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Instruction for Use

Name of medical device:

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging

Variations:

1 high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 200ml syringe -1 item

mconnecting tube - 1 items,

- protective cap - 4 items

- tube for collection of contrast -1 item

- and/or spike - 1litem

2. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 200ml syringe - 2 items,

- connecting tube - 1item

- protective cap - 6 or 7 items

- tube for collection of contrast - 2 items

- and/or spike -1 or 2 items

3. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 100ml syringe - 1item

- 200ml syringe -1 item

- connecting tube - litem

- protective cap - 6 items

- tube for collection of contrast - 1 item

- spike -1 item

4. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 200ml syringe - 2 items,

- connecting tube - 1 item

- protective cap - 5 items

- system of connecting tubes - 1item

- protective cap for system of connecting tubes -5 items

- tube for collection of contrast - 2 items

5. high pressure sterile set for the introduction ofradiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 190ml syringe - 1 item

- connecting tube - 1 item,

- protective cap - 4 items

- tube for collection of contrast - 1item

- spike - litem
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6. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 190ml syringe - 2 item

- connecting tube - 1item,

- protective cap - 7 items

- tube for collection of contrast - 1 item

- spike - 2 item

7. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 150ml syringe - 1 item

- connecting tube - 1 item,

- protective cap - 4 items

- tube for collection of contrast - 1 item

- spike -1 item

8. high pressure sterile set for the introduction of radiopagque substanees during angiographic
studies, computer, magnetic resonance imaging in composition:

- 125ml syringe - 1 item

- connecting tube -1 item,

- protective cap - 4 items

- tube for collection of contrast - 1 item

- spike - litem

9. high pressure sterile set for the introduction of radiopagque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 100ml syringe - 1item

- connecting tube -1 item,

- protective cap - 4 items

- tube for collection of contrast - 1 item

-and/orspike - litem . . u-
10. high pressure sterile set for the introduction of radiopagque substances dunng angiographic
studies, computer, magnetic resonance imaging in composition:

- 100ml syringe - 2 item

- connecting tube - 1item,

- protective cap - 5 items

- tube for collection of contrast - 2 item

11. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 65ml syringe - 2 item

- connecting tube -1 item,

- protective cap - 7 items

- spike -2 item

12. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 65ml syringe - 1item

- 115ml syringe - 1item

- connecting tube - 1item.
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mprotective cap 7 items
-spike -2 item

13. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 60ml syringe -1 item

- connecting tube -1 item,

- protective cap - 4 items

- tube for collection of contrast -1 item

- spike -1 item

14. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 60ml syringe - 2 item

- connecting tube -1 item,

- protective cap - 7 items

- spike -2 item

15. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 50ml syringe - 2 items

- connecting tube -1 item

- protective cap - 7 items

- spike -2 item

16. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 50ml syringe - 1item

- connecting tube - 1item,

- protective cap - 4 items

- spike -1 item

17. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 200ml syringe - 1 item

- protective cap - 2 items

- spike - litem

- and/or tube for collection of contrast -1 item

18. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 150ml syringe - 1item

- protective cap - 1 item

- tube for collection of contrast - 1 item

19. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 100ml syringe - 1item

- protective cap - 2 items
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- tube for collection of contrast - 1 item
- spike - 1 item

20. high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- 60ml syringe -1 item

- protective cap - 2 items

- tube for collection of contrast - 1 item

- and/or spike - 1item

Introduction: Read the information contained in this section. Understanding the information
will assist you in operating the device in a safe manner.

Important Safety Notice: The device is intended to be used by individuals with adequate
training and experience in diagnostic imaging studies.

Intended use: high pressure sterile sets for the introduction of radiopaque substances during
angiographic studies, computer, magnetic resonance imaging are used for the introduction of
radiopaque substances during angiographic studies, computer, magnetic resonance imaging

Indications for Use: Devices are intended to be used in the delivery of contrast media. These
devices are indicated for single-use only with power Injectors.

Contraindications: These devices are not intended for multiple-use, drug infusion,
chemotherapy or any other use for which the device is not indicated.

Warnings

« Air embolization can cause death or serious injury to the patient. Do not connect a patient to
the injector until all trapped air has been cleared from the syringe and fluid path. Carefully read
the instructions for loading to reduce the chance of air embolism.

» Biological contamination can result from reusing disposable items or failure to follow aseptic
technique. Properly discard disposable items after use.

 Ifthe plunger is removed from the syringe. Do not remove the plunger to fill the syringe.

« Bacterial contamination can occur if syringes are used to store contrast media. Use loaded
syringes immediately. Do not store loaded syringes for later use. Discard unused loaded syringes.
 Patient or operator injury may result if package is used. Visually inspect contents and package
before each use.

e Patient injury could result if syringe is not properly engaged. Do not load or inject unless the
syringe is properly engaged. Ensure the alignment marks on the syringe and injector head are
properly aligned and the piston and plunger are interlocked. Improper engagement may cause air
embolization or under-volume delivery.

Cautions

» Component damage may occur if not installed properly.

Assure all connections are secure; do not over tighten. This will help minimize disconnection,
and component damage.

» Refer to the injector operation manual for further instructions.

Syringe Installation
1. Ensure that the piston on the injector head are fully retracted.
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2. Remove the new syringe from the package and insert into the injector head Syringe Interface
ensuring that the Keyed Wings at the syringe base and openings in the Syringe Interface are
aligned.

3. Install the syringe and the alignment marks on the syringe and adapter plate are aligned.

Syringe Filling

NOTE: Same person should fill and arm the injector. 1f you must change the injector operator,
be certain that the second operator verifies that the syringe is properly filled and that any air is
eliminated.

1. Tilt the injector head (or the syringe interface module) up.

2. Advance the plunger to full forward position.

3. Remove the protective cap from the syringe luer tip and attach a sterile filling device onto the
tip of the syringe. Quick Fill Tube, spike.

4. Fill the contrast media into the syringe by the filling device:

a. tube for collection of contrast - raise the contrast bottle until the tube for collection of
contrast is fully inserted. The end of the tube for collection of contrast should be near the bottom
ofthe contrast bottle. Tube for collection of contrast is also used for collection of excess contrast
b. Spike - prepare the bottle or bag of contrast and/or flushing solution. Push the bottle or bag
onto the spike until the spike enter the contrast bottle .

NOTE: Use Tube for collection of contrast or equivalent device to reduce the volume and size
ofair bubbles drawn into the syringe during filling, it is more difficult to remove the air bubbles
if you use smaller diameter tubes, such as catheter-over-needle, or a tube longer than 10
in.(25cm.)

5. Absorb contrast media into the syringe.

Expelling Air and Attaching the Connector Tube

After you fill the syringe, attach the pressure connecting tube, you must expel all air from the
syringe.

To do so:

1. Remove the filling device and expel air from the syringe.

Do not hit the syringe to remove air bubbles. Reverse the plunger 3 to 5 ml, then, if applicable,
rock the injector head on the pivot to dislodge the bubbles. Expel the remaining air.

2. If you are using a pressure connecting tube with an integrated check valve, attach the shorter
side ofthe Y (T) - tube to the contrast (syringe A) and the other side to the saline (Syringe B).
Do not reverse the piston plunger of Syringe after you have attached the tube.

3. Verify that the tubing is not kinked or obstructed.

4. If your injector does not have a manual knob, proceed to Step 5.Use the manual knob to
advance the syringe plunger to provide a slow flow of contrast media through the connector
tubing. An absence of flow is an obvious indication or air in the fluid path.

5. Prime the connector tubing and make certain that the air is expelled.

6. Verify that all the air has been expelled from the syringe and fluid path.

7. Tilt the injector head (or syringe interface module) dovm.

Reinstalling a Syringe

If you remove a syringe from the injector and then wish to reinstall it, perform the following
steps:

1. Insert the end of the syringe in the injector head.

2. Advance the piston until it is past the plunger feet and the piston and plunger interlock.

3. Install the syringe on the injector.

4. Proceed as normal by aspirating and dislodging any bubbles.
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Removing a Syringe
Todetach the syringe when the procedure has been completed, remove it from the injector head.

Discard all used components.

Shelf-life

3 years.

Warranty obligations

All questions regarding the medical device’s function and quality can be addressed to Russia
Authorized representative of manufacturer.

Utilization

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging are disposable and should be discarded after use.
Special requirement for Russia: In case of clinic, warehouse, etc. medical device is
utilized/destructed in accordance with medical waste circulation rules of SanPin 2.1.7.2790-10
dated 12.12.2010 «Sanitation and epidemiological requirements for medical waste circulation»

as class B

Operation and storage conditions

Temperature Atmosphere pressure Relative humidity
-18“C+50°C Standard atmospheric pressure RH<90%

Transportation conditions

Temperature Atmosphere pressure Relative humidity
-18“C +50“C Standard atmospheric pressure RH<90%

Data for technical service or repair

Not applicable
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Guaranteed by the manufacturer values of main parameters (features) of medical device

Each of sets 1-20 can be supplied with one ofthe following syringes (depending on the volume
indicated in the name of set)

Specifications of syringes are provided in the table below

Model Nominal  Weight, Syringe dimensions
Name volume. g+1 Total Length Inner Diameter  Seal
ml length. ofthe  diameter. ofthe tip. thickness
mm tip, mm mm mm mm
+2
+2 +2 +2 +2
100101 200 99.1 206 20 47.9 10.9 4
100102 200 92.0 207 20 47.1 n 4
100109 200 92.0 207 20 47.1 1 4
100104A 200 102 204 20 47.9 10.9 4
200101 200 89.5 215 67 47.1 10.9 4
200105A 200 89.5 215 67 47.1 10.9 4
300102 200 152.9 209 20 45.8 10.9 4
300HO4A 200 152.9 209 20 45.8 10.9 4
300105A 200 152.9 209 20 45.8 10.9 4
400104 200 100.7 199 20 46.9 10.9 4
400106 200 100.7 199 20 46.9 10.9 4
100104 200 92.0 207 20 47.1 1 4
100110 200 92.0 207 20 47.1 n 4
200107 200 89.5 215 67 47.1 10.9 4
400105 200 100.7 199 20 46.9 10.9 4
300105 100 91.2 207 20 32.0 10.9 4
200 152.9 209 20 45.8 10.9 4
400110 200 100.7 199 20 46.9 109 4
100106 200 87.0 188 28 47.0 10.9 4
100106 190 87.0 188 28 47.0 10.9 4
loom 200 87.0 188 28 47.0 10.9 4
loom 190 87.0 188 28 47.0 10.9 4
200102 150 80.5 215 70 47.7 10.9 4
200103 150 69.0 210 68 41 10.9 4
100103 125 72.5 163 28 48.0 10.9 4
300101 100 91.2 207 20 32.0 10.9 4
300103A 100 91.2 207 20 32.0 10.9 4
300107 100 91.2 207 20 32.0 10.9 4
65 47.3 185 20 26.9 10.9 4
100301 65 47.3 185 20 26.9 10.9 4
400303 65 40.0 178 23 64 10.9 4
65 47.3 185 20 26.9 10.9 4
100302 115 713 187 20 36.4 10.9 4
343300 50 48.0 178 10 39.54 10.9 4
343300 60 48.0 178 10 39.54 10.9 4
200301 60 42.0 183 1 25.6 10.9 4
300301 50 48.0 178 10 39.54 10.9 4
300301 60 48.0 178 10 39.54 10.9 4
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/100201 150 69.0 240 80 41 10.9 4
r 100205 150 107.5 235 70 40.7 10.9 4
200201 150 69.0 210 68 41 10.9 4
200204 150 87.2 233 68 40.7 145 4
300105B 100 91.2 207 20 32.0 10.9 4
100203 60 32.5 210 70 26.8 10.9 4
300103B 60 49.6 164 20 28.7 10.9 4
300104B 60 49.6 164 20 28.7 10.9 4

Syringes 100101,100103, 100109,100110, 100106, 100111, 100302 have Indicators of the
presence ofair bubbles.

Type  Length, mm 05  Weight, g 0.1 Diameter, mm, +0.5
female 18 0.5 9

male 14.5 0.5 C9.6

Length, mm 190+ 5

Weight, g 2.5+0.5

Inner diameter, mm ® 4.0+ 0N

Length, mm 56+ 0.5

Width, mm 285+ 0.5

Inner diameter, mm 3.2+ 0.2

Weight, g 3x0.5

Connecting tube specifications:

Each of sets is composed with the one of the following tubes

Ref# Length, Diameter, Pressure, mPa
cm mm

600101 150 <r3.35 2.4(350 psi)
600101 150 3.35 2.76(400 psi)
600101 150 3.35 4.2(600 psi)
600102 150 <r3.35 2.4(350 psi)
600104 150 (23.35 2.4(350 psi)
600105 150 <23.35 2.4(350 psi)
600105 150 3.35 2.76(400 psi)
600105 150 3.35 4.2(600 psi)
600106 150 (23.35 2.4(350 psi)
600109 100 <23.35 2.4(350 psi)
600112 150 (23.35 2.4(350 psi)
600133 5 23.35 2.4(350 psi)
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'‘pooiss
Il 0 1150
611001
611002
611004
611005
611006
611007
611008
611009
611010
611011
611012
611013
611014

622003
630050
630100
630250
631050
631100
680301
680302

680302
680303
680304
600165
700201
700202
700203
700204
700205
700206
HBRO025
HBRO030
HBRO050
HBRO75
HBRIOO
HBR120
HBR180
HBR200
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150
150
105
250
10
20
50
75
90
100
120
150
180
200
260
300
40

30
50
100
250
50
100
250
250

250
250
250
100
25
50
75
100
125
150
25
30
50
75
100
120
180
200

<rs3.35
C3.35
<r3.35
¢ 3.35
3.35
<3.35
3.35
<3.35
<3.35
<3.35
3.35
<3.35
X3.35
3.35
3.35
3.35
<3.35

<23.35
<24.0
4.0
4.0
<24.0
4.0
<23.35
<23.35

3.35
<3.35
23.35
3.65
4.2
4.2
<24.2
4.2
4.2
4.2
<3.65
<3.65
<X3.65
C3.65
<3.65
23.65
C 3.65
<23.65

2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)

2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)

2.76(400 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
4.2(600Psi)
4.2(600Psi)
4.2(600Psi)
4.2(600Psi)
4.2(600Psi)
4.2(600Psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3(1200 psi)



/100OmI syringe - 1item
/ -200ml syringe - 1 item

-connecting tube - 1item

' protective cap - 6 items

- tube for collection of contrast -1 item

- spike -1 item

4. high pressure sterile set for the introduction ~ Medtron AG
ofradiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:

- 200ml syringe - 2 items,

- connecting tube - 1item

- protective cap - 5 items

- system of connecting tubes -1 item

- protective cap for system of connecting tubes
-5 item

- tube for collection of contrast - 2 items

5. high pressure sterile set for the introduction ~ Imaxeon Pty Ltd
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:

- 190ml syringe - 1item

- connecting tube -1 item,

- protective cap - 4 items

- tube for collection of contrast -1 item

- spike -1 item

6. high pressure sterile set for the introduction ~ Imaxeon Pty Ltd
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:

- 190ml syringe - 2 item

- connecting tube - 1item,

- protective cap - 7 items

- tube for collection of contrast - 1 item

- spike - 2 item

7. high pressure sterile set for the introduction ~ Liebel-Flarsheim Company LLC
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:

- 150ml syringe - 1item

- connecting tube - 1item,

- protective cap - 4 items

- tube for collection of contrast - 1 item

- spike - litem

8. high pressure sterile set for the introduction ~ Bayer Medical Care Inc.
of radiopaque substances during angiographic

studies, computer, magnetic resonance imaging

in composition:

- 125ml syringe - 1item

- connecting tube - 1item.

