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1. Name of the medical device

Syringes for injection systems of contrast agents Bolusmed® in kits
L Versions:

1. Kit CT-200-MV, consisting of:
Syringe, volume 200 ml (model 42.16.10000)—1 pc.
Connecting tube (model 42.02.90001) - 1pc.

J-tube (model 42.18.10000) - 1pc.
2. Kit CT-200/200-MV, consisting of

- Syringe, volume 200 ml (model 42.16.10001) - 2 pcs.
Y-type Connecting tube (model 42.02.90003) - 1pc.
J-tube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) - 2 pcs.
3. Kit CT-200-MS, consisting of
Syringe, volume 200 ml (model 42.16.10002) —1 pc.
Connecting tube (model 42.02.90001) - 1pc.
J-tube (model 42.18.10000) - 1 pc.
Excess contrast collection tube (42.18.40001) - 1 pc.
- Ventilated spike (model 42.18.20001) - 1 pc.
4. Kit CT-200/200-MS, consisting of
Syringe, volume 200 ml (model 42.16.10002) - 2 pcs.
T-type Connecting tube (model 42.02.90065) - 1pc.
J-tube (model 42.18.10000) - 2 pcs.
Excess contrast collection tube (42.18.40001) —2 pcs.
- Ventilated spike (model 42.18.20001)- 2 pcs.
5. Kit DSA-150-M, consisting of
Syringe, volume 150 ml (model 42.16.10004) - 1pc.
J-tube (model 42.18.10000) - 1pc.
6. Kit DSA-200-M, consisting of
- Syringe, volume 200 ml (model 42.16.10005) - 1 pc.
J-tube (model 42.18.10000) - 1pc.
7. Kit DSA-130-M, consisting of
Syringe, volume 130 ml (model 42.16.10007)—1 pc.
J-tube (model 42.18.10000) - 1 pc.
8. Kit MRI-65/65-M, consisting of
Syringe, volume 65 ml (model 42.16.10069) —2 pcs.
Y-type Connecting tube (model 42.02.90004) —1 pc.
J-tube (model 42.18.10000) - 2 pcs.

Ventilated spike (model 42.18.20001) - 2 pcs.
9. Kit MRI-115/115-M, consisting of

Syringe, volume 115 ml (model 42.16.10018) —2 pcs.
Y -type Connecting tube (model 42.02.90004) —1 pc.

Instruction for use for the medical device
Syringes for injection systems of contrast agents Bolusraed® in kits Page 2 of 25

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



10.

11.

12.

13.

14.

15.

16.

17.

18.

- J-tube (model 42.18.10000) - 2 pcs.
- Ventilated spike (model 42.18.20001) - 2 pcs.
Kit MRI-65/115-M, consisting of:
- Syringe, volume 65 ml (model 42.16.10069) - 1pc.
- Syringe, volume 115 ml (model 42.16.10018)- 1pc.
- Y-type Connecting tube (model 42.02.90002) - 1pc.
- J-tube (model 42.18.10000) ~ 2 pcs.
Ventilated spike (model 42.18.20001) - 1pc.
- Ventilated spike (model 42.18.20000) - 1 pc.
Kit CT-190-M, consisting of:
Syringe, volume 190 ml (model 42.16.10011) - 1pc.
Connecting tube (model 42.02.90001) - 1pc.
J-tube (model 42.18.10000) - 1pc.
Kit cr-190/190-M, consisting of:

Syringe, volume 190 ml (model 42.16.10011) ~ 2 pcs.

- Y-type Connecting tube (model 42.02.90003) - 1pc.
J-tube (mode) 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) - 2 pcs.
Kit DSA-150-M7, consisting of:
Syringe, volume 150 ml (model 42.16.10016) 1pc.
- J-tube (model 42.18.10000) - 1pc.
Kit CT-200/200-MS12, consisting of;

Syringe, volume 200 ml (model 42.16.10002) 2 pcs.

Y-type Connecting tube (model 42.02.90119) } pc.
Connecting tube (model 42.02.90120) —2 pcs.

Excess contrast collection tube (42.18.40001) - 1pc.
Kit CT-200/200-MS24, consisting of:

Syringe, volume 200 ml (model 42.16.10002) -2 pcs.

T-lype Connecting tube (model 42.02.90065) - 1 pc.
- Y-type Connecting tube (model 42.02.90115) - 1pc.
- Excess contrast collection tube (42.18.40001) - 1pc.
Kit CT-200-LF, consisting of;

Syringe, volume 200 ml (model 42.16.20000) - 1 pc.

Connecting tube (model 42.02.90001) —1 pc.

- J-tube (model 42.18.10000) - 1pc.
Kit CT-200/200-LF, consisting of:

Syringe, volume 2,00 ml (model 42.16.20000) —2 pcs.

- Y-type Connecting tube (model 42.02.90000) - 1pc.

- J-tube (model 42.18.10000) - 2 pcs.

- Ventilated spike (model 42.18.20001) - 2 pcs.

Kit DSA-150-LF6, consisting of:

- S30inge, volume 150 ml (model 42.16.20002) - 1 pc.
J-tube (model 42.18.10000) - 1pc.
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Kit DSA-150-LF, consisting of:
" Syringe, volume 150 rnl (model 42.16.20003) - 1pc.
- Connecting tube (model 42.02.90001) - 1pc.
- J-tube (model 42.18.10000) - 1pc.
Kit MR1-60-LF, consisting of:
- Syringe, volume 60 ml (model 42.16.20005)- 1pc.
- Connecting tube (model 42.02.90001) - 1pc.
- J-tube (model 42.18.10000)-1 pc.
Kit MRJ-60/60-LF, consistmg of:
- Syringe, volume 60 ml (model 42.16.20005) - 2 pcs.
Y-type Connecting tube (model 42.02.90002) —1 pc.
- J-tube (model 42.18.10000) - 2 pcs.
- Ventilated spike (model 42.18.20001) - 1 pc.
- Ventilated spike (model 42.18.20000) - 1 pc.
Kit CT-1I0OO-NE, consisting of:
- Syringe, volume 100 ml (model 42.16.30000) - 1 pc.
- Connecting tube (model 42.02.90001) - 1pc.
J-tube (model 42.18.10000) - 1 pc.
- Ventilated spike (model 42.18.20001) - 1pc.
Kit CT-100/I00-NE, consisting of:

Syringe, volume 100 ml (model 42.16.30000) —2 pcs.

Y -type Coimecting tube (model 42.02.90003) —1 pc.
J-lube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) - 2 pcs.

Kit CT-2C0-NE, consistmg of;

- Syringe, volume 200 ml (model 42.16.30002) - 1 pc.
Connecting tube (model 42.02.90001) —1pc.

- J-tube (model 42.18.10000) - 1pc.

Ventilated spike (model 42.18.20001) —1 pc.
Kit CT-200/200-NE, consisting of:

Syringe, volume 200 ml (model 42.16.30002) -2 pcs.

Y-type Connecting tube (model 42.02.90003) - 1pc.
- J-tube (model 42.18.10000) - 2 pcs.
- Ventilated spike (model 42.18.20001) - 2 pcs.
Kit DSA-120-NE, consisting of:
- Syringe, volume 120 ml (model 42.16.30005) - 1pc.
- J-tube (model 42.18.10000)- 1pc.
Kit MRJ-50-NE, consisting of:
Syringe, volume 50 ml (model 42.16.30006) - 1 pc.
Coimecting tube (model 42.02.90001) - 1pc.
J-tube (model 42.18.10000) - 1 pc.
Kit MRI1-50/50-NE, consisting of:
- Syringe, volume 50 ml (model 42.16.30006) - 2 pcs.
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- Y-type Connecting tube (model 42.02.90004) - 1pc.

- J-tube (model 42.18.10000) - 2 pcs.
- Ventilated spike (model 42.18.20001) - 2 pcs.
Kit CT-100/200-NE, consisting of;
Syringe, volume 100 ml (model 42.16.30000) —1 pc.
- Syringe, volume 200 ml (model 42.16.30002) - 1pc.
Y-type Connecting tube (model 42.02.90003) —1 pc.
J-tube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) —2 pcs.
Kit CT-50/200-NE, consisting of:
Syringe, volume 50 ml (model 42.16.30006) - 1pc.
Syringe, volume 200 ml (model 42.16.30002) - 1pc.
- Y-type Connecting tube (model 42.02.90004) - 1 pc.
J-tube (model 42.18.10000) - 2 pcs.
- Ventilated spike (model 42.18.20001) - 2 pcs.
Kit CT-50/100-NE, consisting of:
Syringe, volume 50 ml (model 42.16.30006) —1 pc.
Syringe, volume 100 ml (model 42.16.30000)—1 pc.
Y-type Connecting tube (model 42.02.90004) -- 1 pc.
- J-tube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) —2 pcs.
Kit CT-200-MED, consisting of:
Syringe, volume 200 ml (model 42.16.40000) - 1pc.
Connecting tube (model 42.02.90001) - 1pc.
- J-mbe (model 42.18.10000) - 1 pc.
Kit CT-200/200-MED, consisting of:

Syringe, volume 200 ml (model 42.16.40000) - 2 pcs.

