbIMU  TPeboBaHUAMM.
OcTaBlumnecs 06pasubl U OTXOAbl ChefyeT YTWAM3MPOBaTb, WCMOMb3yA Ae3nHpULMpYoLLme
CpefCcTBa B COOTBETCTBUM HALMOHa/IbHBIMY TpeboBaHMAMM K 6e30MacHO paboTe ¢ NaToreHHbIMM
MUKpOOpraHmsMamy 1 BO3GyAuUTeNI MM NapasuTapHblX 60/1e3Heiln, 1 TpeboBaHWAMM MO
06paLLeHNIO C MELULMHCKMMW OTXO04aMM.

MMocne ucTeyeHUs CPoOKa FOAHOCTM Habopbl YTUAM3MPYIOTCA Kak OTXoAbl Knacca A. Bce
KOMMOHEHTbI MeAMLMHCKOrO U3MeNns, BXOAMBLUME B KOHTAKT C 6MOM0rMyeckmmmn obpasuamu,
YTUNN3NPYHOTCA KaK 0TX0/Abl Knacca b (anngemmnyeckn onacHble) —ans P® no CaHlMnH 2.1.3684-
21 «CaHuTapHO-3NNAEMNONOrMYeCKMe TPeboBaHNA K 06paLLEHNIO C MEAULIMHCKUMI OTXO4amMm».
YHNUTOXeHWe OCYLLECTBNAETCSA OpraH13aLmaMun, UMEOLWMMY COOTBETCTBYHOLLYHO IMLEH3NIO, Ha
creymnanbHO 060pYA0BaHHbLIX MOWAAKaX, MOIMIOHAX U B MOMELLEHUAX B COOTBETCTBUM C
TpeboBaHWAMYW,  NPeAyCMOTPEHHBIMU  CyLlecTByOWMMN  PefepasibHbIMW - 3aKOHaMK, €
cob/ofeHneM 0653aTe/IbHbIX TPe60BaHMIA NO OXpaHe OKPYXKatoLLel cpefbl, NPU UCMosb30BaHNK
METOA0B, COrMacoBaHHbIX C TEPPUTOPUASIbHLIMU OpraHamu, OTBETCTBEHHLIMU 3a CaHUTApHO-
3NMAEMMOSIOTUYECKOe 6/1aronosyymne HaceieHus.

He ncnonb3osatb 13genne NoBTOPHO.

19. MapaHTMKN Npoun3BoANTENA

MeaMLUHCKOE U3aenne CrpoeKTUPOBAHO, M3rOTOB/IEHO M YMaKoBaHO TakMM 06pa3oMm, YToObl BO
BPEMS 1CMO/b30BaHUA MO Ha3HaYeHUO ero XapakTepucTUKN 1 3(h(heKTUBHOCTb HE NOABEPrainch
oTpuLaTeNlbHOMY BO3AEWCTBUIO MpWU  TPaHCMOPTUPOBKE W XpaHeHuu, Geps BO BHMMaHWe
WHCTPYKLUMM 1 MHOPMaLMIO, NpefocTaBieHHY0 [Npon3BoauTeNnem.

MapaHTUK MNpomn3BoauTens pacnpoCcTPaHAETCA Ha U3AENNsA, KOTOPbIe XPaHATCA U UCMOJb3YHOTCA B
COOTBETCTBUM C WHCTPYKLMEA MO MPUMEHEHUIO, TakKMe Kak HernpocpOYeHHble, HEBCKPbITbIE,
HenoBpeXKAeHHbIe 1 NPaBUIbHO XPaHSALLMECS.

CumBON O603HayeHue
IVD MeauLMHCKOe YCTPOCTBO A1 AUAarHOCTMKM in Vitro
16
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Corning (Koprusuz)
HHCTpYKIMA N0 NPUMEHEHHIO MEAHLIMHCKOrO H3enua

21. Pexnamanus

IMperensuu no KagecTBy (pexnamanus) [Topanox NpeAbABICHHA PEKNTAMAMA M OTBETOB HA HHX
PEryAMpYeTCA IPAXKAAHCKHM NpaBoM. PexnamManus MOXeT NPERBABIATECA TOABKO MO TAKAM
BOMpPOCAM, KOTOPHIE HE ABJLUIMCH IPEAMETOM NMPHEMKH TORApa, MPOU3BEACHHOMH B COOTBETCTBHH
¢ ycnouAME moropopa. ITo BceM BONpocaM, CBA3AHHEIM C OOCHY)KHBAHHEM H3/Ie/Hd,
HeoGxomuMo 06paTHTECA X YNOJHOMOYEHHOMY NpEACTABHTENIO NpoMssoauTeNd. B cmyuae
pexiaManuu oGpAINaTECA K NPOM3BORMTENIO B / HWIM YNOMHOMOWUCHHOMY NIPEACTABHTEINIO
NPOM3BOANTENA. Y IOMHOMOYCHHKIH MPeCTABHTEND IPOHIBOJKTENA Ha TeppHTOpHY PO.

17
Ana cnyxkeOHOro noas3oBanua KopHUHr Jna obpamenns Ha Teppuropuu PO

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



MepeBof JaHHOTO TEKCTA BbIMO/HEH MePeBOAUMKOM [axTnHOBLIM .AnekceeM BnaanmMmupoBuyem.

Tt

Poccuiickas depepaums
Mopog Mocksa
[BeHaauaToro okTa6psa 4Be ThicAYM [BajLaTh BTOPOro roga

S, Bepemull tOnus ropeBHa, BpeMeHHO UCMONHAIOLWAA 0653aHHOCTM HOTapuyca ropoga Mocksbl Kopc(|
Mapun AnekcaHApOoBHbI, CBUAETENLCTBYH0 NOAJIMHHOCTL MOAMMCY NepeBofynka MNaxTyHoBa Anekces
Bnagumunposuya.

Moanuck cienaHa B MOEM MPUCYTCTBUN.

JInuHoCTb NoANMCaBLLEr0 JOKYMEHT YCTaHOB/NeHa.

3apeructpupoBaHo a peectpe: Ne 77/2139-H/77-2022- c'1j - «
YnnayeHo 3a coBepLleHne HoTapnanbHoro ge”*susd: 400 py6. 00 Kon.

Bcero npowuTposaH-o.
N CKPEN/IEHO Meyarbio nanien

BPWO HoTapuyca
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Pocculickas ®egepaums
Nopoa MockBa
YeTbipHafLaToro oktabps ABe ThicAYM ABajLaTb BTOPOro roga

A, Kopcuk Mapusa AnekcaHpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYHO BEPHOCTb KOMUU C
MpeAcTaB/eHHOro0 MHe JOKYMeHTa.
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