- protective cap - 4 items
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yCtube for collection of contrast - 1 item
/ - litem )
9. high pressure sterile set for the introduction ~ 1¢moto Kyorindo Co.
ofradiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
-100ml syringe-1 item
- connecting tube -1 item,
- protective cap - 4 items
- tube for collection of contrast -1 item

10. high pressure sterile set for the introduction 'Némoto Kyorindo Co.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 100ml syringe - 2 item
- connecting tube - 1item,
- protective cap - 5 items
- tube for collection of contrast - 2 items ]
11. high pressure sterile set for the introduction BaYyer Medical Care Inc.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 65ml syringe - 2 items
- connecting tube - 1 item,
- protective cap - 7 items
c\V-p -9 items ]
12. high pressure sterile set for the introduction Bayer Medical Care Inc.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 65ml syringe - 1 item
- 115ml syringe - 1 item
- cormecting tube - 1item,
- protective cap - 7 items

Medtron AG

13. high pressure sterile set for the introduction Némoto Kyorindo Co.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 60ml syringe - 1 item
- connecting tube - 1 item,
- protective cap - 4 items
- tube for collection of contrast - 1 item
- 1item . )
14. high pressure sterile set for the introduction Liebel-Flarsheim Company LLC
of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 60ml syringe - 2 item
- connecting tube - 1item.
- protective cap - 7 items

Nemoto Kyorindo Co.
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- 2 item Nemoto Kyorindo Co.
lofradkjpaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition;
- 50ml syringe - 2 items
- connecting tube - 1 item
- protective cap - 7 items
_spiVp - 2 item Nemoto Kyorindo Co.
of radiopaque substances during angiographm
studies, computer, magnetic resonance imag ¢
in composition:
- 50ml syringe -1 item
- connecting tube -1 item,
- protective cap - 4 items
- soike -1 item

- Bayer Medical Care Inc.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imagi ¢ Medtron AG
in composition:

- 200ml syringe -1 item

- protective cap - 2 item

_soike -1 item .

- AMNOT tube forcollecUonofcontrasb”t?

Liebel-Flarsheim Company LLC

Bayer Medical Care Inc.
ofradiopaque substances during angiographic
studies, computer, magnetic resonance imag ¢
in composition:

-150ml syringe -1 item
- protective cap -1 item
- tube for collection of contmst -1 nejn

Liebel-Flarsheim Company LLC

Nemoto Kyorindo Co.
ofradiopaque substances during angiographic
studies, computer, magnetic resonance imaging
in composition:
- 100ml syringe - 1item
- protective cap - 2 item
- lube for collection of contrast - | item
- snike -1 item

Bayer Medical Care Inc.
of radiopaque substances during angiographic
studies, computer, magnetic resonance imagi ¢
in composition;

- 60ml syringe - 1item

- protective cap - 1item

- tube for collection of contrast - 1 item

- and/or spike - 1item

Nemoto Kyorindo Co.

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



Data on Kegistraiion cenmc

fManufacturer Registration Certificate

fBayer Medical Care Inc. RZN 2014/1499 from 10.07.2017,
RZN 2015/3472 from 29.12.2015,
FS X02004/441 from 21.05.2004

Imaxeon Pty Ltd FSZ 2012/12881 from 25.03.2017
Liebel-Flarsheim Company FSZ 2012/13277 from 27112012,
LLC MZ RF  2004/81 from 20.02.2004
Nemoto Kyorindo Co. RZN 2016/4368 from 04.07.2016,

FSZ 2008/02046 from 17.06.2008,
RZN 2016/4501 from 11.08.2016,
FSZ 2008/02193 from 15.07.2008

Medtron AG FSZ 2011/09221 oT 25.02.2011,
RZN 2014/1882 from 28.08.2014,
FSZ 2011/09220 from 25.02.2011

»vmDois on pacKage
SYMBOLS/
ABBIIEVIATIONS

A
Q)
LOT

STERILE |EO

NOT MACEWTHNATURAL L BEEERLATEX

C€
NON-TOXIC

NON-PYROGENIC
DO NOT USE IF PACKAGE

OPENED OR DAMAGED
STERILE
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DEFINITION

Attention

Do not reuse

Lot no

Sterilized with EO

Date of manufacture
Manufacturer

Expiry date

Not made with Natural Rubber Latex
Conformity to requirements of Directive EC

Non- toxic
Non- pyrogenic

Do not use if package is damaged

Sterile



'Manufacturing By:

eShenzhen Antmed Co.,Ltd. 10177 rbTA
Add: 18 Jinhui Ave., Pingshan New District, Shenzhen 518122, China

Tel- +86-755-86060992 Fox: +86-755-86060991
http;//www.antmed.com E-mail: info@antmed.com

Authorized representative in Russian Federation

“SibMK” LLC
Address of “SibMK” LLC and for claims acceptance:

Russia, 634062, Tomsk, Irkutskiy trakt., 114/1

Mo o | —
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iA-7-B200069947- 002

NEON Wi + & W
TvAntinuAtx (B

00468672

KoHcynbckuii otgen MoconbctBa Poccuiickoin ANpgepauyuun
B KHP yfocToBepsieT NOA/IMHHOCTb NpeacToswWwei nognucu
n neyatn KoHcynbckoro genaptameHta MU 4 KHP

PerncrtpaunoHHbIi HOMep
OEyix«xA

FonoBaHb M.B.
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[NepeBop KUTaNCKOro M aHrIMCKOro 5i3blKa Ha pyCCKI/IVI A3bIK

/WTpux-kog/
200069947-002 2/4 (5)
Poccna EDC 002
2020/04/29

CBNAOETEJIbCTBO

Kntanckmnm KOMUTET COAENCTBUSA Pa3BUTUIO BHELLIHEN
Toproenn (CCPIT)

KuTaiickuii KOMUTET COAECTBIA PasBUTIO BHELLIHEH TOpProenu senseTcs ManaToi MexayHapoaHoi Toproenn Kutas
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Kntacknin KommteT COAeNCTBMS pa3BUTUIO BHELWHEN TOProBamn

ManaTta mMesieayHapoaHoi Toproeam Kntas
/Wtamn: KnTaiicKnii KOMUTET COAENCTBISA Pa3BUTMIO
MeXayHapoaHoii Toprosin CCP1T/

CBUAETENLCTBO
/QR-koa/
Homep: 201100B0/020692
AHTM ™ LLUEHB)XXEHDb
A MPOCTaB/IEHHOW

Ha npunaraeMom JOKYMEHTE

34ecb 1 ganee
/®parmeHT neyarty; KUtaickuii KOMUTET COAENCTBMA Pa3BUTUIO
mesayHapogHow Toprosnu (CCPIT), yaocToBepeHve MO IMHHOCTH
crieumanbHasa neyarb /19 YA0CTOBEPEHNA KOMMEPYECKUX [JOKYMEHTOB/

ToS"(CCTm ‘COAENCTBUA Pa3BUTUIO MEXAYHaPOLHOM

YONocToBNeHN™ A MOAAMHHOCTY, CreumnanbHas nedars A
yAGCTOBEPEHUS KOMMEPYECKUX LOKYM

Kntamckmnii KommteT COAENCTBUSA PasBUTUIO
BHELLUHEN TOProsn

FTCCPT™ N«pneliCTBUSA PasBUTUIO MEXAYHaPOAHON
Toprosnm (CCPIT), ypocToBepeHue NOAINHHOCTU, crieupasibHas
TeyaTb A4/19 YAOCTOBEPEHNS KOMMEPYECKNX JOKYMEHTOB/

Mognuncb ynosHOMOYeHHOro nua: /nognuces/

NwolyinaHe
Hata: 10 anpena 2020 r.

Beb-cailT ans NpoBepKM YA0CTOBEPEHWS
A7 TIPOBEPKI YA P NoAnnHHoCTL: hltp:/A\vww.r ccDit.corn/vniidate himl
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VHCTPYKLUMSA Mo aKcnyaTaumm

HanmeHoBaHue MEANLUNHCKOIO n3aenna:

Ha6opbl BbICOKOTO aBNeHNs CTEPUIbHbIE AN BBEAEHUS PEHTTEHOKOHTPACTHbIX BELLECTB NpU
NPOBEAEHNMN aHTMorpaduUecknx NCCneaoBaHmNii, KOMNbIOTEPHOI, MarHMTOPEe30HAHCHO ToMorpadum
BapuaHTbl UCMONHEHUS:

1. Ha6op BbICOKOIO AiaBNeHNs CTEPUIbHbBIV /15 BBEEHNS PEHTTEHOKOHTPACTHbIX BELLECTB NPW

NnpoBeAeHNN aHrnorpaduyecknx NccnefoBaHmnii, KOMMNbIOTEPHON, MarHUTOPE30HAHCHOW ToOMOorpagum
B COCTaBe:

- Wnpuy 200 mn - 1wt

- COeAnHUTENbHAA MarucTpanb -1 wr.

- 3aLMTHbIA KONNAYoK - 4 WwT

- Tpy60ouKa A1 Habopa KOHTpacTa -1 wr.
- u/vam wmn - 1wt

2. Habop BbICOKOI0 faBNeHUs CTePUNbHbIN AN5 BBEAEHUA PEHTITEHOKOHTPACTHbLIX BELLeCTB Npu
NPOBEAEHUN aHTMOTrpauyecKnX nccnefoBaHunii, KOMMNbIOTEPHON, MarHMTOPE30HaHCHON TOMOrpagum
B COCTaBe:

- Wnpuy 200 ma- 2 wr.,

- CoeuHUTENbHAsA MmarncTpans - 1wt

- 3alWMTHbIA KONNAa4yoK - 6 nam 7 Wt

- Tpybouka Ans Habopa KoHTpacTa - 2 LWT.

-y wun - 1uam 2 Wt

3. Habop BbICOKOr0 faBneHns CTepUIbHbIA ANA BBEAEHUSA PEHTITEeHOKOHTPACTHbIX BELLECTB NpU
NpoBefeHUN aHrnorpaPuyecknx nccnesoBaHnin, KOMNbOTEPHOW, MAarHUTOPE30HAHCHOW TOMOrpagum
B COCTaBe:

- Wnpwny 100 mn - 1 wr.

- wnpuy 200 mn- 1 WwT.,

- COegMHUTEeNbHAA MarmcTpanb -1 Wt

- 3aLMTHBIA KONNAYoK - 6 WT

- Tpy6ouKa ans Habopa KoOHTpacTa -1 LWT.

-wun -1 Wt

4. Habop BbICOKOrO faBfieHNS CTEPUbHbIA AN BBEAEHUS PEHTTeHOKOHTPACTHbIX BELLECTB NpK
NPOBeLEHUN aHTMOTpanUYeCcKNX NCCnefoBaHnin, KOMNbIOTEPHOW, MAarHUTOPE30HAHCHO TOMOrpagum
B COCTaBe:

- Wnpwuy 200 mn - 2 Wr.

- coefjHUTeNbHaa maructpanb - 1 WwT

- 3alMTHBIA KONNAYyoK - 5 Wt

- CUCTEMA COeANHUTENbHbIX MarucTpanei ¢ KanenbHMLuaMuy ¢ Wunamy ¢ KnanaHamu - 1wt

- 34l MTHBIA KONNAYOoK ANA CUCTEMbl COEAUHUTENbHbIX MarncTpanei - 5wt

- Tpy60ouKa 419 Habopa KOHTpacTa -2 WwT

5. Habop BbICOKOr0 fjaB/ieHNs CTEPUNbHbIA ANS BBeEHNS PEHTTeHOKOHTPACTHbIX BELeCTB Npu

MPOBEAEHNMN aHTMorpauyecknx NCCnefoBaHNnii, KOMNbIOTEPHO, MarHUTOPE30HAHCHO ToOMOTrpadum
B COCTaBe:

- Wnpwuy 190 mAa - 1 wr.
- coegnHUTeNbHad MarmcTpans - 1 wr.
- 3alWMTHbIA KONNAYyoK - 4 Wt

- TpybouKa Ans Habopa KoOHTpacTa - 1 wT.
-wun - 1wt
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6. Habop BbICOKOro AaB/eHns1 CTEPUIbHbIN 151 BBEAEHUSI PEHTITEHOKOHTPACTHbIX BELLECTB MpK

NPOBEAEHNN aHTOrPANYECKIX UCCeA0BaHIA, KOMMbIOTEPHON, MarHUTOpPe30HaHCHO TOMOrpadvn
B COCTaBe:

- Winpurypet 190 mn- 2 wir

- COeANHUTENbHAaA MarucTpasb -1 T

- 3ALLUMTHbIA KOMAaYoK - 7 WT

- Tpy6ouKa Anst Habopa KoHTpacTa -1 LT
- wmn -2 wr

7. Habop BbICOKOrO faB/ieHNs CTEPUbHbIV 415 BBEAEHWUA PEHTTEHOKOHTPACTHbIX BELLECTB Mpu
NPOBEAEHNN aHTNOrpauyecKnx nccnefoBaHnin, KOMNbIOTEPHON, MarHUTOPE30HAHCHON ToMorpaguu
B COCTaBe:

- Wnpwuy 150 mn - 1wt

- COeAMHUTEeNbHaa MarucTpanb 1wt

- 3aWNTHbIA KONNAYoK - 4 Wt

- Tpy604Ka ans Habopa KOHTpacTa - 1 wT

-wunn - 1wt

8. Habop BbICOKOI0 fiaBneHnsa CTepUsbHbIA 415 BBELEHUSA PEHTITeHOKOHTPACTHbIX BeLecTB npu
NpoBefeHNN aHrnorpauyeckmnx NccnefoBaHnii, KOMNbLIOTEPHON, MAarHUTOPE30HAHCHOW TOMOrpagum
B COCTaBe:

- Wnpuy, 125 mn - 1wt

- COeiHNTENbHAA MarncTpans - 1wt

- 3alMTHbIA KOMMa4okK - 4 Wt

- Tpy6ouka Ans Habopa KoHTpacTa - 1 WwT

- wun - 1wt

9. Habop BbICOKOIO AaB/ieHNsA CTEPUbHBINA AN BBEAEHUS PEHTITEHOKOHTPACTHbIX BELWECTB Npu
NpoBeAEHNN aHTMOrpauuyecKnx nccnegoBaHmnii, KOMNbIOTEPHON, MAarHUTOPE30HAHCHOW ToOMOorpadun
B COCTaBe:

- Wnpwuy 100 M -1 wr

- COeflMHUTENbHAA MarncTpanb - 1wt

- 3alMTHbIA KOMMayokK - 4 Wt

- Tpybouka gnd Habopa KoHTpacTa -1 WwT

-u/van wnn -1 WwTt

10. Ha6op BbICOKOrO faBneHnsa CTepUIbHbIA 415 BBELEHUSA PEHTITeHOKOHTPACTHbIX BELLECTB Npu
NpoBefeHNN aHrnorpauyecknx nccnefoBaHninm, KOMNbIOTEPHON, MarHUTOPe30HAHCHOW ToMorpaguu
B COCTaBe:

- Wnpwuybl 100 mA - 2 WwT.,

- COeAnHUTeNbHAA MarucTpans - 1 wrT.

- 3aLWMTHBIA KONNAYokK - 5 Wt

- TpybouKa gna Habopa KoHTpacTa - 2 WT.

11. Ha6op BbICOKOTO AaBNEHUS CTEPUNbHBINA AN BBEAEHUS PEHTTEHOKOHTPACTHbIX BELLECTB Npu

MpoBefeHNn aHrnorpaduyecknx UccnefoBaHnii, KOMNbIOTEPHO, MarHUTOPE30HAHCHO TOMOTpagun
B COCTaBe:

- Wnpuybl 65 Mn- 2 Wt

- COejMHUTeNbHAA MarncTpanb - 1wt
- 3aLWMTHBIA KONNAYoK -7 WT

- wun - 2 Wt
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B COCTaBe:

- Wnpuy 65 mn - 1wt

- wnpuy, 115 mn -1 wrt

- coeAuHUTEeNbHaA Mmaructpans -1 Wt
- 3alWMTHbIA KONMa4oK - 7 WT

-wun -2 Wt

BcocTase:

- Wnpuy 60 mn -1 wr.

- CoeAuHNTEeNbHAA MarmcTpans - 1wt

- 3aLMTHbIA KOMMa4vokK - 4 Wt

- Tpy60UKa Ans Habopa KOHTpacTa -1 WwT
-wun -1 wr.