- Y-type Connecting tube (model 42.02.90116) - 1pc.
- J-tube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) —2 pcs.
Kit MRI-65-MED, consisting of:
Syringe, volume 65 ml (model 42.16.40002) - 1 pc.
- Cormecting tube (model 42.02.90001) - 1pc.
- J-tube (model 42.18.10000) - 1 pc.
Kit MR1-65/65-MED, consisting of;
Syringe, volume 65 ml (model 42.16.40002) —2 pcs.
Y -type Connecting tube (model 42.02.90002) - 1 pc.
- J-tube (model 42.18.10000) - 2 pcs.

& Ventilated spike (model 42.18.20001) - 2 pcs.
Kit MR1-65/200-MED, consisting of:

Syringe, volume 65 ml (model 42.16.40002) - 1pc.
- Syringe, volume 200 ml (model 42.16.40000) - 1pc.
Y -type Connecting tube (model 42.02.90002) - 1 pc.
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J"tube (model 42.18.10000) - 2 pcs.
Ventilated spike (model 42.18.20001) - 2 pcs.

Il. Instruction for use.

Hereinafter referred to as Syringes, Syringes for systems, Syringes in Kits, Syringe kits, Device, Medical
device, Tubes.

2. Information about the developer and manufacturer of the medical device, the authorized
representative of the majiufncturer

Developer
sew Medicath Ltd
No. 4 BftOlong 6th Road, Baolong Industrial Town, Longgang District, 518116 Shenzhen,

Guangdong, People’s Republic of China
Tel: (86)755-89312160 89312258
Email: info@scw-medicath.com

Manufacturer

sew Medicath Ltd
No. 4 Baolong 6th Road, Baolong Industrial Town, Longgang District, 518116 Shenzhen,

Guangdong, People’s Republic of China
Tel: (86)755-89312160 89312258

Email: info@scw-medicath.com

Authorized representative of the manufacturer (producer)

Bolusmed Limited Liability Company (Bolusmed LLC)

Legal address: 7 lvan Fomin Street, building 3, apt. 37,194295, St. Petersburg, Russia,
Tel; +7 (812) 703-50-98;

Email: info@bolusmed.ru

3. Purpose of the medical device, potential consumers

Purpose of the medical device:

The syringes w Kkits are intended for the intravascular administration of a radiopaque agent and saline
using an injector for obtaining diagnostic images in angiography, computed tomography and magnetic
resonance imaging.

Scope:

Angiography, computed tomo{p‘aphy and magnetic resonance imaging.

Potential consumers ofthe medical device:

Syringes in kits for automatic injectors for angiography, computed tomography and magnetic resonance
imaging are recommended for the following consumers, doctors of tne relevant specialty (endovascular
surgeons, radiologists, etc.).

4. Indications, contraindications, precautions, side effects
Indications:

The devices are indicated for use with injectors (devices for intravenous administration of
radiopaque agents) for the delivery of radiopaque agent before the following procedures for the diagnosis
ofvarious diseases:

Computed tomography (CT),

Angiography,

Magnetic resonance imaging (MRI).
Contraindications: none.

Precautions:
Read the instructions before use.

Medical Device Instruction for Use
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/. Do not use ifpackaging, or device is damaged.
The device should be used by qualified personnel.
Do not use the device if the packaging is damaged or has been previously opened. Do not use the

device if it is crushed, cracked, cut or otherwise damaged.

For single use only. Do not reuse, process or sterilize. Reuse, reprocessing or re-sterilization may
compromise the structural integrity of the device and/or lead to device failure, which in turn may
result in patient injury, illness or death. Reuse, rg”*rocessing, or re-stcrilization may also create a
risk of contamination of the device and/or result in patient contamination or cross-contamination,
including, but not limited to, transmission of infectious diseases from one patient to another.
Contamination of the device may result in patient injury, illness or death.

Use aseptic technique only.

Attach the device securely. Improper attachment of the device may lead to the syringe dislocation
or damage during filling or injection.

Ensure a reliable coimeciion of the syringe with the tube. It is recommended to use only Luer-
lock connections with the tube. If possible, air should be released during the procedure.

Insertion of the de™ice with resistance, its screwing in and/or pulling out with force is not allowed.
The cause of the resistance should be found.

The position of the tube should be adjusted in case of insufficient flow.

Replacement of accessories with other devices is not allowed.

Do not use the device in case of venous sclerosis leading to pneumothorax or clotting disorder.

Do not use the device while taking anticoagulant therapy.

Side effects: no side effects have been identified.

5. Application procedure

1. The device is sterilized with ethylene oxide. The primary sterile (consumer) packaging should be
inspected to ensure there is no damage before unpacking. Do not use the device if its primary
sterile (consumer) packaging is damaged. The devices should be used by qualified personnel.

2. Open the packaging using the opening mark “Open here” as a reference and extract the device.

3. Place it in the appropriate instrument (see Table 2), tighten the tube for filling with the drug,
draw up the necessary substance for angiography and connect the tube, then the device is ready
for use.

Pay attention to tlie maximum fluid pressure before use and do not exceed the pressure range.
Overpressure will result in device rupture and failure to function.

Puncture the stopper of the vial with the solution with a ventilated spike.

Remove J-tube. The curved end should be tightly connected to the syringe and the other end
should be placed in the vial. Collect the drug after pumping out the air.

Remove the tube, connect tighbly one end on the Luer-lock side of the syringe, and connect the
other end on tlie male side of the Luer-lock connector (M (male) connector) to the patient's
cannula, tighten and pump out the air. The device is ready for use.

Notes:
1. Check the individual packaging of the device for damage, and then carefully check the device in

the packaging. If the packaging or the device is damaged, the use of the device is strictly
prohibited, it should be disposed of

2. Read the specifications of the device before use. Select a device that meets the technical
specifications.

3. Pay attention to the expiration date of the device. The device should be used within the
expiration date. | he use of an expired device is prohibited.

. This device is intended for single use only. The device should be disposed of after use.
5. This device should be used by qualified personnel. Please read this manual before use.
6. The recommended time for using the kits is no more than 60 minutes per 1 patient.

6. List of international regulatory documents/standards applicable to the medical device

Directive 93/42/EEC as amended by 2007/47/EC. 1SO 80369-1, 1SO 80369-7, 1ISO 10993-1, I1SO
109934 1SO 10993-5, ISO 10993-7, 1SO LL993-10, ISO 10993-11, ISO 10993-12, I1SO 11737-1, ISO
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/1 1737-2 1SO 1U35,IS0 11607-1, 1ISO 11607-2, ISO 11607-1, 1SO 14644-1, 1SO 14644-2, ISO 14698-
" 1, 1ISO 14698-2, 1SO 14971, ISO 15223-1, EN 556-1, EN 1041, EN 62366-1, 1ISO 7886-1, 1SO 7886-2,
EN 15986, EN 13868
ote: The latest edition of the standards should be used: the organization maintains and updates the
list of reference standards as a record of its own management system in accordance with ISO 13485.

7. Description of the medical device

Syringes for injection systems of contrast agents in kits consist of one or more syringes, and
may also include tubes, J-tubes, excess contrast collection tubes, ventilated spikes.

The design of the syringes may have a flask, a sealing ring, a piston, a protective cap, a closing
connector, a retaining ring (circle), and a plunger.

The syringes are provided in 10 versions with diffent volume (nominal capacity): 50 ml, 60 ml,
65 ml, 100 ml, 115 ml, 120 ml, 130 ml, 150 ml, 190 mi, and 200 ml.

Material of syringe bottle - PC (polycarbonate) or PP (polypropylene).

The syringe is easily connected to the injector. See item 8, Table 2 for compatible injectors.

A vendlated spike - a piercing device - is designed to pierce the stopper of a vial with a contrast
agent (solution).

The J-tube is necessary for drawing up of a contrast agent (solution).

The excess contrast collection tube prevents the contact of excess contrast agent (solution) with

the patient.
The tubes are provided in 3 versions; connecting tubes (straight), Y-type connectirg tubes, T-

type connecting tubes.

The design of the connecting tubes may have a straight and/or spiral tube, M (male) connector
(Luer-lock type), F (female) connector (Luer-lock type), protective cap (Luer-lock type), and threaded
cap (Luer-lock type). The tubes may be desigried with a container, a spike: the main part, a sealed cover
(cap), a protective cover, a Y-connector. a clip. In addition, there are designs of connecting tubes both
without a vaKe and with 1 or 2 valves.

Y-type connecting tube (modf 142.02.90115) has a radiopaque band, which allows to distinguish
the device in x-rays.

Material of connecting tubes - PVC (polyvinyl chloride).

Characteristics of connecting tubes are provided in Table 1

The designs ofthe devices are shown in drawings 1-25.