B COCTaBe:

- Wnpuybl 60 mn - 2 wr.

- coefjMHUTeNbHaa maructpanb -1 wT
- 3alMTHBIA KONMAYyoK - 7 Wt

- wun -2 Wwr.

B COCTaBe:

- Wnpuubl 50 M - 2 wr.

- COeANHNTENbHAA marncTpans - 1wt
- 3alMTHbIA KONMAYoK - 7 WT

- Wwunn - 2 wWr.

B COCTaBe:

- Wnpwuy 50 mn -1 wr.

- COeAMHNTENbHAA MarmcTpanb -1 Wt
- 3aLUMTHbIA KONMa4vyokK - 4 wT

- wun -1 wr.

B COCTaBe:

- Wnpuy 200 ma -1 wr

- 3alMTHBIA KONNAYoK - 2 WT.

-wun - 1wt .

. u/vnmn Tpybouka ana Habopa KoHTpacTa - 1w

B COCTaBe:
-Wnpuy 150m0 -1 wr
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AWATHBIA KONNayoK - 1wT.
Tpybouka ans Habopa KoHTpacTa - 1T

19. Ha6op BbICOKOT0 AaB/EHUS CTEPUbHbII N5 BBEAEHUS PEHTIEHOKOHTPACTHbIX BELLECTB MpU

NPoBeAEeHNN aHTMOTPatIMUYeCKNX NCCNef0BaHMIA, KOMMbIOTEPHON, MarHUTOPE30HAHCHOI ToMOrpaguy
B COCTaBe:

- Wnpuy 100 ma - 1wt

- 3aLMTHBIA KONNAYoK - 2 WT.

- Tpybouka na Habopa KoHTpacTa - 1wr.
-wun - 1wt

20. Habop BbICOKOIO faBneHNst CTEPUSIbHbLIA 415 BBEAEHUA PEHTTeHOKOHTPACTHbIX BELLecTB npu
NPoBeAEeHUN aHTMorpamnyecKnX NCCnefoBaHnii, KOMNbIOTEPHOW, MarHUTOPE30HAHCHO ToMorpagun
B COCTaBe:

- Wnpuy 60 ma -1 Wt

- 3alWMTHbIA KONNA4oK - 2 WT.

- Tpy60ouKa ans Habopa KoHTpacTa - 1wt

- /v wnn -1 wrt

BeeaeHune: O3HaKOMbTECh C MH(hOpMaLMeil, coaepKalleincs B aTom pasgene. MoHMMaHne 3ToM
MHOpMaL MM NOMOXET BaM UCMO/b30BaTh M3genme 6esonacHbIM 06pasom.

BaxHada namMATKa no 6e30ﬂaCHOMy ncnonb3oBaHUO: M3genne npegHasHayeHo Ana UCMNob30BaHUA
amgamun, AMeOLWNMIN COOTBETCTBYHOLYH NMOATOTOBKY M OMNbIT B ANarHOCTUYECKNX NCCefoBaHUAX.

Ha3HaueHne: Habopbl BLICOKOTO aBNeHUS CTEPU/bHbIE AN15 BBEAEHUS PEHTTEHOKOHTPACTHbIX
BELLECTB NPW NPOBELEHUMN aHTMOTPaPUUECKNX NCCNEA0BaHWNIA, KOMNbIOTEPHON, MarHUTOPE30HAHCHOIA
TOMOrpadmm npefHasHaueHbl A1 BBEAEHNS PEHTTEHOKOHTPACTHbIX BELLECTB NPW NPOBEAEHUN
aHrmorpagmyecknx uccnefoBaHuii, KOMNbIOTEPHOI, MarHUTOPE30HAHCHOW ToMOrpadmnu.

MokasaHus: MN3genus nokasaHbl AN MCMONb30BaHMS ANS [OCTaBKM KOHTPACTHbIX BeLLECTB. ITU
Habopbl NpefHa3HaYeHbl 415 0fHOPA30BOr0 MCMO/b30BAHUSA C MHXEKTOPHbIMU CUCTEMAMM.

MpoTmMBONOKasaHua: M3genns He npegHasHayeHbl ANS MHOrOpa3oBOro0 MCMONb30BaHWUS, BBEAEHUS
npenapaTa, XUMUoTepanuum unuM nN6GOro APYroro MCrosb3oBaHWUA, AN KOTOPOro 3T M3fenns He
npefHa3HaueHbl.

MpegynpexxaeHnsa:

* Bo3gywHaa am6011a MOXET MPUBECTM K CMEPTW WU CEPbE3HO TPaBMUPOBATbL MauueHTa. He
NMPOU3BOAMTE MHBLEKLMIO [O TexX Mop, NoKa BeCb BO3AYX He OblN BbiNyLEH W3 LWnpuua uim
TPpy6kn. BHMMaTeNbHO 03HAKOMbTEChb C MHCTPYKLUMed no 3abopy BeliecTsBa, 4TOObI M36exaTb
BO3AYLUHON amMbBonnK.

» T[loBTOpPHOE MCMONb30BaHWE OLHOPA30BbIX MNPeAMeTOB W HecObGNO[eHVWe MeTofa acenTuKu
MOXET MPUBECTU K 3apaxKeHuto.

* B cnyuae, ecnu nopleHs yaaneH u3 wnpuua. He yaansiiTe noplieHb 414 3an0/IHEHUS WwWnpuua

« Ecnum B Wwnpuuax XpaHUNW KOHTPAcTHOE BeLeCTBO, MOXET BO3HUKHYTb 6akTepuanbHoe
3apaxeHue. Mcnonb3yilTe  3anofiHEHHble  LWINPULUbI  He3ame4/uTenbHo. He  xpaHuTe
3anoJiHeHHbIe LWNpuLbl Ans nocfefymLLero MCMOJIb30BaHUSA. YTunusnpyiite
HEeNCnonbL30BaHHbIe 3aM0/IHEHHbIE LWNPULLbI.

e [aumeHT wuam nonb3oBaTeflb MOryT MONYYUTb TpaBMY, eciiv ynakoBKa Oblna noBpexzeHa.
BHMMaTeNbHO OCMaTpuBainTe yNnakoBKY W ee COAepXMMOe nepes KaXKabiM UCMOMb30BaHNEM.

o [laumeHT MOXeT NOMYyUYMTb TPaBMy, eCu LWNpUL, 6bIn HENPaBUIbHO COeANHeH. He 3anonHanTe
W He BBOAWTE MHBEKLUUIO A0 TexX Nnop, noka He ybefnTechb B NPaBUIbHOM COELVHEHUN LUMPULA.
Y6eantecb, 4YTO MeTKM Ha LWNPULE W TONOBKE WHXEKTOpa COBMELLeHbl, a TMOpLIeHb

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



3a6/10KMPOBaH. HenpaBUNbHOE COEAMHEHWE MOXET BbI3BaTb BO3AYLIHYH 3MGOMUIO UMK
HEAO0CTaTOYHYIO Mojavy.

Mepbl NPefoCTOPOXHOCTH:

* HenpaBunbHaa ycTaHOBKa MOXET MPUBECTU K MOBPEXAEHWNIO KOMMOHEHTOB.
Y6e,u,|/|Ter, YTO BCe COEAMHEHMA MPaBUNLHO CLUEMNAEHbl U He MepeTAaAHYTbl. 3TO MOMOXeT
MUHUMN3NPOBaATb PUCK pacCoegunHeHNA N NOBpeXAEHNA KOMIMOHEHTOB.

e [N panbHellnMX yKasaHMii 06paTWTecb K PYKOBOACTBY MO 3KCM/yaTaLUu WMHXEKTOPHOIA
CUCTEMBI.

YcTaHoBKa wWnpuua:

1) Y6eauTechb, 4TO NOpPLLUEHb HA FOIOBKE MHXXEKTOPA NMONHOCTbIO BTAHYT.

2) W3BNeKMTe HOBbIA WNPUL, M3 YNAKOBKM W BCTaBbTe B HEFO FO/IOBKY MHXXEKTOpPa, Y6eaMBLINCD,
4TO 3a)MKCUPOBAHHbIE KPbIJIbSi HA OCHOBaHWM LUMPULLA U OTBEPCTUSA Ha MHTepdeiice Wwnpuya
COBMELLEeHbl N0 O4HOW NUHUN.

3) YcTaHOBWTE LWIMNPWL, 1 BbIPOBHANTE €ro U KPeneXHyt NAUTY No cneyuanbHbIM 0TMETKaM.

3anonHeHuve winpuua:

BHUMAHWE: OguH 1 TOT >Xe 4enoBeK LO/KEH 3amnofHUTL U NOATOTOBUTL UHXeKTop. Ecnn Bam
Heo6X04MMO CMEHUTb MOMb30BaTENs MHXEKTopa, ybeauTecb, YTO BTOPO MONb30BaTeNb NPOBEPUT,
YTO LUMPUL, 3aM0/HEH NPaBUILHO N BO3AYX U3 HETO yaaseH.

1) MogHUMKTE rONIOBKY MHXeKTOopa (Man MOAYb NHTepenca Wwnpuua).

2) YcTaHOBWUTe NOpLUEHb B KpaliHee nepejHee NOMOXeHNE.

3) CHuUMMTEe 3aWUTHbIA KOMNAYOK C JIy3pOBCKOr0 HaKOHEYHMKa wWwnpuua u npukpenuTe
CTEPUNIbHOE HANOMHUTENIbHOE YCTPOMCTBO K HaKOHEYHMKY wnpuuya. Tpyboyka ans Habopa
KOHTpacTa, Wwunm.

4) 3anonHuTe WNPUL, KOHTPACTHbIM BeLLeCTBOM C MOMOLbIO TPYOOUKM AN Habopa KOHTpacTa:

a. Tpybouka p[na Habopa KOHTpacTa - MNOAHUMANTe OYTbIIKY C KOHTPaCTHbIM
BELLeCTBOM, NoKa Tpybouka A1 Habopa KOHTpacTa He OyAeT MOSIHOCTbIO BCTaB/EHa.
KoHel, Tpy60oukn ans Habopa KOHTpacTa A0/HKEH HaX04MTbCsA PALOM Ha AHe OYTbINKKM C
KOHTPaCTHbIM BELLECTBOM. Tpybouka Takxe WUCMNONb3yeTcs A1 c6opa W3/IMLIKOB
KOHTpacTa
b. Wwun - noarotoBbTe OYTbIIKY WAW MNaKeT C KOHTPACTHbIM W/UAN NPOMbIBOYHbLIM
pactBopoM. [MpoTankmBainTe uray B OYTbINKY WMAM MNaKeT, NOKa LWWMN He BONAET B
OYTbI/IKY C KOHTPaCTHbIM BELLECTBOM.
BHUMAHWME: Ncnonb3yiite Tpy60uKy Ans Habopa KOHTpacTa WUAW aHanorn4yHoe yCTPOMCTBO Ans
TOro, YTo6bl CHU3UTL 06BEM W pa3Mep Ny3blpbKOB BO34yXa B LUNPULE BO BPeMs €ro 3anosiHEHUS.
Ypanate ny3bipbKu BO3AYyXa elle TAXKesiee, eciv Bbl UCMOJMIb3yeTe TPYOKN MEHbLLEro uameTpa, Takue
Kak, KateTep-Haa-urnon unu Tpyoky ganHHee 10 groimos (25 cm.)
5) 3anofiHUTe WNPUL, KOHTPACTHbLIM BELLECTBOM

YpaaneHuve Bo3gyxa U npukKpenaeHne COeAUHUTENbHOW MarncTpanu:
lMocne TOro, Kak Bbl HAMOJIHUAW LIMPWUL, NMPUKPENUTE K HEMY COEAVHUTENbHYIO MarucTpanb. Bol
[O/KHbBI YAaNUTb BECb BO34YX U3 Wnpuua. [na aToro:
1. Ypanute Tpy60ouky Ans Habopa KOHTpacTa 1 n3basbTeCb OT BO3fyXa B LUMPULLe.
He cTyunTe no wnpuyy, 4To6bl y4anuTb Ny3bipbKy Bo3gyXa. [TpOTONKHUTE NOpLUEHb Ha 3-5
M1 1 06paTHO, 3aTEM, eC/i 3TO NPUMEHMUMO, YTO6bI N36aBUTLCA OT NY3bIPbKOB BO3AYyXa.
Ypanute ocTaBLUNIACS BO3AYX.
2. Ecnu Bbl ncnonb3yeTte COEAVHUTENbHYIO MarucTpassb CO BCTPOEHHbIM KnanaHoM,
NoACOeAMHUTE KOPOTKY CTOPOHY TPpy6KKM Y (T) K KOHTpacTy (wnpuy A), a APYryr CTOPOHY
K hnamonornyeckomy pacteopy (wnpui B). He HaxXxumaiiTe Ha NOpLIEHb WNpKLa nocne Toro,
KaK Bbl MOACOEAUHUAN MarncTpab.
3. Yb6eauTechb, UTO MarmcTpanb He CKpyyeHa.
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4. Ecnn Ha Ballem MHXXeKTOpe 0TCYTCTBYeT KHOMKa NOPLLUHSA, NepeiianTe K NyHKTY 5.
Mcnonb3yiiTe KHOMNKY MOPLUHS, YTO6bI NPOABMHYTL NOPLUEHb WNPULLA AN 06ecneyeHns
V MeZA/IeHHOro NOTOKa KOHTPACTHOrO BeLLecTBa No COeANHNTENbHOW MarucTpann. OTcyTCTBUE
ABUXXEHUS pacTBOPa ABNSAETCS OYEBUAHBLIM MPU3HAKOM HanMuus BO3ayxa Ha NyTu XKUAKOCTH.
3anpaBbTe COEAVHUTENbHYI MarucTpanb U y6eamTech, YTo BO3AYX YAaneH.
Y6efnTech, UTO BECb BO3AYX YAaNeH U3 WNpULa U NyTH XUAKOCTU.
7 HaknoHuTe ronoBKy vHekTopa BHW3 (MNK MOAY/b MHTepGelica Wnpuya).

o o

MepeycTaHoBKa WNpuua:

Ecnu Bbl CHANW WNPUL C MHXEKTOPA, a 3aTeM PELLW/IN CHOBA ero YCTaHOBUTb, Creayiite
cnefytoUWmnm yKazaHUAaM:
1. YcTaHOBMTe KOHeLl, WnpuLia B rooBKY MHXEKTOopa.

2. TpopgBuraiiTe noplieHb 40 TeX NOP, NOKa OH HEe MPOMAET MUMO HOXEK MYHXepa, a
MOpLLEHb U NAYHXEP He 3a6M10KMpYOTCS.

3. YCcTaHOBUTE LWINPUL, Ha MHXEKTOP.

4,

[elicTBYiiTe Kak 06bIYHO, MYTEM acnupaLuu 1 yaaneHus ny3bipbKoB.

Y paaneHue wnpuua:
YTO6bl OTCOEANHUTD LUMPUL, NOCNe 3aBEPLUEHMS NpoLeAypPbl, CHAMUTE ero C FONOBKM UHXEK P .
YTunusnpyiite BCe NCNONb3YeMble KOMMOHEHTBI.

Cpok rogHocTu
3 ropa

FapaHTuWiiHble 06s13aTeNbCTBA

Ha Tepputopumn Poccuitickoin ®efepaymm ana nonyvyeHUs MHGopMaLmm o rapaHTUAHbIX
0653aTenbCcTBaX obpallaiTecb K YNOAHOMOYEHHOMY NpPeACTaBUTENO NPOU3BOAUTENS.

YTunusauus

Habopbl BbICOKOTO faB/eHUsA CTepu/ibHble A1 BBeAeHNSA PEHTIeHOKOHTPACTHBIX BELLECTB Npu
NpoBeAeHNN aHrnorpauuecknx nccnefoBaHnii, KOMNbIOTEPHOW, MarHUTOPE30HaHCHOW TOMOrpagum
npegHasHauveHbl 415 04HOPA30BOr0 UCMOJIb30BAHNUA U AO/HKHbI ObITb YTUIN3NPOBAHLI MOC/E KaXKA0ro

”'""cneBaanbHoe TpeboBaHue ana Poccuiickoii depepaunn; M3genve pekoMeHayeTcs yTUAN3MPOBaThb
B COOTBETCTBUM C NpaBunamu, yteepxaeHHbiMu “CanlunH 2.1.7,2790-10 (CaHuTapHo-
annaeMunonornyeckne TpeboBaHma K obpaleHnto ¢ MeAULMHCKMMN 0TX04aMK) 415 Knacca «b»
(3NMAemMmnMonornyeckmn onacHble 0TXonbl).