Table 1. Characteristics of connecting tubes.
Internal tube diameter,

Tube model mm Tube length, mm
42.02.90001 1.6%0.1 1500
42.02.90120 2.8x0.1 1000
42.02.90065 1.8+0.1 1500
150
42.02.90000 1.8+0.1 1500
100
250
42.02.90002 1.8+0.1 2250
80
150
42.02.90003 1.8+0.1 1500
100
250
42.02.90004 18+0.1 2250
80
150
42.02.90115 1.8+0.1 2000
3.0£01 175
76
1000
42.02.90116 1.840.1 1800
180
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320
"702.90119 1.8+C.I 50

100
250
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Drawing 13. Syringe (model 42.16.20000)

© ®
®

XU
1

©

1- Protective cap; 2- Closing connector; 3 - Retaining ring (circle); 4 - Cylinder; 5- Sealing ring;
6 ~ Piston

Drawing 14. Syringe (model 42.16.20002)

® ®

Vi

1- Proiective cap; 2- Closing connector; 3 - Cylinder; 4 - Sealmg ring; 5 - Piston

Drawing 15. Syringe (model 42.16.20003)

©
©

1- Protective cap; 2 - Closing connector; 3 - Cylinder; 4 - Sealing ring; 5- Piston
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Drawing 16. Syringe (model 42.16.20005)

Drawing 17. Syringes (models 42.16.30000, 42.16.30002)

Drawing 18. Syringe (model 42.16.30005)

1 - Protective cap; 2 - Closing connector; 3 - Cylinder; 4 - Sealing ring; 5- Piston

Drawing 19. Syringe (model 42.16.30006)
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Drawing 20. Syringe (model 42.16.40000)

© ©

1- Cylinder; 2 - Sealing ring; 3 - Piston; 4 - Protective cap

Drawing 21. Syringe (model 42.16.40002)

© ® D

D D » » ”gt
i ilm liml mliiiilu ml mill iltniImViV ﬁ!“
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1- Cylinder; 2 - Sealing ring; 3 - Piston; 4 - Protective cap

Drawing 22. Ventilated spike (model 42.18.20000)

d)
w - K3

)]

Drawing 23. Ventilated spike (model 42.18.20001)
1- Protective cap; 2 - Main part; 3 - Sealed lid (cap); 4 - Protective cover

1- Protective cap; 2 - Main part; 3- Sealed lid (cap); 4 - Protective cover
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8. Specifications

8.1 Performance data

The conical tip of the syringe should comply with ISO 594-1 and should be interlocked as indicated
in ISO 80369-7.The diameter of the tip lumen should be at least 1.2 mm.

There should be no water leakage through the piston seal(s) nor shall there be any air leakage
through the piston seal(s) and no drop in pressure gauge reading (ns indicated in ISO 7886-1) shall be
observed when tested for water and air tightness of the piston.

The length of the cylinder should be sufficient to ensure that the total capacity of the syringe is at
least 10 % greater dian the nominal capacity.

The depressor is designed not to interfere with the installation of the syringe into the injector drive
mechanism designed to receive the flat depressor and the operation of the built-in syringe detection sensor.

The components of the syringe are designed in such a way that easy full withdrawal of the piston
from the cylinder is impossible, the piston cannot move under its own weight and the weight of water,
and there is no leakage of water through the piston seal.

The volume of fluid contained in the cylinder and the tip witli the piston fiimly back is not more
than 0.20 ml.

The flow characteristics should comply with the requirements of ISO 7886-2

Syringe compliance: the maximum volume of fluid displaced should comply with ISO 7886-2.

Piston displacement forces: the maximum force (including any deflection) required to initiate
piston movement, the maximum displacement support force, and the maximum allowable deviation of the
displacement support force should comply with ISO 7886-2.

ITie surface of the conncctirig tubes should be smooth without foreign matter, defects, fractures, air
bubbles.

Static tensile strength should at least 15 N for 15s.

Medical devices should be sealed, without air or fluid leaks. Sterility should be maintained.

Ventilated spiltes - piercing devices - should be suitable for piercing. Permeability should be
ensured after piercing. The maximum outer diameter of the ventilated spike should be not more than 6.5
mm.

The check valves (in M (Male) connector with Luer-lock type valve, F (Female) connector with
Luer-lock type valve, T-shaped connector with a valve) are manufactured under conditions that minimize
the possibilitv of particle contamination.

‘fhe check valve should be able to withstand a backflow pressure of 200 kPa.

The check valve should close and open at a return flow pressure of 2 kPa or less.

Protective Luer-lock type caps cover the corresponding surfaces of the check valve to prevent
environmental contamination, puncture injuiy and packaging damage. Protective Luer-lock type caps

should be secure but easily removable.
The clip shall ensure regulation of the fluid flow from complete stop to Jet outflow.

8.2 Compatible injectors, applied pressure

Table 2. Maximum fluid pre.ssure used for fhe medical device ~Syringes for injection systems of
contrast agents Bolusmed® in kits” and its compatibility with injectors (devices for intravenous
administration of radiopaqg ue agents"

Maximum
Model of the pres.*iure
i i : . the ible ini
Medical Device Syringe The maximum ( Recommeoded compatible injector
Syringes for volume rate of contrast pressure at (device for intravenous administration
injection Syringe . o which the of radiopaque agents)/Manufacturer/
systems of model (working agen_t Injection tube marketing autburization number and
volume), (maximum flow . date
contrast agents rate), mlls connections
Bolusmed® in ml ' remain
kits tight),
Psi/kPa
CT-200-MV 42.16.10000 20C 10 355/2448 Devices for intravenous
administration of radiopaque
Medical Device Instraction for Use
Syringes for injection systems of contrast agents Bolusmed® in kits Page 19 of 25
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CT-200-MS

CT-200/200-
MS

CT-200/200-
MSI2

CT-200/200-
MS24

DSA-150-M
DSA-200-M
DSA-130-M

MR1-65/65-M

MRI1-nS/ilS-
M

MLU-65/115-M

CT-190-M

CT-190/190-M

DSA-150-M7

CT-200-LF

42.16 10002

42.16.10002

42.16.10002

4246.10002

42.16.1000™
42.16.10005

42.16.10007

42.16.10069

42.16.;,C018

42.16.10069
42.16.10018

42.16.10011

42.16.10011

42.16.10016

42.16.20000

200

200/200

200/200

200/200

150
200

130

65/65

115/115

65/115

190

190/190

150

200

Medical Device Inftruction for Use

Syringes for injection systems of contrast agents Bolusmed® in kits
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10

40
40

40

10

10

10

10

10

40

10

400/2758

400/2758

400/2758

400/2758

1200/8274
1200/8274

1200/8274

355/2448

355/2448

355/2448

300/2068

300/2068

1200/8274

400/2758

Medrad Incorporated, USA/FS No.
2004/441 dated 05/21/2004**;
MEDRAD Stellant CT Injection
System in versions: MEDRAD
Stellant Sx/Bayer Medical Care Inc.,
USA/No. P3H 2014/1499 dated
07/10/2017**, No, P3H 2014/1499
dated 08/09/2023;
MEDRAD Stellant CT Injection
System in versions: MEDRAD
Stellant D/Bayer Medical Care Inc.,
USA/No. P3H 2014/1499 dated
07/10/2017**, No. P3H 2014/1499
dated 08/09/2023;
MEDRAD Stellant CT Injection
System in versions; MEDRAD
Stellant DualFlow/Bayer Medical
Care Inc., USA/No. P3H 2014/1499
dated 07/10/2017**, No. P3H
2014/1499 dated 08/09/2023;
MEDRAD Stellant CT Injection
System in versions: MEDRAD
Stellant D with Certegra workstation
/Bayer Medical Cea Inc., USA/No.
P3H 2014/1499 dated 07/10/2017,
No. P3H 2014/1499 dated
08/09/2023
Devices for intravenous
administration of radiopaque
substances, model Mark V ProVis/
Medrad Incorporated, USA/FS No.
2004/441 dated 05/21/2004**
Device.s for intravenous
administration of radiopaque
substances, model SPECTRIS MR/
Ba}'er Medical Care Inc., USA/FS
No. 2004/441 dated 05/21/2004**;
Device for intravenous
administration of inagnetic contrast
substances MEDRAD Spectris
Solaris EP/Bayer Medical Care Inc.,
USA/No. P3H 2015/3472 dated
10/26/2022
MEDRAD Salient injection system
with accessories, \ersion: single-
capacity contrast injector/Imaxeon
PTY Ltd, Avsvalla/l4o. ¢C3
2012/12881 dated 28.01.2021;
MEDRAD Salient injection system
with accessories, version: double-
capacity contrast injector/Imaxeon
PTY Ltd., Australia/No. ®C3
2012/12881 dated 01/28/2021.
MEDRAD Mark 7 Arterion injection
system for the injection of contrast
agents and washing solutions, with
accessories/Bayer Medical Care Inc.,
USAT4o. P3H 2018/7190 dated
05/23/2018
Automatic injectors for contrast
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agent injection, version CT 9000
ADV, with accessories/Liebel-
Flarsheim Company LLC, USA/No.
$C3 2012/13277 dated 05/13/2022;
Automatic injectors for contrast
agent injection, Optivantage DH
version, with accessories/Liebel-
Flarsheim Company LLC, USA/
No. ®C3 2012/13277 dated
_ 05/13/2022.
Automatic injectors for contrast
agent injection, Illumena version,
with accessories/Liebel-Flarsheim
Company LLC, USA/No. ©C3
2012/13277 dated 05/13/2022.
Automatic injectors for contrast
agent injection, Optistat version,
with accessories/Liebel-Flarsheim
Company LLC, USA/No. ®C3
2012/13277 dated 05/13/2022;
Automatic injectors for contrast
agent injection, Optistat LE version,
with accessories/Liebel-Flarsheim
Company LLC, USA/No. ®C3
2012/13277 dated 05/13/2022;
Automatic injectors for contrast
agent injection, Optistat Elite
version, with accessories/Liebel-
Flarsheim Company LLC/No. ®C3
2012/13277 dated 05/13/2022.
Automatic contrast agent delivery
system (Injector), model A 60/
Nemoto Kyorindo Co., Ltd., Japan/
FS No. 2005/1657 dated
11/14/2005**;
Automatic contrast agent delivery
system (Injector), model A 300/
Nemoto Kyorindo Co., Ltd., Japan/
FS No. 2005/1657 dated
11/14/2005**;
Automatic contrast agent delivery
system (Injector), model Dual Shot/
Nemoto Kyorindo Co., Ltd., Japan/
FS No. 2005/1657 dated
11/14/2005%*;

Dual Shot Alpha 7 contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4368 dated
07/04/2016;

SmartShot Alpha contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4501 dated
11/08/20186;

Injector for contrast agent injection
of tlie APO series, with accessories,
version: APOIOO/APOSTAR
Medical (Shanghai) Limited, China/
P3H 2019/8368 dated 09/29/2022

Medical Device Instruction for Use
Syringes for injection systems of contrast agents Bolusmed® in kits Page 21 of 25
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CT-100/100-
NE

MRI-50-NE

MR1-50/50-NE

CT-100/200-
NE

CT-50/200-NE

CT-50/100-NE

42.16.30000

42.16.30006

42.16.30006

42.16.30000
42.16.30002
42.16.30006
42.16.30002

42.16.30006
42.16,30C1O

100/100

50/50

100/200

50/200

50/100

Medical Device Instruction for Use

Syringes for injection systems of contrast agents Bolusmed® in kits
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10

10

10

10

10

305/2103

305/2103

305/7103

305/2103
305/2103

305/2103

Automatic contrast agent delivery
system (Injector), model A 60/
Nemoto Kyorindo Co., Ltd., Japan/
FSNo. 2005/1657 dated
11/14/2005**;
Automatic contrast agent delivery
system (Injector), model A 300/
Nemoto Kyorindo Co., Ltd., Japan/
FS No. 2005/1657 dated
11/14/2005**;
Automatic contrast agent delivery
system (Injector), model Dual Shot,
with accessories/Nemoto Kyorindo
Co., Ltd., Japan/FS No. 2005/1657
dated 11/14/2005**;

Dual Shot Alpha 7 contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4368 dated
07/04/2016;

Injector for contrast agent injection
of the APO series, with accessories,
version; APO200/APOSTAR
Medical (Shanghai) Limited, China/
P3H 2019/8368 dated 09/29/2022.
Automatic contrast agent delivery
system (Injector), model Sonic Shot,
vith accessories/Nemoto Kyorindo
Co., Ltd., Japan/FS No. 2005/1657
dated 11/14/2005**;
Automatic Conhast agent delivery
system (Injector), Dual Shot model/
Nemoto Kyorindo Co., Ltd.", Japan/
FS No. 2005/1657 dated
11/14/2005**;

Dual Shot Alpha 7 Contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4368 dated
07/04/2016.

Automatic contrast agent delivery
system (Injector), Sonic Shot model,
with accessories/Nemoto Kyorindo
Co., Ltd., Japan/FS No. 2005/1657
dated 11/14/2005**
Automatic Contrast agent delivery
system (Injector), Dual Shot model/
Nemoto Kyorindo Co., Ltd., Japan/
FS No. 2005/1657 dated
11/14/2005**;

Dual Shot Alpha 7 contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4368 dated
07/04/2016;

SmartShot Alpha contrast agent
delivery system, with accessories/
Nemoto Kyorindo Co., Ltd., Japan/
No. P3H 2016/4501 dated
11/08/2016.
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CT-200-MED 42.16.40000 200 10 305/2107?
CT-200/200-

42.16.40000 200/200
MED 10 305/2103
MRI-65-MED 42.16.40002 65 10 305/2103
MRI-65/65-
MED 42.16.400C2 65/65 305/2103
MRI-65/200- 42.16.40002
MED 42.16.40000 65/200 10 305/2103

Accutron automatic injector for
contrast agent injection, with
accessories, version Accutron HP/
Medtron AG, Germany/No. ®C3
2011/09220 dated 02/25/2011;
Accutron automatic injector for
contrast agent injection, with
accessories, version Accutron HP-D/
Medtron AG, Germany/No. ®C3
2011/09220 dated 02/25/2011;
Accutron automatic injector for
contrast agent injection, version
Accutron CT-D, with accessories/
Medtron AG, Germany/No. ®C3
2011/09221 dated 02/25/2011;
Injector, model Injektron 82 CT,
with accessories/Medtron AG,
Germany/No. P3H 2014/1882 dated
08/28/2014;

Injector, Injektron 82 HP model,
with accessories/Medtron AG,
Germany/No. P3H 2014/1882 dated
08/28/2014;

Injector, model Injektron 82 MRT,
with accessories / Medtron AG,
Geimany/No. P3H 2014/1882 dated
08/28/2014;

Injector, model Injektron CT 2, with
accessories/Medtron AG, Germany/
No. P3H 2014/1882 dated
08/28/2014;

Injector, Accutron CT model, with
accessories/Medtron AG, Germany/
No. P3H 2014/1882 dated
08/28/2014;

Injector, Accutron MR model, with
accessorics/ATedtron AG, Germany/
No. P3H 2014/1882 dated
08/28/2014

** Applicable to devices purchased during marketing authorization validity period, the useful
life ofwhich has not expired as specified in technical and operational documentation.

9. Explanation of symbols used in consumer and transport packaging labeling

Symbol Description Symbol
Manufacturer [NANT
d i
" Catalog number
LOF| Lot code
Ethylene oxide
STERILEEO sterilization Ll

Prohibition of reuse

(8)

Medical Device Instruction for Use
Syringes for injecticn sy.stems of contrast agents Bolusmed® in Kits
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Description

Date of manufacture
Use before

Protect from moisture

Refer to instruction for
use

Do not use if packaging
is damaged
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Dispose of separately

Do not resterilize M from household waste

Avoid exposure to

Temperature limit "
sunlight

Fragile, handle with
care (for transport
T packaging)
1 ]

Top (for transport
packaging)

10. Operating, transportation and storage conditions
10.1 Store in dry, ventilated rooms at room temperaliire, products should not be exposed to corrosive
gases.

Storage conditions
- Temperature - from 10 °C to 30 °C;
- Relative air humidity - not more than 80 %;
- Atmospheric pressure: 755 + 20 mmHg.

10.2  Transport, conditions
Transportation of devices packed in a shipping container should be carried out by all typos of covered
vehicles in compliance with the precautions indicated on the shipping container and in accordance with
the rules for the carriage of goods in force for this type of transport. Avoid loading with heavy weight
during transportation.

Temperature —from -18 °C to 38 °C;

Relative air humidity - not more than 80 %;

Atmospheric pressure; 755 + 20 mmHg.

10.3 Operating conditions in a medical institution
Temperature - from-10 ”C to 38 °C;
Relative air humidity - not more than 80 %;
Atmospheric pressure: 755 + 20 mmHg.

11. Requirements for the maintenance and repair of the medical device
Disposable devices. No need for maintenance and repair.

12 Sterilization
Medical devices “Syringes for injection systems of contrast agents Bolusmed® in Kkits’ are
steiilized with ethylene oxide.

13 Expiration date

The expiration date ofthe device is 5 years from the moment of sterilization.

Warranty obligations of the manufacturer cover the entire shelflife of the device subject to storage,
transportation and operation conditions.

14. Medical Device Disposal and Destruction Procedures

Medical devices “Syringes for injection systems of contrast agents Bolusmed® in Kits”,
including expired ones, devices in damaged packages, as well as consumer packaging from the device,
are classified as epidemiologically safe waste (non-hazardous waste that does not come into contact with
the biological fluids of patients, infectious patients), close in composition to municipal solid waste

(MSW).
Medical Device Instniclion for Use
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Medical devices “Syringes for injection systems of contrast agents Bolusmed® in Kkits” are
considered epidemiologically hazardous waste (waste in contact with the biological fluids of patients) in
the event of accidental infecdon with blood and/or other biological fluids.

Transportation and disposal are carried out taking into account the requirements adopted for this
territory, in accordance with the sanitary legislation of a particular country for the maintenance of
populated areas and the handling of production and consumption waste.

In this case, the medical organization only collects and temporarily stores the above waste. The
waste should be collected in bags or containers with color marking accepted for non-hazardous or
hazardous medical waste in the room or in places for temporary storage of medical waste until further
transportation to the place of destruction or disposal.

The transportation and disposal of medical waste from medical institutions are carried oudby
specialized organizations licensed to handle non-hazardous or epidemiolcgically hazardous medical wiste.