YC/IOBUSi XpaHEHUN 1
TemnepaTypa OTHOCKUTeNbHAs BNaXHOCTb ATMOC(EPHOE AaB/eHNe

YCcnoBua TPaHCNOPTUPOBKM
Ha6opbl BbICOKOTO [AaBNE€HUS CTePUNbHbIE AN BBEAEHWUS PEHTFEeHOKOHTPACTHbLIX BELIECTB MNpU
NPOBeAEHNN aHTnorpaduyecknx nccnenoBaHnii, KOMMNbOTEPHOWR, MarHUTOPE30HAHCHOW TOMOrpady
TPaHCMOPTMPYHOTCSA BCEMM BUAAMM TpaHCMNOpPTa B COOTBETCTBUM C MpaBMiamiy TPAHCMOPTUPOBAHUS,
AeCTBYOWMMY ANS AaHHOTO BMAa TpaHcnopTa

Temnepatypa OTHOCUTeNbHAs BNaXHOCTb ATMOC(EPHOE AaBneHve
IST +50“C <90% HAL

[aHHble ANa TeEXHUYECKOro 06CNy)XMBaHUA NN PEMOHTA
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B KaX/bl 13 Ha6opoB Nel- No20 MOXeT BXOAUTb Of4MH U3 CNefyroWwmX WNpuLoB (B 3aBUCUMOCTM
0T 06beMa, yKaszaHHOro B HaMMeHOBaHUK Habopa).

MapamMeTpbl WNPULOB

Kat.Ne HomuH Bec, r Pasmepbl
anbHbin 0.5  [nunHa, NnnHa BHyTpeHHUIA  OunameTp TonwmnHa
06bem, MM, £2 o oneyn  AVNAMETP, MM,  HAaKOHEY  yMIOTHAILEro
M Ka, MM, +2 HUKa, KO/bLa, MM, £2
+2 MM, +2
100101 200 99.1 206 20 47.9 10.9 4
100102 200 92.0 207 20 47.1 1 4
100109 200 92.0 207 20 47.1 u 4
100104A 200 102 204 20 47.9 10.9 4
200101 200 89.5 215 67 47.1 10.9 4
200105A 200 89.5 215 67 47.1 10.9 4
300102 200 152.9 209 20 45.8 10.9 4
300104A 200 152.9 209 20 45.8 10.9 4
300105A 200 152.9 209 20 45.8 10.9 4
400104 200 100.7 199 20 46.9 10.9 4
400106 200 100.7 199 20 46.9 10.9 4
100104 200 92.0 207 20 47.1 u 4
100110 200 92.0 207 20 47.1 1u 4
200107 200 89.5 215 67 47.1 10.9 4
400105 200 100.7 199 20 46.9 10.9 4
300105 100 91.2 207 20 32.0 10.9 4
200 152.9 209 20 45.8 10.9 4
400110 200 100.7 199 20 46.9 10.9 4
100106 200 87.0 188 28 47.0 10.9 4
100106 190 87.0 188 28 47.0 10.9 4
100111 200 87.0 188 28 47.0 10.9 4
100111 190 87.0 188 28 47.0 10.9 4
200102 150 80.5 215 70 47.7 10.9 4
200103 150 69.0 210 68 41 10.9 4
100103 125 72.5 163 28 48.0 10.9 4
300101 100 91.2 207 20 32.0 10.9 4
300103A 100 91.2 207 20 32.0 10.9 4
300107 100 91.2 207 20 32.0 10.9 4
65 47.3 185 20 26.9 10.9 4
100301 65 47.3 185 20 26.9 10.9 4
400303 65 40.0 178 23 64 10.9 4
65 47.3 185 20 26.9 10.9 4
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y ..PNOOB 10010U00103, 10010940010, 100106, 100111, 100302 ecxXb UHAUKATOPLI HAINYNSA
Ny3blpPbKOB BO3/yXa.

MapameTpbl TAWMTHOIO Ko/nayvka npeacTtas/ieHbl B Ta6nmu,e HXe

T Onvna, mm, Bec, 1, 0.1 AvameTp, mm,
o 05 +0.5
C BHYTpEHHEl 18 10.5 9
pe3b6oit )
" 93 A
C BHelHel 03
np-"Kboi

MapameTpbl TPYOOUKM 4151 Habopa KoHTpacTa npeacTaB/ieHbI

1905
BHyTp. 4.0+0.1
ANaMeTp, MM
5605 e ]
28.5+0.5
RU\?TN TLUSMETO. MM 3.240.2
Bec. r "£0.5

[MapameTpbl COEAUHUTENBHBIX MarMCTpaHEVIZ

B KadKblli ,,3 HA60PoB A M- M 0 K e T BXOAMTb OfjHA M3 CNefyK>W.MX MarueTpanien
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600105
600105
600106

600109
600112
600133
600150
600153
600155
601150
611001
611002
611004
611005
611006
611007
611008
611009
611010
611011
611012
611013
611014
622003
630050
630100
630250
631050
631100
680301
680302
680302
680303
680304
600165
700201
700202
700203
700204
700205
700206
HBRO025
HBRO030
HBRO50
HBRO75
HBRIOO
HBR120

150
50
150

100
150

150
150
105
250
10
20
50
75
90
100
120
150
180
200
260
300
40
30
50
100
250
50
100
250
250

250
250

250
100
25
50
75
100
125
150
25
30
50
75
100
120

3,35
.35
$3.35
®3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
$3.35
®3.35
$3.35
$3.35
$3.35
$4.0
®4.0
®4.0
$4.0
®4.0
$3.35
$3.35
3.35
$3.35
$3.35
3.65
®4.2
®4.2
$4.2
4.2
®4.2
$4.2
$3.65
$3.65
$3.65
®3.65
$3.65
$3.65
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2.76(400 psi)
~1.2(600 psi')
2>.4(350 psi)
>.4(350 psi)
N4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
2.76(400 psi)
2.4(350 psi)
2.4(350 psi)
2.4(350 psi)
4.2(600Psi)
4.2(600Psi)
4,2(600Psi)
4.2(600Psi)
4.2(600Psi)
4.2(600Psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)
8.3 (1200 psi)



ABR180 180 ®3.65 8.3 (1200 psi)
HBR200 200 ®3.65 8.3 (1200 psi)
FD16250 25 ®4.0 2.4(350 psi)

Hannuune NpoTMBOBO3BPATHLIX KNanaHOB Ha MarncTpanax:

1 knanaH; 611001-611014, 600102, 600106, 622003, 631050, 631100, 680301,680304, FD16250
2 knanaHa 600104, 600133, 680302, 600150, 601150
4 knanaHa 800101,804100

MepeyeHb NPUMEHSIEMbIX CTaHAapPTOB

ISO 13485 N3penus meguuuHckne. CUCTEMbI MEHEMKMEHTA KauyecTBa. 1peooBaHUs A
Lenen perynmposBaHus e

ISO 14971 N3penua meanumHcKue. MpuMeHeHWe MeHe[)KMeHTa pUcka K MeAULUHCKUM
n3nenmnsam

ISO 11607-1 Y MaKoBKa A5 MEAULMHCKNX U3AENNiA, MOANEXALWNX PUHULLHOW CTEpUNN3aLmm.

YacTb 1. Tpe6oBaHWs K MaTepuanam, 6apbepHbIM CUCTEMaM NS CTePUIM3aLum
1 YNaKOBOYHbIM CUCTEMAM

ISO 11607-2 Y NakoBka Ans MeAULMHCKNX U3AeNUIA, NOANEXALLUX (DUHULLHOW CTEPUU3aLUL.
YacTb 2. Tpe6oBaHna K BanvjaLmm npoLeccos (OpMMpoBaHus, repMeTmsauum v
cbopknu

ISO 15223-1 VI3genns wmepuumHckue. CUMBOMbI, NPUMEHsieMble MpW  MapKUMpoBaHWM Ha
MEeANLMNHCKUX W3[eNnnsax, 3TUKeTKax W B COMPOBOAWUTENIbHOW [OKYMeHTauuu.
YacTb 1. OCHOBHble TpeboBaHMA

ISO 7886-1 L npuubl MHBHEKUMOHHbIE OAHOKPATHOrO MNPUMEHEHUSA CTepusibHble. YacTb 1.
W npuyw 418 PYYHOrO UCMONb30BAHNA

ISO 7886-2 L npMubl MHBEKLMOHHbIE OLHOKPATHOrO MNMPUMEHEHUSA CTepusibHble. YacTb 2.
L npuubl 4NA MUCNONb30BaHWA C aBTOMATMYECKUMW Hacocamu WHQY3UOHHbIMM
LNPULLEBLIMU

CBefleHNs 0 B3aMMOAENCTBUN C APYTMIN MEAULMHCKUMMW U3LENNAMN
Hannpbl N1 - INJAJcoBMECTUMbI CU CACAYNUANTY

w

Ha6op 1COBMeCTl/IMaFI
NHXXEKTOpPHas cmuctema
(npown3BoanTeNb)

1. Ha6op BbLICOKOTO [aBNeHUs CTepunbHbIii Ans BeegeHus Bayer Medical Care Inc.

PEHTreHOKOHTPACTHbIX Bewects  npu NPOBEAEHUM | maxeon Pty Lid

aHruorpadmuecknx “ccnefoBaHuii, KOMMbIOTEPHOW, _

MarHUTOPE30HAHCHO ToMOrpaun B COCTaBe: Liebel-Flarsheim

- Wnpuy 200 ma - 1T

- coefjMHUTeNbHaa Maructpanb - 1 WT. )
- 3alNTHbIV KONMAYOK - 4 WT Nemoto Kyorindo Co.
- Tpy60uUKa 414 Habopa KOHTpacTa - 1 wr.
-u/vam wnn - 1wt

Company LLC

Medtron AG
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2. Habop BbICOKOrO [aBfeHus CTepunbHbIli Ans  BeegeHus Bayer Medical Care Inc.

PEHTIeHOKOHTPACTHbIX BeWeCTE  npu NPOBEACHMM 111 o eon Py Ltd
aHrnorpahuyeckmnx nccnefoBanuii, KOMMbIOTEPHOIA,
MarHMTOPe30HaHCHON ToMOrpadun B COCTaBe: Liebel-Flarsheim

- Wnpwuy 200 mn- 2 wr.,

- coeMHNTEeNbHAA MarmcTpanb - 1wt
- 3alMTHbIA KONNAYoK - 6 UAn 7 W Nemoto Kyorindo Co.
- Tpy60uKa 414 Habopa KOHTpacTa - 2 WrT.
-u/van wnn -1 man 2 Wt

Company LLC
Medtron AG

3. Habop BLICOKOrO [faBneHus cTepunbHblii ana  seegeHns Nemoto Kyorindo Co.
PEHTIFEHOKOHTPACTHbIX BellecTB npu npoBeaeHUn

aHruorpapuyeckmx nccnegoBaHni, KOMMNbIOTEPHOW,

MarHMTOpe30HaHCHOW ToMorpaguu B cocTase:

- Wnpwuy 100 ma -1 wr.

- wnpuy, 200 ma- 1 wT.,

- COeAMHUTENbHAsA MarmcTpanb -1 Wt

- 3aLMTHbIA KONNAYoK - 6 WT

- Tpybouka gna Habopa KoHTpacTa - 1 wT.

- wun -1 W

4. Habop BbLICOKOrO [aBNeHWs CTepunbHbli ans Beegenns Medtron AG
PEHTreHOKOHTPACTHbIX BELLEeCTB npu npoBefeHnn
aHruorpapuyeckmnx nccnefoBaHui, KOMMbIOTEPHOIA,

MarHMTOpPe30HaHCHOM TOMOrpaguu B COCTaBe:
- Wnpwuy 200 mA - 2 wr.
- CoefMHUTeNbHaa MarucTpanb - 1 Wt
- 3alMTHbIA KOMMa4yokK - 5wt
- CuUCTeMa COefMHUTENbHLIX MarucTpaneid c KanefbHUUamMu ¢
Wwmnamy ¢ knanaHamm -1 wTt

3alWMTHBLIA  KOANA4YoK AN CUCTEMbl  COEAUMHUTENbHbIX
marucrpanen - 5 wr
- Tpyboyka ansa Habopa KOHTpacTa -2 Wt
5. Ha6op BbICOKOrO [aBneHUs CTepUnbHbIA A0 BBegeHns |maxeon Pty Ltd
PEHTITEeHOKOHTPACTHbIX BELLECTB npu npoBeAeHUN
aHrnorpaguyeckmx nccnefoBaHuii, KOMMNbHOTEPHOM,
MarHMTOPe30HAHCHOW ToMorpagum B cocTaBe:
- Wnpuy 190 ma -1 wr.
- COefMHUTeNbHAaa MarncTpanb - 1 wr.
- 3alWMTHBIA KONNAYoK - 4 Wt
- Tpy60ouKa And Habopa KoHTpacTa - 1 wr.

-wun - 1wt

6. Habop BbLICOKOrO [aBneHUs CTepUMbHbI Ana BeefeHns |maxeon Pty Ltd
PEHTreHOKOHTPACTHbIX BeLeCTB npu npoBeaeHUN
aHrmorpapuueckmnx nccnefoBaHuim, KOMMbIOTEPHOIA,

MarHMUTOpPe30HaHCHON ToMOrpagum B cocTase:
- Wnpuubl 190 ma- 2 wt

- coeguHUTEeNbHAA MarmcTpans - 1wt

- 3alMTHbIN KOMMAa4YyoK - 7 Wt

- Tpybouka Ang Habopa KoHTpacTa -1 wT

- wwun -2 Wt

7. Habop BbICOKOrO [AaBfeHWsi CTepunbHbli ans  BeegeHus Liebel-Flarsheim
PEHTTEHOKOHTPACTHbIX BeLeCTs  npu MPOBEACHMA o any LLC
aHrnorpahunyeckmnx nccnefoBaHuii, KOMMbIOTEPHOI

MarHUTOpPe30HaHCHOV ToMorpadun B cocTaBe:

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



- Wnpuy 150 mn -1 wrt

- coefMHUTeNbHAaa marmcTpans 1wt

- 3aLWMTHbIA KONNa4vokK -4 Wt

- Tpybouka gns Habopa KoHTpacTa- 1T

-wun - 1wt

8. Habop BbLICOKOTO [aBfeHUA CTepunbHbIA [Ana  BBefjeHua Bayer Medical Care Inc.
PEHTreHOKOHTPACTHbIX BELLECTB npu npoBegeHUn

aHruorpapuyeckmnx nccnegoBaHuii» KOMMNbIOTEPHOIA.

MarHMTOpPe30HaHCHON Tomorpagun B COCTaBe:
- Wnpuy 125 mn - 1wt

- coefjMHUTeNbHaa MarucTpanb - 1 Wt

- 3alMTHbIA KONNAYyokK - 3 Wt

- Tpy604Ka ans Habopa KoHTpacTa -1 wT

-wun -1 wr

9. Habop BbLICOKOTO [aBfeHus cTepunbHblil  Ans  BeegeHns Nemoto Kyorindo Co.
PEHTreHOKOHTPACTHbIX BELLECTB npwu npoBeAeHNN

aHruorpapuyeckmnx nccnefoBaHui, KOMMNbIOTEPHOIA.

MarHUTOpe30HaHCHON ToMorpagum B COCTaBe:

- Wnpuy 100 mn - 1wt

- CoefjMHWTeNbHaa marucrTpanb - 1wt

- 3alMTHbINA KONNAYoK - 4 WwT

- TpybouKa gns Habopa KoHTpacTa -1 WwT

- n/van wwn -1 wr

10. Ha6op BbICOKOro [aBneHus cTepunbHblii ans  BeedeHns Nemoto Kyorindo Co.
PEHTreHOKOHTPACTHbIX BELLEeCTB npu npoBefeHUN

aHrunorpapuyeckmnx nccnesoBaHui, KOMMbIOTEPHOIA,

MarHMTOpPe30HaHCHON ToMorpadun B COCTaBe:

- Wnpuybl 100 mA - 2 WwT.,

- COeAiNHUTENIbHAA MarmcTpanb m1 Wr.

- 3aWUTHbINA KONNAYyoK - 5wt

- Tpybouka 4nd Habopa KOHTpacTa - 2 LWT.

. Habop BbLICOKOrO [aBfeHMsa cTepunbHblil Anf  BBedeHns Bayer Medical Care Inc.

PEHTreHOKOHTPACTHbIX BELLECTB  Mpu ﬂpOBeAeHV'VW Medtron AG
aHrnorpapuyecknx nccnefoBaHum, KOMMbIOTEPHOW,

MarHMTOpPe30HAHCHOW TomMorpaguy B cocTaBe:

- Wnpuubl 65 M- 2 Wt

- COelHUTeNbHaa MarucTpanb - 1wt

- 3alUTHbIA KONMMa4yokK -7 Wt

- wmn -2 Wt

12. Habop BbLICOKOFO [laBNeHWs CTepunbHbll Ans  BeedeHus Bayer Medical Care Inc.
PEHTTEeHOKOHTPACTHbIX BELLEeCTB npu nposeseHNn

aHrnorpapuyeckmnx nccnefoBaHui, KOMMbIOTEPHOIA.

MarHMTOpe30HaHCHOW TomMorpaguu B cocTase:

- Wnpuy 65 ma -1 wt

-wnpuy 115 mn - 1wt

- coefMHUTeNbHAA MarncTpans -1 wr

- 3aLUUTHbIA KOMMA4YoK - 7 Wt

- wun - 2 Wt

13. Habop BbLICOKOrO [JaBneHwus CcTepunbHbiii 418 BBedeHna Nemoto Kyorindo Co.
PEHTreHOKOHTPACTHbIX BELLLECTB npu npoBeLeHUN

aHruorpauyeckmx nccnenoBaHui, KOMMNbIOTEPHOWA,

MarHMTOpe30HaHCHOW ToMorpagum B COCTase:
- Wnpwuy 60 ma -1 wr.
- CoeAMHUTeNbHAA MarucTpanb -1 WwT
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20. Habop BbLICOKOrO [aBneHWs cTepunbHblli Ans  BeegeHms Bayer Medical Care Inc.
PEHTIeHOKOHTPAETHbIX BeLeCTB npu npoBeaeHUN
aHr1orpafuuecknx nccnefoBaHui, KOMMbIOTEPHOM.
MarHUTOPE30HAHCHO! ToMOrpaun B COCTaBe:

- Wnpwuy 60 mn - 1wt

- 3aLUTHbIA KONNaYyoK - 1 wr.

- Tpy60uKa Ans Habopa KoHTpacTa -1 wT

-uvnn wun - 1wt

Nemoto Kyorindo Co.

[aHHble 0 pPerncTpaumoHHbIX YAOCTOBEPEHUAX AJ1A COBMECTUMbIX NHXXEKTOPHBLIX CUCTEM:

MpoussoauTesb PerucTtpayoHHoe y0CTOBEPEHNE
Bayer Medical Care Inc. P3H 2014/1499 10.07.2017,
P3H 2015/3472 ot 29.12.2015,
®C  2004/441 ot 21.05.2004
Imaxeon Ptv Ltd $®C3 2012/12881 ot 25.03.2017
Liebel-Flarsheim Company LLC ~ ®C3 2012/13277 oT1 27.11.2012,
M3 P® Ne 2004/81 ot 20.02.2004
Nemoto Kyorindo Co. P3H 2016/4368 o1 04.07.20186,
®C3 2008/02046 ot 17.06.2008,
P3H 2016/4501 ot 11.08.2016,
®C3 2008/02193 ot 15.07.2008
Medtron AG ®C3 2011/09221 oT 25.02.2011,
P3H 2014/1882 o1 28.08.2014,
1®C3 2011/09220 ot 25.02.2011

CuMBO/bI UCNONb3YEMble Ha YNaKOBKe

C/MBOIJ1 PACLUNPPOBKA
OcTopoxHo! Ob6paTnTech K MHCTPYKLMK MO
A NMPUMeHEHWNIO
® 3anpert Ha NOBTOPHOE NMPUMEHEHUNE
LOT Homep napTtum (cepun)
STERILE EO CTepnnn3oBaHo 3TUIEHKOCUMAOM
CS [laTa u3rotoBneHus
MponssoguTens

: 2 Mcnonb3oBath A0

M3roTtoBneHo 6e3 Mcnonb30BaHUS
HaTypa/ibHOTo Kay4yKoBOro natekca

NOT MADE WITH NATURAL RUBBER LATEX

CE CooTBeTcTBME TpeboBaHUAM AunpekTnebl EC
NON-TOXIC He TOKCU4YHO
NON-PYROGENIC ANNPOTreHHO
DO NOT USE IF PACKAGE OPENED OR He ncnonb3osaTb Npy NOBEPEXAEHNM
DAMAGED yNakKoBKW
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STERILE CrepunbHO

\

MpounssoanTenb
LLleHbxeHb AHTMea Ko., N1Ta., KuTali
Shenzhen Antmed Co., Ltd., 18 Jinhui Ave., Pingshan New District 518122 Shenzhen PEOPLE’S
REPUBLIC OF CHINA.
Tel: +86-755-86060992 Fax: +86-755-86060991
http://lwww.antmed.com E-mail: info@antmed.com

YNOMHOMOYEHHbIV NPeACTaBUTENb NPOU3BOANTENS HA TEppPUTOpUN Pd:
000 «CubMK»

Agpec OO0 «CU6MK» 1 NpuHATUSA NPETEH3NIA:
Poccus, 634062, r.Tomck, TpakT VpKyTckuid,! 14/1

[Jata 07.04.2020

Moanuck [moanwucs]

I eHepasibHbIN AUPEKTOop
ByucuH BaH (Wuxing Wang)

[Mevats: LUEHBXEHb AHTME[ KO., NTA, KUTAW (SHENZHEN ANTMED CO., LTD.)
4400100109029]

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



YpoctosepeHue nognnHHocty Ne 200069947-002

Hactofwmm CcBUAETENbCTBYETCA MOAJMHHOCTb MpeacTodwel neyatn KuTaickoro komuterta
cofeicTBMA pasBUTUIO MexayHapogHoi Toprosnu (CCPIT) pgns y[oCTOBEpPEHMS MNOAAMHHOCTU

KOMMEPUYECKNX JOKYMEHTOB U MOAMNMUCH YNONHOMOYEHHOTo nnua (J1to LlyiinsiHb), NpoCTaBNeHHbIX Ha
MpUBEAEHHOM Bbllle JOKYMEHTE.

MWHNCTEPCTBO MHOCTPaHHbIX aen Kutalickoit HapogHoi Pecny6nunku
CekpeTapb KOHCY/NbCKOro fgenaptaMeHTa

MaTHaAUaToro anpens ABe Thicaum ABaguatoro roga  /Moanuce/

/W Tpux-kon: 00468672/

/MeyvaTb: KOHCYNbCKWUIA AenapTaMeHT MUHMUCTEPCTBA MHOCTPaHHbIX gen KHP/

MepeBoA BbINOMHWUM NEPEBOAYNK
NaspoB Hukonaii Hukonaesmy
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Poccuiickas ®egepaumna
Nopos MockBa
L[eBATHaauUaToro mas ase CBUETE/LCTBYHO

[TTAd» =Y, ™M—

3. p.r*Hp.»<,,«=TP..K.21/S6..m.202" [/- W

Bsuc™. EQ%QQEWWR% npasosoro T exH j» Pe" " .

lNpoKoLLeHKoBa

IMpoLIHYpOoBaHo, ) \eMb) JINCTOB.
M ckpenneHo nevatbio iMXPPANSs

E.E. MpokoweHo
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CERTIFICATE

HHfoin n f g P ~ N Pb W n "
China Council for the Promotion of International Trade is China Chamber of International Commerce

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



/\ ?>F(,/\\ /\ /\

China Council for the Promotion of International Trade
China Chamber of International Commerce

CERTIFICATE Si
No  201100B0/020693

NLLIn

THIS 1S TO CERTIFY THAT: the seal of SHENZHEN ANTMED
CO.,LTD. on the annexed DOCUMENT is genuine.

China JinOunc otion

Authorized

. Lyu Cuilian
Signature: y

BMt 20207047100
(Date: Apr. 10, 2020)

Website for verifying the certificute: http;//ww. rzccpit. cora/valiclate. html
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Instruction for Use

Name of medical device:

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging

Variations:

1 high pressure sterile set for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- connecting tube - 1item

- protective cap - 2 or 3 items

Intended use: intended for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging.

Indications

The product is indicated for the use in following range of application, within the areas of
Computed Tomography and Magnetic Resonance Imaging:

- application of contrast media

- application of physiological saline

- applicable on contrast media injectors with maximum injection pressure of 24bar(24atm/350psi)
- applicable on contrast media injectors with maximum injection pressure of 27.6 bar (27.2
atm/400psi) (2.8 MPa)

- applicable on contrast media injectors with maximum injection pressure of41.4 bar (40.83
atm/600psi) (4.2 MPa)

- applicable on contrast media injectors with maximum injection pressure of 82.74 bar (81.66
atm/1200psi) (8.3 MPa)

- The declared purpose of this product, according regulations in Directives and Standards of
93/42/EEC, is stated clear by on the product label by indication of 24bar/350psi (2.4 MPa)/ of
27.6 bar (27.2 atm/400psi) (2.8 MPa)/ 41.4 bar (40.83 atm/600psi) (4.2 MPa)/ 82.74 bar (81.66
atm/1200psi) (8.3 MPa) pressure limit.

Contraindications
There is no absolute contraindications.

Attentions

D Itis ETO sterilized. Please don’t use if there’s any damage to package or product.

2) Single-use only, please destroy after use.

3) Please make sure to use it before the expiry date that shown on product package.

4) Used by the experienced medical staffor under their direct guidance.

5) Store in cool and dry place, boxes should be placed flatwise, not more then four layers.
6) DEHP Free.

Instruction for Use

1) Make sure that the package is not damaged and perfect. Peel off the package, take the pressure
connecting tube out of the package and make sure that it is in good condition.

2) Take off the male cap from pressure connecting tube, rotate the female luer-lock ofthe tube
clock wisely to connect it with the male luer-lock of high pressure syringe or other dedicated
connection devices, and make sure that it is connected perfectly with pressure connecting tube.

3) Take offthe female cap from the pressure connecting tube, connect the scalp vein set
intravenous Catheter) with the male luer-lock of the pressure connecting tube, and make sure that
the) are connected perfectly.
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4) Before injection, operate on the injector to expel air out ofthe high pressure syringe or other
dedicated connection devices, tube path and scalp vein set intravenous Catheter. The operator
should make sure that air has been expelled completely, otherwise it will cause damage and
danger to patients.

5) Start injection according to the user manual for injector.

6) Dispose it after use properly, according to the hospital’s relevant regulations.

Shelf-life
Shelf life of High pressure sterile sets for the introduction of radiopaque substances during
angiographic studies, computer, magnetic resonance imaging is 3 years

Warranty obligations
Ail questions regarding the medical device’s function and quality can be addressed to Russia
Authorized representative of manufacturer.

Utilization

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging are disposable and should be discarded after use.
Special requirement for Russia: In case of clinic, warehouse, etc. medical device is
utilized/destructed in accordance with medical waste circulation rules of SanPin 2.1.7.2790-10
dated 12.12.2010 «Sanitation and epidemiological requirements for medical waste circulation»

as class B
Operation and storage conditions
Temperature Atmosphere pressure Relative humidity I
-18“C+50°C Standard atmospheric pressure RH<90%
fl
a]
Transportation conditions
Temperature Atmosphere pressure Relative humidity
-isT+so”"c Standard atmospheric pressure RH<90%

Data for technical service or repair
Not applicable

Guaranteed by the manufacturer values of main parameters (features) of medical device
Set is composed with the one of the following connecting tubes
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K W Length, Diameter, Pressure, mPa

cm mm
600101 150 <r3.35 2.4(350 psi)
600101 150 3.35 2.76(400 psi)
600101 150 3.35 4.2(600 psi)
600102 150 (r3.35 2.4(350 psi)
600104 150 <r3.35 2.4(350 psi)
600105 150 <23.35 2.4(350 psi)
600105 150 3.35 2.76(400 psi)
600105 150 3.35 4.2(600 psi)
600106 150 <23.35 2.4(350 psi)
600109 100 ©3.35 2.4(350 psi)
600112 150 23.35 2.4(350 psi)
600133 5 <23.35 2.4(350 psi)
600150 150 £3.35 2.4(350 psi)
600153 150 23.35 2.4(350 psi)
600155 105 <23.35 2.4(350 psi)
601150 250 <23.35 2.4(350 psi)
611001 10 <23.35 2.4(350 psi)
611002 20 <23.35 2.4(350 psi)
611004 50 <23.35 2.4(350 psi)
611005 75 <23.35 2.4(350 psi)
611006 90 <23.35 2.4(350 psi)
611007 100 ©3.35 2.4(350 psi)
611008 120 <23.35 2.4(350 psi)
611009 150 <23.35 2.4(350 psi)
611010 180 <23.35 2.4(350 psi)
611011 200 <23.35 2.4(350 psi)
611012 260 23.35 2.4(350 psi)
611013 300 <23.35 2.4(350 psi)
611014 40 <23.35 2.4(350 psi)
622003 30 <23.35 2.4(350 psi)
630050 50 <£4.0 2.4(350 psi)
630100 100 24.0 2.4(350 psi)
630250 250 240 2.4(350 psi)
631050 50 4.0 2.4(350 psi)
631100 100 <24.0 2.4(350 psi)
680301 250 <23.35 2.4(350 psi)
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680302 250 <r3.35 2.4(350 psi)

680302 250 3.35 2.76(400 psi)
680303 250 C3.35 2.4(350 psi)
680304 250 <r3.35 2.4(350 psi)
600165 100 3.65 2.4(350 psi)
700201 25 C4.2 4.2(600Psi)
700202 50 (ra.2 4.2(600Psi)
700203 75 ® 42 4.2(600Psi)
700204 100 C4.2 4.2(600Psi)
700205 125 (2:4.2 4.2(600Psi)
700206 150 ®4.2 4.2(600Psi)
HBRO025 25 (23.65 8.3 (1200 psi)
HBRO30 30 23.65 8.3 (1200 psi)
HBRO50 50 (23.65 8.3 (1200 psi)
HBRO75 75 23.65 8.3(1200 psi)
HBRIOO 100 <X3.65 8.3 (1200 psi)
HBR120 120 {3.65 8.3 (1200 psi)
HBR180 180 <23.65 8.3 (1200 psi)
HBR200 200 23.65 8.3 (1200 psi)
FD16250 25 4.0 2.4(350 psi)

Presence of anti-return valves on highways:

lvalve: 611001-611014, 600102, 600106, 622003, 631050, 631100, 680301,680304, FD16250
2 valves 600104, 600133, 680302, 600150, 601150

4 valves 800101,804100

Type Length, mm  Weight, ¢ Diameter, mm
female 18+0.5 0.5+0.1 ®9+0.5
male 14.5+0.5 0.5+0.1 $9.6£0.5

L19 01 appiicauu; siaiiuuiu»
ISO 13485 Medical devices — Quality management systems —
Requirements for regulatory purposes

I1SO 14971 Medical devices — Application of risk management to
medical devices

I1SO 11607-1 Packaging for terminally sterilized medical devices —
Part 1. Requirements for materials, sterile barrier systems
and packaging systems

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

ISO 15223-1

Medical devices — Symbols to be used with medical

device labels, labelling and information to be supplied —
Part 1. General requirements

Data on interaction with other medical devices

Set

high pressure sterile set for the
radiopaque
substances during angiographic
magnetic

introduction of

studies,
resonance
composition:

- connecting tube -1 item

- protective cap - 2 or 3 items

computer,
imaging

Manufacturer
Bayer Medical Care Inc.