Medical Device Instruction for Use
Syringes for injection systems of contrast agents Bolusmed® in kits Page 25 of 25
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[[Tepeeoo c anzauiicko20 u KumMaiick020 A3LIK0B HA PYCCKUY AIBIK)
[Ha 6aanxe Kumatickozo xomumema codeiicmeus paseumuio Mexcoynapoonoii mopzoeny)

[Texcm Oorymenma 3a kumatickom t QH2AUMICKOM A3IKAX UOCHMUYEN)

CEPTH®HKAT

[Iozomun: «Ca-Cu-IIn-Ali-Ta» (CCPIT)
Kuraiickmii koMmreT coneiCTBHE Pa3sBHTHIO MEXKIYHAPOAHOHK TOProBiu)

Oyuxumu Kntalickoro xoMuTeTa coneicTBIS PasBHTHIO MEXAYHAPOAHON TOPrOBIIH BRITIOIHIET
Kuratickas manaTa MEXRZyBapOAHOH TOProBIH

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




[/Iozomun: «Cu-Cun-Tla-A#-Tu»
Kuralicknit xoMuTeT cofieHCTBHS pasBUTHIO MEXAYHAPOXHON TOPrORIIH]
01701527
Kuraiickuit xkoMurer co/ielicTBHS PAIBHTHIO MEARYHAPOAHON TOpronan
KnTalickas nanata Mexaymapoasol Toprosam

CEPTHO®HKAT

[OR-x00]
Ne 234403 A0/053893

HACTOSILIUM YAOCTOBEPAETCS, YTO mewars «CL[B MEJHUKAT JTHA.» (SCW
MEDICATH LTD.) sa npunaraemoM IOKYMEHTE nocrosepHa.

Karalicknit komuTer coaelicTBAS PA3BATHIO MEXAYHAPOAHOH TOProBan

([Tevams: CEPTUOUKALIUA «Cu-Ch-ITn-Ait-Tu» (24) KATAHCKUM KOMUTET
COIEUCTBHS PASBUTHIO MEXIVHAPOIHOM TOPTOBIIH]
[Texwams: CEPTHOUKALMSA «Cu-Cu-TTr-Aii-Ta» (24) KHTAMCKHWI KOMMTET
COMENCTBHA PASBUTHIO MEXXTYHAPOJHON TOPTOBJIH)

VnonaomoueHHoe mauo: Wiy Cuioans (Zhou Siyuan)
[loanucsk: /noonuce/

Jarta: 24 oxTabps 2023 r.

[Tucnenan nzvame; CEPTAOUKALMS «Cu-Cu-Tln-A#-Tu» (24) KATAUCKMA KOMMTET
CONIENCTBHUA PA3SBUTHIO MEXXIYHAPOHOM TOPTOBJIN)

Beb-caliT s posepku cepTHPHKaTa: hitp://www.rzcepit.com/validate.him:
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Jara: 30 cenTabpa 2023 r.
«YTBEPXKICHO»

/nodnucs/ (mommuce)
I'peiic @y (Grace Fu)

PykoBoZHTENH 10 MEXIYHaPOAHRIM MPOAAKAM

«CLIB Memukar Jitn.»
[{Tevams: «CLIB Meaukar Jita.»)

[Zevamy: CEPTUDUKALIMA «Cu-Cu-Tlu-A#i-Tun (24) KHTAUCKUI KOMUTET
CONENCTBUA PASBUTHIO MEXTYHAPOJAHON TOPTOBJIN)

[fIexams: «CLIB Meamkat Jita,.»)

HucTpyknna no NpuMeHeHHI0 HA MEAHIHHCKOE H3ie/IHe

Mnpui Ang cHcTeM HEBEKNRH KOHTPpacTHLIX BemecTs Boaiocmen® B nalopax

Ha xaxcooii cmpanuye:
[Tevamy: «CLIB Me.mxart Jita.»]

[[Tevamy: CEPTUDUKALIUA «Cu-Ch-TTn-Ait-Ta» (24) KUTAHCKUI KOMUTET
COAEACTBHA PA3BUTHIO MEXIYHAPOZXHOMN TOPI'OBJIN]
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1. HasmeHoBaH#E¢ MEAHIHACKOTO HINEIHA

IlUnpuisl Ans cucTeM HHbEKUM KOHTpPacTHLIX BewecTs bontocmea® B Habopax
L BapnaHtbl HCNOMHEHHA:

1. HaGop CT-200-MV & cocrage:
- Ilnpnu, o6vem 200 mn (Monens 42.16.10000) - | wr.
- Marukctpans coepunTenbHas (Moaenb 42.02.90001) — 1 wrr.
- J-Tpybka (mogens 42.18.10000) - 1 wr.
2. HaGop CT-200/200-MV B cocTase:
- Ilinpnu, o6vem 200 ma (Mopens 42.16.10001) - 2 wr.

- Marucrpanb coeamuutenbias Y THn (Moaens 42.02.90003) — 1 wr.

- J-TpyOka (Mogenb 42.18.10000) — 2 wr.

- [lInn sermnupyembiii (cnaiik) (Moaens 42.18.20001) — 2 wr.
3. Habop CT-200-MS B cocrage:

- Ulnpuw, o6bem 200 mn (Mogens 42.16.10002) — 1 w.

- Maructpans coeaunurensHas (Moaens 42.02,.90001) - 1 w.

- J-tpy6ka (Moaenn 42.18.10000) — 1 wr,

- TpyGka ana cOopa nanuwkoB kKonTpacTa (42.18.40001) — 1 wr.

[Liun BenTnupyembiii (cnadk) (moaens 42.18.20001) — 1 urr.

4, Haﬁop CT-200/200-MS 8 cocrase:

- Llnpuu, oowem 200 ma (Mogens 42.16.10002) — 2 wr.

- Maructpans coeaunurenssas T Tun (Moaens 42.02.90065) — 1 wr.

- J-ipybxa (monenn 42.18.10000) - 2wr.

- Tpy6ka ans cOopa uanumuxos xonTpacta (42.18.40001) — 2 wr.

- 1Uun BenTuaupyemmiii (cnaix) (moaens 42.18.20001) - 2 wr.
5. Habop DSA-150-M B cocrage:

- lnpuu, o6vem 150 ma (Moaenb 42.16.10004) — | wr.

- J-tpyGxa (Monenn 42.18.10000) — | wr.
6. HabGop DSA-200-M B cocTaee:

- lllnpun, o6vem 200 mn (Moaens 42.16.10005) — 1 wr.

- J-tpyGka (moaens 42.18.10000) — | wr.
7. HaGop DSA-130-M B cocTase:

- Hlnpuu, o6vem 130 ma (Moaens 42.16.10007) — | wr.

- J-tpy6ka (Mozeas 42.18.10000) - 1 wT.
8. HaGop MRI-65/65-M B cocTase:
impuu, obbem 65Ma (Moaenn 42.16.10069) — 2 wr.
Maructpans coennnuTenstan Y tun (Moaennb 42.02.90004) - 1 wr.

- J-TpyGka (Mmopens 42.18.10000) — 2 nrr.

- [iun sexruaupyemblii (cnalik) (moaens 42.18.20001) - 2 wr.
9. Ha6op MRI-115/115-M B cocTase:

-~ [lnpuu, oosem 115mn (Mogens 42.16.10018) — 2 wir.

- Maructpans coeavuutensHan Y Thi (Moaenp 42.02.90004) — | wr.

- J-TpyGra (mopens 42.18.10000) — 2 urr.

- iInn senrnanpyemslii (cnaiik) (monens 42.18.20001) - 2 wr.
10. Ha6op MRI-65/115-M 8 cocTase:

- llnpnu, obbem 65mn (Moaens 42.16.10069) — 1 wrm.

- liinpuu, ofwem 115mn (Monens 42.16.10018) — 1 m.

HHCTPpYKUMA N0 NPHMEHEHHIO Ha MEAHLIHHCKOE U3aenue
HInpHim: Ans CHCTEM HHLEKUHI KORTpacTHeIX BewecTB bonocmea® 8 HaGopax
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11,

12,

13.

14,

15.

16.

18.

19.

20.

21.

‘ 17.
|

- Marnctpans coeautuTensHas Y tun (Moaems 42.02.90002) — 1 wrr.

- J- TpyGka {(Monens 42.18.10000) - 2 wi.
- LlInn senTHanpyemslii (cnaiik) (moaens 42.18.20001) - | wr.
Lun seaTunnpyemuii (cnaiix) (moaenn 42.18.20000) — | wr.

Haﬁop CT-190-M B cocTase:

- Llnpuu, ofrem 190 mn {(Moaens 42.16.10011) - 1 wr.

- Maructpans coeaunurenshas (Moaens 42.02.90001) - 1 w.
- J-1pybxa (mopens 42.18.10000) — | wr.
Habop CT-190/190-M B cocrase:

- Ulnpuu, obrvem 190 mn (Monens 42.16.10011) - 2 w.

- Maructpans coequuaHTeNbHas Y THN (Mogens 42.02.90003) - 1 wr.

- J- TpyGxa (Monens 42.18.10000) — 2 urr,

- IlInn serTHANpyeMmbiit (cnaiix) (Moaean 42.18.20001) — 2w,
Habop DSA-150-M7 B cocrase:

- Llinpwnu, obrem 150 ma (Moaens 42.16.10016) — 1 wrr.

- J-TpyGka (Mopens 42.18.10000) — 1 wr.

BaGop CT-200/200-MS12 B cocrase:

- linpuu, o6rem 200 ma (moaens 42,16.10002) — 2 w.

- MarucTpans coeaunntenstas Y Tin (moxem. 42.02.90119) - 1 wrr.

- Maructpans coeaunuTenstan (moaenn 42.02.90120) - 2 wr.

- Tpybxa ana c6opa wannumkos koHTpacTa (42.18.40001) — 1 wr.
Ha6op CT-200/200-MS24 g cocTase:

- Ulnpuu, o6bem 200 ma (Monens 42.16.10002) — 2 wir.

- Maructpans coeauurrensaan T Tun (Moaens 42.02.90065) - 1 wr.
- Maructpans coeauuuTensHan Y tan (moaens 42.02.90115) - | wir,

- TpyOka ang cGopa HanuikoB KOHTpacTa (42.18.40001) — 1 .
Ha6op CT-200-LF B cocrase:

- Uinpuu, o6vem 200 mn (Monens 42.16.20000) - | wr.

- Maructpans coeanuntensHas (moaens 42.02.90001) - | wr.

- J- pyGka (Mozens 42.18.10000) — | wr.

HaGop CT-200/200-LF B cocTase:

- Unpuu, obrem 200 mn (Moaesas 42.16.20000) — 2 wr.

- Marncrpans coeamrnTenvias Y thn (Moaeas 42.02.90000) — | w.

- J- tpy6xa (mogens 42.18.10000) — 2 wr.

- Iun senrunupyemsiii (cnaiik) (Mozesns 42.18.20001) - 2 wr.
Ha6op DSA-150-LF6 B cocrase:

= Ulnpuu, o6bem 150 ma (mozens 42.16.20002) — 1urr.

- J- tpybka (Moaens 42.18.10000) — 1 wr.

HaGop DSA-150-LF B cocrase:

- Unpun, o6vem 150 mn (Mogens 42.16.20003) — lwr.

= Maructpans coeannnTensHas (moaens 42.02.90001) — ur.
- J- Tpybka (Monens 42.18.10000) - lwr.
Ha6op MRI-60-LF B cocTase:

- Unpuu, o6vem 60 ma (Moaens 42.16.20005) — twr.

- Maructpans coeaunutensHan (Moaenn 42.02.90001) — Twr.
- J- 1pybka (Monens 42.18.10000) — lurr.
HaGop MRI1-60/60-LF & cocrase:

-  Hlinpuw, obvem 60 mn (Mopens 42.16.20005) — 2 wr.

HHCTPYKUHA NO NPHMEHEHHIO HA MEAHLWHCKOE M3AGAHE
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22,

23.

24,

25.

26.

217.

28.

29.

30.

- MarucTtpans coeaunuTensHan Y Thn (Moaens 42.02.90002) - fwr.
- J-Tpybka (mopensv 42.18.10000) — 2 wr.

- LlIun BenTunupyemsiii (cnaiix) (moaens 42.18.20001) — lwr.

- LlIun sentunupyemutii (cnaiix) (monens 42.18.20000) — lwr.
HaGop CT-100-NE B cocrase:

- Ilnpun, o6vem 100 M {(Moaens 42,16.30000) — 1 wr.

- Maructpans coernnHTenbHan (Moaens 42.02.90001) — hur.

- J-1pyOxa (Mopens 42.18.10000) — 1,

- Ulun senTrnupyemeti (cniaiik) (moaens 42.18.20001) - lwr.
Ha6op CT-100/100-NE B cocrase:

- Llinpwuu, o6vem 100 M (Moaenn 42.16.30000) - 2 wr.

- Maructpans coepunuTensHas Y tin (Moaens 42.02.90003) - twr.
- J- Tpy6ka (Mopens 42.18.10000) — 2 .

- IIun senrunupyemsiil (cnaiix) (moaean 42.18.20001) — 2 wT.
HaGop CT-200-NE & cocrase:
Ulnput, obwem 200 ma (Moaens 42.16.30002) — 1w,

- Maructpans coeguuHTensHan (Moaens 42.02.96001) — luwrr.

- J-TpyOka (Mopens 42.18.10000) — 1.

= lInn eenTwsnpyemetii (cnaitk) (moaens 42.18.20001) — lwr.
HaGop CT-200/200-NE 8 cocrage:

- Hinpuw, obvem 200 Mn (Moaens 42.16.30002) — 2 w.

- Maructpans coeaunnTenssan Y an (Moaens 42.02.90003) - 1wr.
- J- Tpybka (Moaens 42.18.10000) — 2uwur.

- IlIun BerTuanpyemeiii (cnaik) (mogens 42.18.20001) — 2 wrr.
HaGop DSA-120-NE B cocTase:

- npuu, obbem 120 ma (monenw 42.16.30005) — Lwrr,

- J- Tpybka {(Monene 42.18.10000) — lu.
HaGop MRI1-50-NE B cocTase:

- Ulinpun, obsem S0 mn (Moaens 42.16.30006) — 1wr.

- Maructpans coequaurenssas (moaens 42.02.90001) — 1.

= J- Tpy6ka (Moaene 42.18.10000) — 1 w.
HaGop MRI-50/50-NE B coctase:
LlInpuw, o6vem 50 ma (Moaens 42.16.30006) — 2 wr.

- Marucrpans coeaunuTensHas Y Tin (Moaens 42.02.90004) — lwot.
- J- Tpy6ka (monens 42.18.10000) — 2 w.,

- HIun sentunnpyempiii (cnaik) (moaens 42.18.20001) - 2wr.
Ha6op CT-100/200-NE B cocrase:

= Ulinpus, o6vem 100 mn (moaens 42.16.30000) - 1w,

- Ulnpui, o6vem 200 mn (moaens 42.16.30002) — turr.

- Maructpans coeaHunTesnbHas Y Tan (Moaens 42.02.90003) — 1w,
- J-Tpybka (monens 42.18.10000) — 2 wir.

- llIun senTunupyemniif (cnailk) (moaens 42.18.20001) — 2 .
Habop CT-50/200-NE B cocrase:

- Hinpun, obvem 50 mn (Moaens 42.16.30006) — 1w,

- lnpun, obvem 200 ma (Moaens 42.16.30002) — Lurr.

- Marucrpanb coeannuTensiaa Y tun (moaens 42.02.90004) — lmr.
- J-Tpybka (monens 42.18.10000) — 2 wr.

- HlIun BenTunnpyemsiii {cnaiix) (moaenw 42.18.20001) - 2 w.

HHCTPYKLMA NO MPHMEHEHHIO HA MEAHUKHCKOS U3AenHe
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31. Ha6op CT-50/100-NE B cocrase:
- Ilinpnu, obvem 50 mn (Moaens 42.16.30006) - 1.
- lnpuu, o6nem 100 M (monens 42.16.30000) — 1urr.
- Maructpans coeannurensian Y tan (Moaens 42.02.90004) — lwr.,
- J- TpyGka (Moaens 42.18.10000) — 2 wr.
- LlInn penthaupyembiii (cnadik) (moaens 42.18.20001) - 2 1w,
32. HaGop CT-200-MED B cocrabe:
- Llinpuu, o6rem 200 mn (Monens 42.16.40000) - Jwr.
- Maructpanb coeauHuTenbHas {Moaens 42.02.90001) - 1w,
- J- TpyOka (Mogens 42.18.10000) — tum.
33. HaGop CT-200/200-MED s cocrase:
- npuu, o6vem 200 ma (Moaens 42.16.40000) — 2 wr.
- Maructpans coeaunuTenbhas Y THn (Moaens 42.02.90116) - lwr.
- J- Tpy6Gka (monesn 42.18.10000) — 2 w.
- 1llun BenTnupyemsiii (cnalik) (Moaens 42.18.20001) — 2 wr.
34. Habop MRI-65-MED B coctase:
- lnpuu, o6bem 65 ma (Moaens 42.16.40002) — 1w,
- Marucrpans coeaunuTensHas (Moaens 42.02.90001) — wr.
- J- mpybka (moaens 42.18.10000) — lwr.
35. Habop MRI-65/65-MED B cocrase:
- llnpuu, o6bem 65 mn (Moaens 42.16.40002) — 2 wi.
- Marnkcrpans coeamuuTenbHas Y Tin (Moaeas 42.02.90002) — lurr.
- J-1py6ka (monens 42.18.10000) — 2 wr.
- lllun senmunupyemsiii (cnatik) (Moaens 42.18.20001) — 2 wr.
36. HaGop MRI1-65/200-MED B cocrase:
- Llnpwi, o6vem 65 ma (Moaens 42.16.40002) — .
- Illnpun, o6nem 200 mn (Mozens 42.16.40000) — 1.
- Maructpans coeguBuTenbHas Y un (moaens 42.02.90002) - lwT.
- J- TpyGka (moaensw 42.18.10000) — 2 .
- LlInn sentrampyempiii (cnaiik) (moaens 42.18.20001) — 2 .

IL. UHCTPYKUHA NO NPHMEHEHNIO.

Aanee no Texcry — Hinpuues, Ilnpuum mna cucrem, llinpuus B HaGopax, HaGopnl wnpuues, Hinenue,
Meauuntckoe Wiaenne, Marucrpans.