Imaxeon Pty Ltd

Liebel-Flarsheim Company LLC

Nemoto Kyorindo Co.

Symbols on package

SYMBOLS/
ABBREVIATIONS

X
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Compatible system
(manufacturer, RC # and date)
Bayer Medical Care Inc.
Imaxeon Pty Ltd
Liebel-Flarsheim Company LLC
Nemoto Kyorindo Co.

Medtron AG

Ulrich GmbH & Co.KG

Registration Certificate

RZN 2014/1499 from 10.07.2017,
RZN 2015/3472 from 29.12.2015,
FS Ne 2004/441 from 21.05.2004
FSZ 2012/12881 from 25.03.2017
FSZ 2012/13277 from 27.11.2012,
MZ rF Ne 2004/81 from 20.02.2004
RZN 2016/4368 from 04.07.2016,
FSZ 2008/02046 from 17.06.2008,
RZN 2016/4501 from 11.08.2016,
FSZ 2008/02193 from 15.07.2008

DEFINITION

Attention



m
LOT

STERILE EO

NOT MADE WITH NATURAL RUBBER LATEX

C€
NON-TOXIC

NON-PYROGENIC
DO NOT USE IF PACKAGE

OPENED OR DAMAGED
STERILE

Manufacturing By:
Shenzhen Antmed Co.,Ltd.

Do not reuse

Lot no

Sterilized with EO
Date of manufacture

Manufacturer
Expiry date
Not made with Natural Rubber Latex

Conformity to requirements of Directive
EC

Non- toxic
Non- pyrogenic

Do not use if package is damaged

Sterile

18 Jinhui Ave., Pingshan New District, Shenzhen 518122, China
Tel: +86-755-86060992 Fox: +86-755-86060991
http://www.antmed.com E-mail: info@antmed.com

Authorized representative in Russian Federation

“SibMK” LLC

Address of “SibMK” LLC and for claims acceptance:
Russia, 634062, Tomsk, Irkutskiy trakt., 114/1

Tel:
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KoHcynbcknin otaen MNMoconbctea Pocculickoii ®epgepaynm

B KHP ygocToBepseT NoA/IMHHOCTbL NpeacTosiweli nognucu
n nevyatn KoHcynbckoro genaptameHta MO KHP

PerncrpayuoHHbli Homep N



MepeBof, C KUTANCKOr0 M aHIIMIACKOr O S13bIKa Ha PYCCKUIA 513bIK

/WTpux-kog/
200069947-003 3/4 (5)
Poccus EDC 002
2020/04/29

CBNAOETEJIbCTBO

Kntanckum KOMUTET COIeVICTBUS PasBUTUIO BHELLIHEN
Toproenu (CCPIT)

KuTaiickuii komuteT COAEVICTBIA Pa3BUTMIO BHELLHeVi TOProB/M ABNseTCA ManaToil MexayHapoaHoii Toprosn Kiras
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Kutaicknin kKommteT cogencTBuUSa pasBUTUKO BHELLHEN TOProBamn
ManaTta mexayHapoaHow Toproenn Kutas

/WTamn: KnTalicKunii KOMUTET COAENCTBUA Pa3BUTUIO
mMexayHapogHol Toprosnm CCPLT/

CBNWOETE/NIBCTBO

/QR-kop/
Homep: 201100BO/020693

HacToawpm CBUAETENbCTBYETCA MOANMHHOCTL Mevatyt  KoMMaHuu LWEHB)XEHb
AHTMEQL KO., N1T4, KUTAW (SHENZHEN ANTMED CO., LTD.), npocTaBneHHOM
Ha npunaraemom JOKYMEHTE.

3aechb 1 fanee

/®dparmeHT nevatn: Kutainckmini KOMMTET COAENCTBMA PasBUTUIO
mexayHapoaHoii Toprosnn (CCPIT), yaocToBepeHne Nog/IMHHOCTH,
crnewumasibHaa neyartb Ana yA0CTOBEPEHNS KOMMePYECKUX AOKYMEHTOB/

/TucHeHas nevatb: KNTaCKnUiA KOMUTET COAENCTBUSA Pa3BUTUIO MEXIYHapPOAHOM
Toproenm (CCPIT), yaocToBepeHme NOA/IMHHOCTK, CreupaibHas neyvatb Ans
YOCTOBEPEHUS KOMMEPYECKNX AOKYMEHTOB/

Kutamnckmnim KomuTteT cogencTtBus passutuio

BHeLlHel Toprosan

/Mevatb: KnTalicKunii KOMUTET COLECTBUSA Pa3BUTUIO MEXAYHAPOLHOW
Toprosnu (CCPIT), yaoctoBepeHue NOAMHHOCTY, CneLmabHas
rneyatb 418 Y40CTOBEPEHUS KOMMePYECKUX LOKYMEHTOB/

Moanuncb ynosHOMOYEHHOro imua: /nognuce/
o LyhnsHb
Hata: 10 anpensa 2020 r.

Be6-caiiT 4nst MpoBepKM yA0CTOBepeHUA noganHHocTuy: htlp://www.rzccpit.com/validate.html
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VIHCTPYKUMS NO 3KcnayaTaumnm

HavmeHoBaHMe MeAULUHCKOI0 U3genns:

Ha6opbl BbICOKOIO [aBfieHVs CTEpWIbHbIE [/11 BBEAEHVS PEHTIeHOKOHTPACTHbIX BELUECTB Mpu
MPOBEAEHNM aHT O PadIUECKMX UCCNeN0BaHIA, KOMMbIOTEPHOM, MarHUTOPE30HAHCHOKM ToMorpadinm

BapuaHTb! UCNOHEHWS:

1. Habop BbICOKOrO JaB/EHUS CTEPU/TbHbIN /151 BBEAEHWSI PEHTIEHOKOHTPACTHbIX BELLIECTB Mpu

NPOBEAEHNN aHTOrPaUUECKIX UCCNeA0BaHNA, KOMMbIOTEPHON, MarHUTOPE30HAHCHOM ToMorpagmm
B COCTaBe:

- COeUHUTE/bHAaA MarnucTpasib -1 wr
- 3ALLUMTHBIN KOMNAYOK - 2 W 3 LLT.

Ha3HaueHuve: npegHa3HayeHbl 411 BBEAEHUS PEHTTEeHOKOHTPACTHbIX BELLeCTB Npy MPOBeAeHMN
aHrnorpauyecknx nccnefoBaHunii, KOMMNbIOTEPHON, MarHUTOPE30HAHCHOW TOMOrpaguu.

lNokasaHuA:
Moka3aHO A1 UCNOJIb30BAHWUA B ClefyoWmnX 061acTaX KOMMbIOTEPHOW U MarHUTHO-PE30HAHCHOWA
TOMOrpaguu:

- MPUMEHEHNe KOHTPaCTHbIX BELLEeCTB

- PYMeHeHne (PU3M0N0rNYeCcKoro pacTeopa

- MPUMEHEHWe WHXEKTOPOB [ANA BBEAEHWSA KOHTPaACTHOrO BelecTBa C MaKCMMalbHbIM
AaBNeHNEM NHXeKuumn 24 6ap (24 atm / 350 dhyHTOB/KB. [toiim/ 2.4 MTI1a)

- 3aABneHHas Lenb 3TOro NPoAyKTa, B COOTBETCTBUUN C MOMOXEHUAMU JUPEKTUB U CTaHLApTOB
93/42/EEC, ykazaHa Ha 3TUKeTKe nNpoAyKTa C YyKasaHuem npejena paefeHua 24 6ap / 350
(yHTOB/KB. [toVim. (2.4MMa)

NMPUMEHEHNE C WHXEKTOPHbIMW CUCTEMamMu [NA BBEAEHWA KOHTPACTHOrO BelecTBa C
MaKcuMabHbNN! faBneHnem MHXekuun 27,6 6ap (27,2 atm / 400 dyHToB/KB. Atoiim/ 2.8MIa)

- 3afBNeHHOe Ha3HauyeHWe 3TOr0 M34enus, B COOTBETCTBUW C MOJIOXKEHUAMU [UPeKTUB U
cTaHgapToB 93/42/EEC, yka3aHO Ha MapKWpOBKe U3[eNna C yKaszaHueMm npegena faeneHuns 27,6 6ap /
400 thyHTOB/KB. [toim (2.8MTI1a)

NPUMEHEHNEe C WHXEKTOPHbIMW CcuUCTeMaMn [N19 BBeAeHWS KOHTPAacTHOro BellecTsa C
MaKcumanbHbIM faBneHnemM nHxekuuu 41,4 6ap (40,83 atm / 600 dyHTOB/KB. [toitm/ 4.2MMa)

- 3afBneHHOe HasHauyeHue 3TOro u3fenns, B COOTBETCTBUU C MONOXEHUAMU [MPEKTUB K
cTaHgapToB 93/42/EEC, yka3aHO Ha MapKMpPOBKe M3Aenuns ¢ ykasaHWeMm npegena fasneHus 41,4 6ap /
600 pyHTOB/KB. [Atoiim (4.2MIMa)

NMPUMEHEHWE C WHXEKTOPHbIMW CUCTEMaMW 415 BBELEHUA KOHTPACTHOro BellecTsa C
MaKCUMasibHbIM aBfieHneM MHxekunmn 82,74 6ap (81,66 atm / 1200 dhyHTOB/KB. [Atoiim/ 8.3MTIMa)

- 3afABNEHHOE Ha3HayeHwe 3TOro M3Aenns, B COOTBETCTBMM C MNOJIOXEHMAMU [IMPEKTUB U
cTaHgapToB 93/42/EEC, yKa3aHO Ha MapKMpPOBKe M3Aennsa C yKasaHueM npeaena gasneHuns 82,74 6ap /
1200 dyHTOB/KB. Otoiim (8.3MI1a)

MpoTMBOMNOKa3aHMs:
ABCOMOTHbIE NPOTUBOMNOKA3aHMS OTCYTCTBYHOT.

MNpepocTepexkeHns:
1) CTepunn3oBaHO 3TUIEHOKCMAOM. He ucnonb3yiite n3genne, ecin ero ynakoBka noepexajeHa.
2) TonbKo A4Ng 04HOPA30BOro NUCMONb30BaHWUA. Y TUAN3MPYIATE NOCe UCNONb30BaHNS.

3) Mepen ncnonb3oBaHMeM ybeanTechb, YTO CPOK FOLHOCTU WU3LENUA, YKa3aHHbI Ha ynakoBKe, He
NCTEK.

4) Pas3pellaeTca K UCMNONb30BaHWO WUCKIHOUYUTENBHO 06y‘-IeHHbIM MeANUNHCKMUM NEePCOHasioM WUn
noa nx 4eTKUMM PpyKoBOACTBOM.
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5) XpaHuTb M3fennMe B CYXOM W MpoxsagHom MecTe. KOpo6KM [LO/MKHbI OblTb PaCnoioXeHbl He
6onee Yem B YeTblpe C10SA NNALIMSA HA POBHON NOBEPXHOCTHU.
6) He copepxut A3l o.

VIHCTpYKLMA NO aKCnyaTauum:

I) Y6eanTecb, UTO yrnakoBKa He noBpexgeHa. OTKpOWTe ynakoBKY, U3BNEKUTE COEANHUTENbHYIO
MarucTpanb 13 ynakoBKM U y6eanTech, YTO OHa B Haf/1eXalleM COCTOSHUN.

2) CHUMUTe 3aliMTHbIi KOMMA4YoK C COEAMHUTENbHOW MarucTpanu, MOBEPHUTE /y3POBCKMIA
HAaKOHEYHWK MarucTpanu Mo 4acoBOW CTPenke, 4YToObl COEAMHUTb €ro C Jy3POBCKUM
HaKOHEYHMKOM LUNpPULLIA BbICOKOTO fAaBNeHUs WUAW APYTUX W3AeNnunii, npeAHasHayeHHbIX ANS
npucoefnHeHns, n ybegnTech, 4TO OHW NNOTHO NPUCOEAVHUNNCH APYT K APYTY.

3) CHUMWTE 3alWWTHbII KOAMAYOK C COEAWUHWTENbHONM — MArucTpanu, MNPUCOEAUHWUTE K
BHYTPMBEHHOMY KaTeTepy WAW NY3POBCKOMY HaKOHEUYHWKY COeAWHUTENbHON MarucTpanu.
Y 6eauTech, 4TO OHU MIOTHO NMPUCOEAUHEHBI APYT K APYTY.

4) Mepep VHbEKUMEN UCMONb3YIiTE MHXEKTOP, YTOGbI BbIMYCTUTb BO3AYX M3 LMPULA BbICOKOIO
LaBNEHWS WU OPYTUX W3AeNniA, NpeaHasHAUYeHHbIX ANS1 MPUCOEAUHEHUS, MarucTpanu Unm
BHYTPUBEHHOIO KaTeTepa. [Monb3oBaTeNlb AO/MKEH Y6eAUTbCS, YTO BO3AYX MOMHOCTLIO yAaseH,
MHaye 3TO NpUBEAET K TpaBMam U yrpo3e XnsHu naumneHTos.

5) BbINONHANTE NHBEKLMIO COFMACHO MHCTPYKLMM N0 IKCMNyaTaLUM NHXEKTOPA..

6) YTunusnpyiite un3genne nocne  MCNoOMb30BaHWMS  Haanexawum o6pas3oM, COrfacHo
COOTBETCTBYIOLIUM NpaBuiaM MeAULMHCKOTO YUpeXaeHus.

Cpok rogHocTun
3roga

FapaHTUitHble 06a3aTeNbCTBA

Ha TeppuTopumn Poccuiickoit ®eaepauuu ans nonydeHns MHQOPMaLUM 0 rapaHTUIAHbIX
06s3aTeNbCTBaxX 06pallaiiTech K YNONHOMOYEHHOMY NPeACTaBUTENO NPOU3BOANTENS.

YTunusaymna
Habopb! BbICOKOTO faBNeHUs CTepusibHble 4719 BBEAeHUA PEHTTeHOKOHTPACTHbIX BeLecTB Npu
NpoBeAeHNN aHTrnorpa@uyecKnx nccnefoBaHnii, KOMNbIOTEPHON, MarHUTOPE30HAHCHOM ToMOrpagum

npegHasHayeHbl AnA 0AHOPa3oBOro UCMNOIb30BaHNA U OO/KHbI ObITb YTUNN3NPOBaHbl MNOC/NE KaXAoro
NCMOoNb30BaHUA.

CneumanbHoe Tpe6oBaHue ana Poccuiickot ®epepaunn: M3genve pekoMeHayeTcs yTUAN3MPOBaTb
B COOTBETCTBUU C NMpaBunamu, yTeepxgeHHoimm “CanlnH 2.1.7.2790-10 (CaHuTapHo-

aNnAemMNonornyeckre TpeboBaHmns K obpalleHnio ¢ MeAULUHCKMMW 0TX04aMN) ANs Knacca «b»
(3nnaemMmnonornveckn onacHble 0TXofbl).