2, CeegeHHN o pa3pafoTuHKe H NPOHIBOXMTENE MEANIHHCKOr0 H3ACANS, YHOJAHOMOYCHEHOM
NpeACTABHTEE NPOHIBOARTEAN

Pazpaborunx

SCW Medicath Ltd (CLIB Meauxar Jlra)

No. 4 Baolong 6th Road, Baolong industrial Town, Longgang District, 518116 Shenzhen,
Guangdong, People’s Republic of China

Tenedon: (86)755-89312160 89312258

Email: info@scw-medicath.com

ITpor3voguTean

SCW Medicath Ltd (CLIB Meauxar Jita)

No. 4 Baolong 6th Road, Baolong I[ndustrial Town, Longgang District, 518116 Shenzhen,
Guangdong, People’s Republic of China

Tenedon: (86)755-89312160 89312258

HHCTPYKLIMA NO NPUMEHEHHIO HA MEAHLIMHCKOS H3AeTne
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Email: info@scw-medicath.com

VYnoanomoueHHNIH NPeACTABHTENL NPOR3IBOARTEN (HITOTOBNTENR)

O0uIecTBO ¢ OTPAHHUEHHON OTRETCTBEHHOCTRIO «Bontocmea» (OO0 «bomocmen»)

I0p. anpec: 194295, Caukr-[lerepOypr, Yn. Heana ®omusa nom Ne 7, xopmyc 3, ke. 37 Poccua,
194291,

Tenedon: +7 (812) 703-50-98;

Email: info@bolusmed.ru

3. HajuaucHNe MEABNEHCKOND NS, DOTEHNERIbALIE NOTpebuTeaAn

e MEAM KOro ¥ Ha:
Wnpyuup B HaGopax npegHasHAMEHbL! A1 BHYTPHCOCYAHCTOrO BBEACHHA PEHTMEHOKOHTPACTHOro
BEWECTBA H (PH3MONOTHYECKOTO PACTBOPA C NOMOLILIO HHHEKLMOHHOIO anmnapara B LENsX NoMy4eHHs
AMArHOCTHYCCKMX H300paKeHWi npH  aHTHOrpadHH, KOMILIOTEPHOH W MArHHTOPE30HAHCHOH

TOMOrpaduH.
Qbnacts npuMeHeHna:

Anruorpadus, XOMNbIOTEPHAA U MATHHTOPE3OHAHCHAA TOMOrpadHu.

MArHWTOPE3OHAHCHOH  TOMOrpaHH  PEKOMEHZOBAHBI  CHCAYIOIMM  TNOTPEOHTENAM:  Bpa4H
COOTBETCTBYIOINEH CHELHANLHOCTH (IHAOBACKYIAPHBIE XHPYPTH, PEHTICHONOTH H T.M.).

4. Toxaszanws, NPOTHBONOKAIABNS, MEPbI TIPEAOCTOPOKHOCTH, Nofoannie qelicTBu
Hokasauns:

H3aenns nokalaHsi ANA COBMECTHOrO HCMOALIOBAHMA C HHXKEKTOpaMu (ycrpolicTBamMu ana
BHYTPHBCHHOrO BBEACHHA PEHTTCHOKOHTPACTHBIX BELIECTB) ANN AOCTABKH PEHTTEHOKOHTPACTHOIO
BELIECTEA NIEPEA NPOBSACHHEM QIICAYIOIMUX TIPOLEAYP M AHATHOCTHKH PadIHYHLIX 3aboneBaHuii:

- Komneiotepraa Tomorpagus (KT);
- Anrworpadmun;
- MarnuTHO-pe3onancHas Tomorpagus (MPT).

[poTHREONOKA3AHUA: OTCYTCTBYIOT.

Mephl NPEAOCTOPORKHOCTH:
- HeobxoauMo npouuTaTh HHCTPYKUHIO NIEPEl MCNONB3OBAHNUEM,
- He ncnonb3oBath, €CNH YNAKOBKA HIH H3AEAHE NOBPEXACHBI.

- IIpuMeHATL M3AENHE AODKEH KBANM(HIMPOBAHHDBINH NEPCOHaN.

- He ucnoab3osats wu3aenue, eCIH YNAKOBKA MOBpEXACHA WAW Obuia paHee BoKpbita. He
HCTONb30BATL HM3ACNME, €CH OHO Pa3fABNEHO, TPECHYTO, TMOPE3aHO UAH WHbLIM 06palom
NOBPEKAEHO.

- Tompko ANA OAHOKPATHOTO MPHMMEHEHHMA. 3anpelieHO MOBTOPHO MCIIOABL3IOBATH, OOpPACATHIBATL
waw crepunnsosath. [losropHoe wucnons3oBaHue, nopTopHaa oOpaGoTka HAK nNOBTOpHas
CTEPHNH3ALMA MOTYT HApPYUIMTb CTPYKTYPHYIO LENOCTHOCTb H3ZENMA /WA NPHBECTH K €ro
OTKA3Y, YTO, B CBOIO Ouepe/lb, MOXET NPHBECTH K TPAaBMe, 3a00JIEBAHHIO HAK CMEPTH NALMEHTA.
[MoBTOpHOE HCMONB30BAHKHE, MOBTOPHAA 00PaGOTKA WIH NOBTOPHAN CTEPHIH3ALMA TAKKE MOTYT
CO30ATD PHCK 3arps3HEHHa HM3JENUA WHAM NPUBECTH K 3APOKEHHIO MALMEHTA WIH
MIEPEKPECTHOMY  3apaKEeHHIO, BKIOYAd, TMOMUMO MpoNero, nepeaavy WHPEKUHOHHBIX
saboneBanHuii OT OIHOTO MALMEHTA K APYToMY. 3arpa3HEeHHE U3ASNHA MOXET NPHBECTH K TPaBMe,
3a0ONeBAHHIO HIM CMEPTH NALMEHTA.

= Hcnonb3oBaTh HCKNIOUHTENEHO ACENTHHECKYIO TEXHHKY.

- Hazexso zakpenwrs wigenve. HenpaswibHas PUKCAUNA W3IETHA MOXKET BbI3BATb AHCIOKALIMIO
HJIK NIOBPEX/ACHHE LUNPULA BO BPEMSA €ro 3ancAHEHHS WK HHLEKLIRK.

HHCTPYKUHA MO NPHMEHEHMIO HA MEAHUHHCKOE H3ICNTHE
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- OfecneunTh HaOeKHOE COCAMHEHHE WNPKLIA ¢ MATUCTPANLID. C MArKCTPANIBIO PEKOMEHAYETCA
MCNOJL3OBATh TOJNLKO COGAMHEHHA Tuna Jlyep-nok. [lo BO3MOXHOCTM CNEAYET BLIMYCTUTH

BO3AYX BO BPEMA MPOLEAYPHI.

- Bseaenwe U3A€NHA C COMPOTHBICHHEM, BKPYUHBAHHE WHIH BHITATHBAHKE C IPHMEHEHHEM CHAbI
He pomyckaerca. Heo6xoanMo HaliTH NPHYMHY CONPOTHBNCHMHA.

- B cnydae HeZOCTATOUHOTO MOTOKA CIEAYET OTPETYAHPOBATH NOJOKSHHE MArHCTPAIH.

- 3ameHa W3aenMii APYrAMH H3ACAHAMH HE NONYCKAETCH.

- [lpu cknepose BeH, NPHBOAAMIEMY K MTHEBMOTOPAKCY, X NPH HAPYLIEHUH CBEPTHIBAHHA KPOBH HE
cleayeT NPUMEHSTL H3/IeNue,

- [Ipu npHeme aHTHKOAryNAHTHOH TEPANIHH He CACAYET NPHMEHATL HIAENIHE.

Io6ounnie gelicramg: noGoutblie AeliCTBHA HE BBIABIEHSH).

5. Hopsaoxk npaMeHeHna

1. Uzgenne NpPOXOAMT CTEPRIM3ALMIO ITHICHOKCHAOM. Cneayer OCMOTPETL NEPBUYHYIO
CTEPUNLHYIO (NOTpeGHTENbCKYIO) YNAKOBKY, 4TOOB!I YOeAWThCA B OTCYTCTBHH HOBpEXACHWH nepexn
pacnakosxoii. Ecnu nepsuuHas cTepunbHas (NOTPeOMTENLCKAA) YRAKOBKA HINCIMA NMOBPEKACHA, HE
KCIIONb308aTh €ro. U3aenna noanexar Henoib3oBaHHIO KBATHPHIIHPOBAHHBIM NEPCOHAIOM.

2. OTKpBITh YIIAKOBKY 110 METKe BCKPbITHA «OTKpHIBATL 3AECH» H U3BNEYUDL H3AENHE.

3. MMoMecTHTL €ro B COOTBeTCTBYIOULEe YcTpoiicTBo (cM. Tabnnua 2), saranyTe AuHHIO and
3aNONHEHMs npenapartoM, Habpats HeoGX0AMMOE BEIIECTBO AN aHrHorpad¥H M MOACOCAMHHTD
MArHCTPaib, IOC/E ITOTO HIAENHE NOTOBO K HCTIONbLIOBAHHIO.

4. Heobxonumo o0pamars BHHMAHME HA MAKCHMANhHOC JABJICHHE KHAKOCTH Mnepen
HCTIONB30BAHHEM M HE MPEBLIATH AManaioH AapneHut. JIpeBbilueHne JaBICHHA MIPHBEACT K Pa3puiBy
W3IEAUA W OTKa3Y PYHKIHOHUPOBAHHUS.

5. [Mpokonots npolbxky ¢uiakoHa C PACTBOPOM LIIWNOM BEHTHIHPYEMBIM {CHAHKOM).

6. H3pneub J-1pyGxy. U3orHyThIi KOHEIl AOMKEH ObITh MVIOTHO COCAHHEH CO LUNMPULIEM, 4 APYTrOA
KOHel nomeleH 8o ¢uaxon. [locsie oTkaukK BO3AyXa HaOpaTs npenapar.