Temnepatypa OTHOCUTEeNbHAA BNAXHOCTb ATMOCHhepPHOE faBrieHMe
-IS~"C +50°C <90% H/M

YCcnoBusi TPaHCNOPTUPOBKM
Habopbl BLICOKOrO [JaBfeHWS CTepu/bHble ANS BBELEHUS PEHTIEeHOKOHTPACTHbIX BELLECTB MNpu
MPOBEeAEHNN aHTUOTPaPUUECKUX UCCNef0BaHW, KOMMNbIOTEPHOW, MarHNTOPE30HAHCHO TOMOTpagun
TPaHCMOPTUPYIOTCS BCEMW BMAAMW TpaHCMOpTa B COOTBETCTBUM C MpaBMiaMW TPaHCMOPTUPOBaHWS,
[EeNCTBYIOWMMMN ANA AaHHOTO BMAa TpaHcnopTa

TemnepaTypa OTHOCUTeNbHAasA BIaXXHOCTb ATMOCHEPHOE AaBneHNe
-18°C +50x <90% H/N

[aHHble ANns TEXHUYECKOro 06CNY>XMBAHUA NN PEMOHTA
He npnmeHnmo
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B Habop MOXXET BXOAMTb Of]HA U3 CMIEAYHOLLMX MarucTpaneil.
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600165 100 3.65 2.4(350 psi)

700201 25 442 4.2(600Psi)
700202 50 442 4.2(600Psi)
O 700203 75 4472 4.2(600Psi)
= 700204 100 442 4.2(600Psi)
700205 125 442 4.2(600Psi)
700206 150 4472 4.2(600Psi)
HBR025 25 4 3.65 8.3 (1200 psi)
HBRO030 30 4 3.65 8.3 (1200 psi)
HBRO050 50 4 3.65 ~.3 (1200 psi)
HBRO75 75 4 3.65 8.3 (1200 psi)
HBR100 100 4 3.65 8.3 (1200 psi)
HBR120 120 4 3.65 8.3 (1200 psi)
HBR180 180 4 3.65 8.3 (1200 psi)
HBR200 200 4 3.65 8.3 (1200 psi)
FD16250 25 440 2.4(350 psi)

Hannune NnpoT1BOBO3BPATHbLIX KNanaHOB Ha MarucTpansax:
1 knanaH: 611001-611014, 600102, 600106, 622003, 631050, 631100, 680301,680304 FD16250
2 KnanaHa 600104, 600133, 680302, 600150, 601150

4 knanaHa 800101, 804100

MapameTpbl 3aLMTHOIO Ko/MaykKa npeacTaBeHbl B TabNuLe yyke

Tun OnuHa, mm, Bec, r, £0.1  Anametp, mm, £0.5
0.5

C BHyTpeHHen 18 0.5 9

pe3b6oin

C BHelUHel 14.5 0.5 9.6

pe3b6oit

MepeyeHb NPUMeEHSEMbIX CTaHAapTOB

1SO 13485 n3penna MeamumHckme. CucTeMbl MeHeAXMeHTa KayecTBa. Tpe6GOBaHWS
ANs ueneii perynupoBaHus

1SO 14971 n3nenna MmeguuUnHCKne. NMPUMeHEHNEe MeHeIKMEHTA PUCKa K MEAULHCKAM
n3nenunam

150 11607-1 y NaKoBKa AN MeAWLUMHCKUX  M3AeNWid, noanexawnx  OUHULLIHOM

ctepunusauymun. Yactb 1 TpeboBaHUA K maTepuanam, 6apbepHbIM CUCTEMaM
4NA CTepuAM3aLum 1 ynakoBoYHbIM cUCTEMaM

1SO 11607-2 y NaKOBKa [ANA  MEAUUMHCKUX  U3LeNnui, nognexawmx  (OUHULLIHOM
ctepunusaymn. Yactb 2. TpeboBaHMA K BauMjauumyM  MpoLECCOB
(hopmupoBaHua, repmeTusauuu n c6opku

1SO 15223-1 Flzgenna meanunHckune. CUMBONLI, NPUMEHSAEMbIE MPY MapKMpoBaHUM Ha

MEeANLMNHCKNX U3LeNnAX, 3TUKETKaX U B CONPOBOAUTENbHOM AOKYMEHTaLMN.
YacTb 1. OCHOBHble TpeboBaHMS
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CBefieHVs1 0 B3aUMOENCTBUN C APYTUMU MEeANLUHCKUMU U3LENUSIL

Habop
Hab6op BbICOKOT O LaBneHuns
CTepW/IbHbIN ans BBeLEeHNA

PEHTITeHOKOHTPAaCTHbLIX BELWECTB MNpKn

npoBeeHn aHrmorpagmMyeckmx
nccnenoBaHuii, KOMMbIOTEPHOIA,
MarHMTOpe3oHaHCHOW Tomorpajuu B
COCTaBe:

- COeMHMTeNbHAA marucTpanb - 1wt
- 3alMTHbIA KONMMNAY0K —2 unan 3 Wt

CoBMeCTMMast UHXeKTOpHaa cuctema
(nponsBognTENb, HOMEP U AaTa PerncTpaymMoHHOro
LoCTOBEPEHUSA]

Bayer Medical Care Inc.

Imaxeon Pty Ltd

Liebel-Flarsheim Company LLC

Nemoto Kyorindo Co.

Medtron AG

Ulrich GmbH & Co0.KG

ﬂaHHbIe 0 PerncTpaynMoHHbIX YAOCTOBEPEHNUAX ANA COBMECTUMbIX NHXXEKTOPHbIX CUCTEM

MnnuusnnuTesnb
Bayer Medical Care Inc.

T1axp.on Ptv Tyd
Liebel-Flarsheim Company LLC
Nemoto Kyorindo Co.

Medtron AG

1Ulrich GmbH & Co0.KG

PerncTpaynoHHOe y0CTOBEPEHME
P3H 2014/1499 10.07.2017,

P3H 2015/3472 o1 29.12.2015,
@®C No 2004/441 ot 21.05.2004
®C3 2012/12881 oT1 25.03.2017
®C32012/13277 o1 27.11.2012,
M3 P® Ne 2004/81 ot 20.02.2004
P3H 2016/4368 ot 04.07.2016,
®C3 2008/02046 o1 17.06.2008,
P3H 2016/4501 ot 11.08.2016,
®C32008/02193 o1 15.07.2008
@®C3 2011/09221 oT1 25.02.2011,
P3H 2014/1882 ot 28.08.2014,
®C32011/09220 o1 25.02.2011
P3H 2015/2800 ot 10.05.2017

CumBoOsbI MCNoJib3yeMble Ha ynaKoBKe

CNMBOI/I

A

[1ot]

STERILEIEO

T

-

N\

NOT MADE WITH NATURAL RUBBER LATEX

Ay

PACWLN®PPOBKA

OcCTOpOXHO! O6paTUTECh K MHCTPYKLMM MO
NPYMEHEHUIO

3anpet Ha NOBTOPHOE MPUMEHEHMe
Homep napTtum (cepun)
CTepunn3oBaHO 3TUIEHKOCULOM
[lata n3rotosneHuns

MN3rotoBuTesnb

Mcnonb3oBaTb 40

M3rotoBneHo 6e3 NCMNob30BaHUSA
HaTypasbHOr0 Kay4yyKOBOro flaTekca
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Ce€ CooTBeTCTBME Tpe6oBaHNAM AupekTusbl EC

NON-TOXIC He ToKCMYHO
NON-PYROGENIC ANNpPOreHHo
DO NOT USE IF PACKAGE OPENED OR He ncnonb3oBaTb Npy NoBepexaeHUN
DAMAGED YyNakoBKM
STERILE CrtepunbHo
MpownsBognTesnb

LLleHbXeHb AHTMeq Ko., /1Ta., KuTali

Shenzhen Antmed Co., Ltd., 18 Jinhui Ave., Pingshan New District 518122 Shenzhen PEOPLE’S
REPUBLIC OF CHINA.

Tel: +86-755-86060992 Fox: +86-755-86060991
http://www.antmed.com E-mail: info@antmed.com

YNONMHOMOUYEHHbI NpeacTaBuTeNlb NPOU3BOANTENS Ha Tepputopumn PP*
000 «Cn6MK»

Appec OO0 «CMBMK» 1 npnHATUSA NPETEH3NIA:
Poccus, 634062, r.Tomck, TpakT NpkyTckuii,! 14/1

[ata 07.04.2020
Moanwuck [mognuck]
eHepanbHbIA LUPEKTOP

ByucuH BaH (Wuxing Wang)

[Meuatb: LUEHBXEHb AHTME/ KO., NTA, KWTAW (SHENZHEN ANTMED CO., LTD)
4400100109029]
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y l0CTOBEpeHMe nofmHHocT Ne 200069947-003

npneBegeHHOM BblILLIE NOKYMEHTE.

MMWHNCTEPCTBO MHOCTPaHHbIX gen Kutainckoin HapogHoi Pecny6nnku
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Poccuiickaa degepayns
Nopog MockBa
[eBATHagLaTOro Mmasa ABe ThiCAYM ABaALLATOrO roja
A, lMpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropoga MOCKBbI CBUIETENLCTBYHO
NOANMHHOCTL Nnognucu nepesoguuka Slasposa Hukonaa Hukonaesnya.
Mognuvcek caenaHa B MOEM MPUCYTCTBUMN.
JInuHoCTb NognucaBLLero JOKYMeHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe: Ne 21/86-H/77-2020- [/ " IY Y

B3bIiCKaHO rocyfapcTBeHHOM nownunHbl (No Tapudg)5™M13(?My6. 00 Kon.
N oKaszaHue ycnyr npaBoBoro u 73 eckoloNcN? M Tepd; 300 py6. 00 kon.

OoLleHKoBa
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CERTIFICATE

A8 MUMNaly. . oo N

China Council for the Promotion of International Trade is China Chamber of International Commerce
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, N Al €A

China Council for the Promotion of International Trade
I China Chamber of International Commerce

CERTIFICATE
a X, ~ 201100B0/020694

K4
S 10 CERTIFY THAT: the seal of SHENZHEN ANTMED
on the annexed DOCUMENT 1is genuine.

/N T
China otion
Authorized L
i Lyu Cuilian
Signature;

019: 20207047100
(Date: Apr. 10, 2020)

e for verifying the certificate: httpi/Z'Yvw, rzccpi t. corn/\'al icUitc. htral
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Instruction for Use

Name of medical device:

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging

Variations:

1. High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging in composition:

- system of connecting tubes - 1 unit

- protective caps - 5 units

Intended use: intended for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging.

Indications for use:

Set is mainly used for the medical department in the X-ray, nuclear magnetic resonance and
ultrasonic diagnosis and treatment, used together with the injection pump, high pressure injector
to inject fluid or contrast media.

Performance:
The product is sterile, non-pyrogenic. Used no more than 24hrs. %

Contraindications:
It is prohibited to use for patient who is allergic to contrast media, weak vessel and heart disease.

Notes:
1 Used no more than 24hrs vl
2. The use ofthe product must meet the requirements of the medical department's relevant

operating specifications and related regulations, and should only be used by trained doctors or
nursing staff.
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contrast agent

patient

L Before use, exam the outer package carefully to see if there is breakage. Otherwise not to

use.

2. Peel the outer package and connect the high pressure syringe to the female connector (the
purple side) and screw it tightly.

3. Connect the male side of the tube to the female side of the single use patient tube (see

picture 2), connect the male side of the patient tube to the intravenous catheter or other tube.
After connecting all the tubes, insert the spike to the contrast agent bottle.

m
4, Prime the injection tube and make sure there is no leakage and loose, then operate
according to the manual of high pressure injector. \
5. After finish injection, disconnect the single use patient line and replace it with new one
just following step 3 and step 4, then you can operate for next injection.
6. After the whole injection, screw the female side of the Injection tubing system counter
clockwise and pull the spike out of the contrast bottle and discard it properly according to
regulations of your local medical department. °n

Note: During the two injection operations, if the interval is long, make sure the male side ofthe
injection tubing system is tightly connected to the female side of the high pressure tube side(see
picture)

Shelf-life
3years

Warranty obligations
All questions regarding the medical device’s function and quality can be addressed to Russia
Authorized representative of manufacturer.

Utilization

High pressure sterile sets for the introduction of radiopaque substances during angiographic
studies, computer, magnetic resonance imaging are disposable and should be discarded after use.
Special requirement for Russia: In case of clinic, warehouse, etc. medical device is
utilized/destructed in accordance with medical waste circulation rules of SanPin 2.1.7.2790-10
dated 12.12.2010 «Sanitation and epidemiological requirements for medical waste circulation»

as class B
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Operation and storage conditions
Temperature Atmosphere pressure Relative humidity
-18"C+50“C Standard atmospheric pressure RH<90%

Transportation conditions
Temperature Atmosphere pressure Relative humidity
-18°C+50°C Standard atmospheric pressure RH<90%

Data for technical service or repair
Not applicable

Guaranteed by the manufacturer values of main parameters (features) of medical device
Set is composed with one of the following system of connecting tubes

Parameters of system of connecting tubes

Ref# Pressure, mPa Dimensions
Tube length, mm +20 Tube diameter, mm=0.1
600155 2.4(350 psi) 1050
630050 2.4(350 psi) 500
631050 2.4(350 psi) 500 ®4.0
630100 2.4(350 psi) 1000
631100 2.4(350 psi) 1000
630250 2.4(350 psi) 2500
800101 2.4(350 psi) 50 C3.35
804100 2.4(350 psi) 1000 4.0
Protective caps specifications provided in the table below
Type Length, mm  Weight, g £0.1 Diameter, mm, +0.5
+0.5
female 18 0.5 9
male 145 0.5 <29.6
List of applica bk standards
regulatory purposes
1ISO 14971 Medical devices — Application of risk management to medical devices
ISO 11607-1  packaging for terminally sterilized medical devices — Part L

Requirements for materials, sterile barrier systems and packaging systems
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ISO 11607-2 Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes

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

Data on interaction with other medical devices

Set Compatible system
(manufacturer, RC # and date)
high pressme sterile set for the Ulrich GmbH & Co.KG

introduction of radiopaque substances RZN 2015/2800 from 10.05.2017
during angiographic studies, computer,

magnetic resonance imaging in

composition:

- system of connecting tube - 1item

- protective cap - 5 item

SYMBOLS/ DEFINITION
ABBREVIATIONS
A Attention

Do not reuse

LOT Lot no

sterileleo Sterilized with EO

Date of manufacture

m | Manufacturer
Expiry date
NOT MACEWTH NATURAL R_EEER LATEX Not made with Natural Rubber Latex
CE Conformity to requirements of Directive EC
NON-TOXIC
Non- toxic
NON-PYROGENIC Non- pyrogenic
DO NOT USE IF PACKAGE Do not use if package Is damaged
OPENED OR DAMAGED
STERILE Sterile

Manufacturing By:
Shenzhen Antmed Co.MLtd.
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KoHcynbckuii 0Ten MoconbcTea Poccuiickoii ®eaepauun

B KHP yaoctoeepsier NOANMHHOAb NPEACTOALLE NOANMCH
1 neuatn KoHcynbckoro AenaptameHta ML KHP

PervcrtpaunoHHbii Homep

{y> CUWLjuU~
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Kutaincknii KommteT cogencTBus pasBUTUIO BHELLHEN TOProsau

ManaTta menenyHapoaHOW TOproenn Knrtas
® N /Wrtamn: Kutainckuii KOMUTET COLENCTBIS PasBUTUIO
mMeXayHapoaHoi Toprosnu CCPIT/

CBBAOETENBLCTBO

/QR-kop/
Homep: 201100B0/020694

HacToawum CBWAETENbCTBYETCA MOA/IMHHOCTL  NeYaT  KOMMaHuu LLUEHB)XEHb
AHTME/L KO., NTA, KNTAN (SHENZHEN ANTMED CO., LTD.), npocTaBneHHoA
Ha npunaraemom JOKYMEHTE.

34ecb n fanee

/®parMeHT nevatn: KUTanckmin KOMUTET COAENCTBUSA PasBUTUIO
mexayHapogHoii Toprosnn (CCPIT), yaocToBepeHne Nog/IMHHOCTY,
creumanbHas neyarb 4N Y40CTOBEPEHUS KOMMEPYECKUX JOKYMEHTOB/

/TucHeHas nevatb: KMTaMCKNA KOMUTET COAENCTBNA Pa3BUTUIO MEX/YHAPOAHOM
Toproenn (CCPIT), yaoctoBepeHve NOAJIMHHOCTK, CneyunasbHasa neyatb 4
Y0CTOBEPEHNSI KOMMEPYECKUX AOKYMEHTOB/

Kntamckmii KOMUTET COAENCTBUA Pa3BUTUIO

BHELUHEeN TOProsaun

/MeyvaTb: KnTalicKnil KOMUTET COAENCTBMS Pa3BUTUIO MEX/YHapOAHOA
Toprosnun (CCPIT), yfocToBepeHve NOAMHHOCTY, CrieLyanbHas
neyatb 415 Y40CTOBEPEHUA KOMMEPYECKMX JOKYMEHTOB/

Moanuce ynonHOMOYEHHOTo nua; /nognunce/
o LlyinnsHe
Hata: 10 anpens 2020 r.

Beb-caifT 19 NPoBEpKM YAOCTOBEPEHMS NOA/MHHOCTL: httD://w\v.rzcepit.com/validate.html
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MNHCTpYKUMSA N0 aKcnyaTaumm

HanmeHoBaHWe MeANLNHCKOTO N3aenns:

Ha6opbl BbICOKOTO [aBNeHWs CTepW/bHble [1s BBeAEHWUS PEHTTeHOKOHTPACTHbIX BELECTB MNpw
MpoBeeHNN aHTorpadnyecKnx NCCnefoBaHmNi, KOMMbIOTEPHON, MAarHMTOPE30HAHCHO ToMorpadum

BapVIaHTbI NCNONHEHNA:

1. Ha6op BbICOKOr0 JaBNeHNS CTePUNbHbIV AN BBEEHWUA PEHTIEHOKOHTPACTHbIX BELLECTB Mpw
NPoBeeHNN aHT1OrpaMUecKnx UccnefoBaHnii, KOMNbIOTEPHOI, MarHUTOPE30HAHCHO TOMOrpadnm
B COCTaBe:

- CUCTEMa COeIMHUTENbHbIX MarucTpanei -1 wr.

- 3aLMTHBIA KOMMAYoK - 5 T

HasHaueHue: npegHasHayeHbl 414 BBEAEHUS PEHTITEHOKOHTPACTHbIX BELLECTB NPy MPOBeAeHNN
aHrunorpauyecknx nccnegoBaHunin, KOMNbIOTEPHON, MarHUTOPE30HAHCHO TOMOrpaguu.

Moka3zaHuA:

nokasaH Ansi NPUMMEHeHMA B 001acTV MeAuMUWHBLI ANS peHTreHorpagumn, SAEPHOr0 MarHUTHOrO
pe3oHaHCa, YNbTPa3BYKOBOW [AMArHOCTUKM W fleYeHUs, WUCMOMb3yeTCs BMECTE C WHXEKTOPHbIM
HaCcOCOM, MHXXEeKTOPOM BbICOKOI0 AaBNneHmnsa 418 BBeAeHUS XXMUAKOCTMU NN KOHTPACTHbIX BELLECTB.

OnucaHue:
WN3penve ctepunbHOe, annporeHHoe. Vicnonb3oBatb He 60/ee 24y.

MpoTMBOMNOKA3aHUSA:
3anpeLyeHo NPUMeHsATb NaLuMeHTam, UMELLMM anepriio Ha KOHTPACTHbIE BELLECTBa, CNnabble COCy/bl
1 60ne3HM cepaua.

lMpepocTepexeHuns:
1. Ncnonb3oBaTb He 60Mee 24 Yacos.
2. Wcnonb3oBaHve wu3fenus  [AOMKHO  COOTBETCTBOBATb TpPeb6OBaHMAM  COOTBETCTBYHOLLUX
3KCMNyaTaUMOHHbIX XapaKTepUCTUK MeANLNHCKON Cepbl U COOTBETCTBYHOLLMX HOPM, U AOMXKHO
MCNONb30BaTbCA TONILKO 06YUYEHHbIMW BpavyamMu v MeLuLMHCKUM NepcoHanoMm.
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WHCTpYKLMA Mo aKcnayaTauum;

KoHTpacTHbln  f
areHT |

LwnpuL,

3anopHbIii KnanaH

nauneHT

1) lNepen ncnonb3oBaHUeM ybeanTech, YTO YyNakOBKa He MOBPeX/JeHa. B NpOTMBHOM ciyyae He

NCNoNb3yinTe nsgenue.

OTKpONTe YyNaKoBKY W MPUCOEAMHUTE LINPUL, BbICOKOrO [aBNeHUs K KOHHEKTOpPY

BHYTpeHHeli pe3bboli (MypnypHas CTOPOHA) U NIOTHO 3aKPyTUTE ero, A

MpucoeanHNTe CTOPOHY C BHELIHeR pe3b60il MarucTpainm K CTOPOHe C BHYTPeHHei pesb ~

0[HOPAa30BOW MarmcTpanu nauuneHTa (CM. 2 Ha M306paxeHnKn), COeUHNTE CTOPOHY C BHELLUHEN

pe3bboii MarncTpanu nauuMeHTa K BHYTPUBEHHOMY KaTeTepy WM MHOM TpybKe.

NpUCoeaNHEHNA BCEX TPYOOK BCTaBbTE MY B EMKOCTb C KOHTPACTHbIM areHTOM.

MoaroToBbTEe WMHXEKTOPHYK TpyOKy v ybefmTecb, YTO HET OTBEPCTUM W MPOTeYeK, 3aTeM

[eiiCTBYNTE B COOTBETCTBMU C UHCTPYKLMER MO aKcnayaTauMyu UHXEKTOPHON CUCTEMBI.

Mocne OKOHYaHUA WUHbEKUWUW OTCOELMHUTE O4HOPa30BYH TPYOKY nNauMeHTa U 3aMeHuTe ee

HOBOI cnepys NyHKTaM 3 1 4, 3aTEM Bbl MOXETE BbIMOAHATb HOBYH MHbEKUMIO. 7

6) Mocne 3aBeplUeHUS VIH'beKLI,I/\IJI/I, packpyTute LlaCTb C BHYTpEHHeli pe3bboil CcUCTEMBI
COeAVMHUTENbHbIX MarucTpaneid MNPOTMB YacOBOW CTPENKW, BbIHbTE WINYy W3 EMKOCTU C

KOHTPaCTHbIM  areHToM W YTUAU3UPYIATe UX  Hagflexawum obpasom, COriacHo
COOTBETCTBYHLLMM NpaBuiaM MeLULUHCKOTO YUpeXxaeHus.

N

2)
3)
Mocne
4)

5)

Cpok rogHocTH
3roga

MapaHTUiiHbIe 06A3aTeNbCTBA

Ha Tepputopun Poccuiickoii ®egepaymmn Ans nonyyeHns nHGopmMaymm o rapaHTURHbBIX
06513aTeNbCTBAX 06pallaiiTech K Y NOSTHOMOYEHHOMY MPeACTaBUTENt0 MPOU3BOAUTENS.

YTunmnsauusa

Habopbl BbICOKOTO aBNeHUN CTEPU/bHbIE 4151 BBEAEHUS PEHTTEHOKOHTPACTHbIX BELLECTB Mpu
NPOBELEHNN aHTMoTrpaMyecKnX nccnefoBaHii, KOMNbIOTEPHO, MarHUTOPE30HAHCHOU TOMOTrpadun
npegHasHa4eHbl 415 0AHOPa30BOro MCMO/b30BaHUS U AO/MKHbI 6bITb YTUIN3MPOBaHbLI NOCNE KaXA0r0

"*A"cneunNeH” Tpeb6oBaHue ans Poccuiickoii depepaumn: M3genne peKoMeHayeTcs yTUAN3NpoBaTh
B COOTBETCTBMM C NpaBunaMn, yTeepxaeHHbimu “CanluH 2,1.7.2790-10 (CaHuTapHo-
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aNNAEMUONOrnYecKne TpeboBaHMS K 06paLLeHNI0 C MeULMHCKUMK O0TX0AamMK) Ans Knacca «b»
(3NMAEMMONOrNYECKN onacHble 0TX0Abl).

TemnepaTtypa OTHOCUTENbHAA BIAXXHOCTb ATMmOCepHoe gaBeHune
-18"C +50“C <90% H/M

YcnoBusi TPaHCNOPTUPOBKM
Habopbl BbICOKOr0 [JaBfeHWs CTepu/bHble ANS BBELEHUS PEHTTeHOKOHTPACTHbIX BELEeCTB Mpw
MPOBEAEHUN aHTMOTpaUUYecKUX UCCNef0BaHNA, KOMMbIOTEPHON, MarHUTOPE30HAHCHOW ToMOrpadum

TPaHCMOPTMPYIOTCA BCEMU BMAAMM TpaHCMopTa B COOTBETCTBMM C MpaBMIamMyu TPaHCMOPTUPOBAHUS,
AeCTBYIOLMMMN ANS AAHHOTO BMAa TpaHcnopTa

TemnepaTypa OTHOCUTENbHAsA BNaXKHOCTb ATmoctepHoe AaBieHne
-18"MC +50°C <90% H/M

[aHHble 41A TeEXHUYECKOro 06CyXXUBaHUA UIN PEMOHTA
He npumeHumo

MapaHTMpOBaHHbIE MPON3BOANTENEM 3HAUYEHUS OCHOBHbIX MapamMeTpPoB, XapaKTePUCTUK
(cBOMCTB) MEeANLMHCKOIO N3aenus.

B Ha6op MOXET BXOANTb OAHa U3 cnegyrounx CUCTeM COeaUHUTENbHBIX MaFMCTpaHEM.

Kat.Ne JasneHue, MMMa Pasmepsl
OnunHa, mm, £20 Onametp, mm, £0.1

600155 2.4(350 psi) 1050

630050 2.4(350 psi) 500

631050 2.4(350 psi) 500 4.0
630100 2.4(350 psi) 1000

631100 2.4(350 psi) 1000

630250 2.4(350 psi) 2500

800101 2.4(350 psi) 50 3.35
804100 2.4(350 psi) 1000 4.0

MapamMeTpbl 3alLMTHOrO Ko/nayka npeacTtaBfeHbl B TaGNLLE HUXE

Tun OnunHa, mm, £0.5 Bec, 1, 0.1 Onametp, mm, £0.5
C BHyTpeHHein 18 0.5 9

pe3b6oii

C BHelLHe 14.5 0.5 9.6

pe3b00ol

MepeyeHb NPUMEHSIEMbIX CTaHAAPTOB

ISO 13485 N3penusa megnumHckmne. CUCTeMbl MeHeIXKMeHTA KayecTsa. TpeboBaHua ans
Lieneli perynmpoBaHus

ISO 14971 N3genusa meguunHckme. NpuMeHeHe MeHEIXXMEHTA pUCKa K MeAULUHCKUM
n3genunsam

ISO 11607-1 Ynakoeka AN MefULUMHCKUX  W3Lenunid, noanexawimx  QUHULLHOM
cTtepunmsaymun. Yacte 1. TpeboBaHMA K matepuanam, 6apbepHbIM cUCTEMaM
4ns cTepunnsanmm 1 ynakoBoYHbIM cucTemam
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1SO 11607-2

1SO 15223-1

YnakoBka Ans  MeLULMHCKUX  U3AeNni,
cTepunmsaummn. Yactb 2. TpeboBaHus K
(hopMupoBaHUs, repMmeTnsaLnum n c6opku
N3penna megmumHckme. CUMBOSbI, NMPUMEHSeMble NPU MapKMpPOBaHUWU Ha
MEeANLMNHCKNX U3AeNnax, aSTUKeTKax U B CONPOBOAUTENbHON [OKYMEHTaLNUN.

NnoAnexalyux
BafMaaLmm

(MHMLWHON
npoueccos

YacTb 1. OCHOBHble TpeboBaHMS

CeefieHUsi 0 B3aUMOeNCTBUMN C APYTUMU MEAULUHCKUMM U30eNNAMMI

Hatop

Habop BbICOKOTO AaBMEHUS CTEPUNbHbIN ANs

BBEAEHNA PEHTIEHOKOHTPACTHbIX BELWLECTB MPU

CoBMecTUMaAs MHXeKTopHas
cucTtema

(nponsBoANTENb, HOMEP U JaTa
perncTpaLnoHHOro yAoCTOBEPEHUSA)
Ulrich GmbH & Co.KG

P3H 2015/2800 ot 10.05.2017 .

MPOBEAEHN aHT MOTpathmyecKnx UccnesoBaHuin,

KOMMbHOTEPHOM, MarHUTOPE30HAHCHOIA
TOMOrpacm B COCTaBe:

ecuCTEMa COeAUHNTENbHbIX MaFMCTpaﬂeVI - 1w

*3aLLUMTHBIA KONMNAYOK - 5 LT

CMMBONbI, NCNONIb3YeMble Ha YyNaKoBKe
CMBON

A

A LOT

LU STERILE [EO

1 c3
LLI A

N\

NOTMADE WITH NATURAL RUBBER 1ATEX

CE

NON-TOXIC
NON-PYROGENIC
DONOT USE IF PACKAGE OPENED
OR DAMAGED
STERILE

MNpownsBoguTens
LLeHeHs AHTMeq Ko., nTa., KuTaii
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PACWLMNO®POBKA

OcTopoxHo! Ob6paTtnTech K MHCTPYKLUN NO

NPUMEHEHNIO

3anpeTt Ha NOBTOPHOE NMPUMEHEHMWE
Homep napTtum (cepum)

CTepnnn3oBaHo 3TUIEHKOCUAOM

Jarta n3rotoeneHus

MpounssognTenb

Vcnonb3oBaTb A0

M3roTtoBneHo 6e3 MCNonb30BaHUS
HaTypa/ibHOro Kay4yKOoOBOTIO /laTeEKCa

CooTtBeTcTBMe TpeboBaHMAM [AMPEKTUBbI
EC
He ToKcuyHo
ANUPOreHHo
He ncnonb3oBatb Npy NOBEpPEXLeHUM
ynakoBKu
CtepunbHo



Shenzhen Antmed Co., Ltd., 18 Jinhui Ave., Pingshan New District 518122 Shenzhen PEOPLE’S
- REPUBLIC OF CHINA.

Tel: +86-755-86060992 Fox: +86-755-86060991
1 http://www.antmed.com E-mail: info@antmed.com

YnoanoModennLii NpeNcTABATESbL NPOWIBOANTENS HA TeppuTOpHN Pd:
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YpocTosepeHue nogmHHocT Ne 200069947-005

HacToswWwmm CcBUAETENbCTBYETCA MOAJIMHHOCTL NpeacTosweit neyatm Kutalickoro KomuteTa
COAENCTBUA pPasBUTUIO MexXAyHapogHoi Toprosnm (CCPIT) pans yaocToBepeHUs MOANMHHOCTY
KOMMEepYeCKNX JOKYMEHTOB 1 nognucy ynonHomodeHHoro nuua (J110 LlyiinsHb), NpocTaBneHHbIX Ha
NPUBEAEHHOM BbILLLE JOKYMEHTE.

MWHUCTEPCTBO MHOCTPaHHbIX aen Kutaiickoin HapogHoi Pecny6nnku
CekpeTapb KOHCY/NbLCKOro genapTaMeHTa
MAaTHaguaToro anpens 4ee TbiCAYM ABAALATOrO roja /Moanuce/

/WTpnx-kog: 00468674/

/Meyatb: KOHCYNbCKNIA genapTaMeHT MUHMUCTePCTBA MHOCTPaHHbIX gen KHP/

MepeBoA BbINONHUA NMEPEBOAUMNK
Naepos Hukonaii Hukonaesmny
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Poccuiickas depepayus
Mopos MockBa

A Mnn [eBATHagUaTOro Mas AABe ThiCAYM ABAALATOrO roga

Moanuchk caenaHa B MOeM NPUCYTCTBUMN.
JInyHoCTb NognNMcaBLIEero AOKYMeHT YCTaHOB/IEHA.

3aperucTtpupoBaHo B peectpe: Ne 21/86-H/77-2020- [y - /j g
ANCcraH™ocyaapCTBEHHOM MOWAUHBI (MO 00 Kon
ANMATRAYeWw ™ oka™aHne vpTTvr . ’ )

epa: 300 py6. 00 kon.

OLLeHKOBA

NPOLWHYPOBaHO, NPOHYMepoBaHO
N CKpenseHo nedvatbto 17 (ce

E.E. MNpokoweHKoBa
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