7. H3msneun Marucrpans, IVIOTHO COEOMHMTL OLWH KOHELL CO CTOpoHbl Jlyep-/ioka 1mpHua, a
ApYro¥ KOHELl ¢O CTOPOHB! IUTeKepHOH 4acTH KoHHeKTOpa Jlyep-noka (koHHexrop M (male))
NOACOSAMHMTE K KAHIONE NALHEHTa, 3aTAHYTH ¥ OTKa4aTs Bo3AyX. Hsneaue rotoBo k uenonsiosanmio.

IpuMeuaHua:

1. Cneayer NpoBEPHTb HHAMBHAYANBHYIO YNAKOBKY H3ICNHA HA HANHYME NOBPEXACHMH, 3aTEM
TIMATE/IBHO TIPOBEPHTL H3AeNHe B ynakoBke. EcnM ynakoBka uAH M3ZCAHE NOBPEKACHLL,
HCNONL30BATD H3ASIHE CTRONO 3aNpPeLeHO, OHO NOANEKNT YTHIN3ALKH.

2. O3HAKOMUTBCH ¢ TEXHHYECKMMH XAPAKTEPHCTMKAMH HW3ACJIHA RepeA HCRONIb30BAHHEM.
Cneayer BuiGHpaTh H3ieN1e, COOTBETCTBYIOWIEE TEXHHYECCKHM XapaKTepHCTHKAM.

3. Cuneayer ofpawarte BHMMAHME HA CpoK roanocth wanenus. Hanenuwe neobxoanmo
HCMIOJIB30BATH B TEYEHHE CpoKa roAHOCTH. Menonb3osaHue M3AeNHsS ¢ MCTEKLIHM CPOKOM MOAHOCTH
3anpelLeHo.

4, Jlanwoe u3zenMe NPEeAHA3HAYEHO NI OAHOPAZOBOre Mcnosb3oBanua. Ilocne ucnons3oBaHus
H3AENHUE NOMTEKHT YTHIH3AUMHK.

S. IlaHHO€ W3AENHE NOMICKHT HCMONB3IOBAHWIO KBaNWGUUMPOREHHLIM NepcoHanoM. Creayer
03HAKOMMTLCA ¢ AAHHBIM PYKOBOACTBOM Nepea HCMONL30BAHHEM.

6. Pexomerayemoe spema nNpHMeHeHns Habopoes — He Sanee 60 MUHYT, U3 pacueTa Ha | naukeHTa.

6. TiepeueRs MEXAYHAPOARBLIX HOPMATHENLIX A0KYMEHTOB/CTARAAPTOB, NPHMEHHMDBIX K
MEeNHIHHCKOMY B3AE/IHI0

Jupextusa 93/42/EEC ¢ nonpaBkamn, BHeceHHMMH 2007/47/EC, ISO 80369-1, ISO 80369-7,
ISO 10993-1, ISO 10993-4, ISO 10993-5, ISO 10993-7, ISO 10993-10, ISC 10993-11, ISO 10993-12,

HHCTpYKUHA IO MPUMEHEHHIO HA MEAULIHHCKOE U3ACNHE
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ISO 11737-1, ISO 11737-2, ISO 11135, 1SO 11607-1, ISO 11607-2, ISO 11607-1, I1SO 14644-1, ISO
14644-2, ISO 14698-1, 1SO 14698-2, 1SO 14971, ISO 15223-1, EN 556-1, EN 1041, EN 62366-1, ISO
7886-1, ISO 7886-2, EN 15986, EN 13868

Hpumevanue: CTavaapThl HCMONBIYIOTCH B NocneAHell peAaKUHH: OPraHH3auMa COXpPaHSeT M
O0HOBNSET CNMCOK CNPAaBOYHLIX CTAHJAPTOB KAK 3anuchb COOCTBEHHOHW CHCTEMbI ynpasieHus B
cooTBercTeuH ¢ [SO 13485,

7. OunHcaHHe MEAHIHHCKONO HIACAHSA

LInpuup ana cHcTeM HHBEKUME KOHTPACTHBIX BEUIECTB B HAGOpAX COCTOAT H3 OAHOTO WM
HECKOJIBKHX LUNMPHLER, & TAKKE MOTyT BKmowath B cebs maructpann, J-rpybxu, Tpybkn mus cBopa
HANHIIKOB KOHTPACTA, WIHITH BEHTHAMpYeMble (Cnaikn).

Hinpvigs B CBOCH KOHCTPYKUHMH MOTYT HMETH UWIHHAP, YIWIOTHHTENLHOE KOMbLO, NOPLICHS,
3AIHTHLIA KOANAYOK, 3aKPHBAIOWHA KOHHEKTOP, GHKCHpYIOUISE KONLUQ (XpYr), IVIYHKEP.

LInpuupl nMeior 10 BapnaHToB 00beMa (HOMHHANLHOK BMecTHMOCTH): 50 Ma, 60 ma, 65 mn,
100 san, 115 mn, 120 ma, 130 ma, 150 ma, 190 ma, 200 ma.

Marepnan xonbu wnpuues — [K (nosuxapdonar) wau [H1 (noawnponunen).

LiinpHL nerko noakmo4aeTcs K HikekTopy. CoBMecTuMbie HEDKeKTOpE! oM. n. 8, Tabmuua 2.

Iliun senTHAMpYeMblii (cnaiik) — npokannBaOWICe YCTPOHCTBO - mpeAHasHauyeH Anas
npoxkassiBauua npodky (PakoHa ¢ KOHTPACTHHIM BELICCTBOM (pacTBOPOM),

J-TpyGka HeoGxoanuma AN HaGopa KOHTPACTHOrO BelltecTsa (pacTBopa).

TpyOka ana cOopa HMIMMIEKOB KOHTPACTa nNo3BoNIAeT H3bexaTe MONAZaHHR MWAMHWKOB
KOHTPACTRONO BELIECTBa (PAcCTBOpA) HA NALMEHTA.

Marnctpand nNpeAcTaBACHH B 3-X BAPHAHTAX MCMONHEHHA: MarWCTPaI COCIHHUTE/bHBIE
(npaMbIe), MATHCTPANH COSAMHHTENbHBIE Y TUN, MATHCTPANH coeanHuTenbibie T Tun.

MarucTpanu COeaHHTENbHBIE HMEIOT B CBOCH KOHCTPYKUHH NPAMYIO WHITH CNHPaNeBHAHYIO
TpyOky, koHHekTOp M (male) (Tun «Jlyep-nok»), konHexTop F (female) (Tun «Jlyep-nok»), 3auMTHbIH
koanasok (Tun «Jlyep-nok»), xonnauok ¢ pe3nboit (tun «Jlyep-nok»). Marnctpans MoryT aMeTb B
KOHCTPYKLIMI €MKOCTb, CIIaiK: OCHOBHYIO YaCTh, NEPMETHUHYIO KPBILKY (KONNAYOK), 3aLUUTHBLIH Yexon,
Y -xotiHekTop, xnunc. Kpome 2T0ro, CyLIecTBYIOT KOHCTPYKUMH MArHCTPanel COCAHHHTENTbHBIX Kak Oe3
K1anaHsa, TaK K BKoYaowne ot | 20 2 K/1anaHos,

Maructpans coeanHuTensHas Y THR (Mogens 42.02.90115) nmeer peHTreHOKOHTPACTHYIO
TIONOCY, KOTOPas NO3BOJIACT PANTHYATL H3RENTHE B PEHTTCHOBCKHUX Iyyax.

Matepuan 1py6ok MarncTpaneil coenunutensHbx — [IBX (nonvsunnaxnopua).

[MapameTpH MarucTpaneii coeIMBHTENbHLIX NPEACTABCHK B Tabauue 1.

KoncTpykuuu w3genuil npeacrasnesbl Ha cxemax 1-25.

Tabaana 1. Napamerpbt marncrpaneli coeaHNRTENLHBIX.

Moaeas MarucTpann f: yﬁ, “' :'::“ AUAMETP | Manna Tpybxw, MM
42.02.90001 1,60,1 1500
42.02.90120 2,8+0,1 1000
42,02,90065 1,8+0,1 1500
150
42.02.90000 1,8£0,1 1500
100
250
42.02.90002 1,8+0,1 2250
80
150
42.02.90003 1,8+0,1 1500
100
250
42.02.90004 1,8+0,1 2250
80

HHCTpYKUMA N0 NPUMEHEHMIO HA MEOKLITHCKOE H3AENHe
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150
42.02.90115 1,8+0,1 2000
3,0+0,1 175
76
1000
42.02.90116 1,8+0,1 1800
80
320
42.02.90119 1,8+0,1 50
100
250

Cxema 1. Marncrpaas coeansnreasnas: 42.02.90001

®
® O AT, ®
=

1 — Cnupanesuanan Tpyoka; 2 — Kounexrop M (male) — Tun «Jlyep-nok»; 3 — Kounexrop F
(female) - Tun «Jlyep-nok»; 4 — Koanadok ¢ pe3n6boit - THN «Jlyep-noky»; 5 — 3amuTHbli
Konna4ok - tun «Jlyep-nok»

Cxema 2. Marncrpans coeaunureasuan: 42.02.90120
4

1 - 3amuTHei koymadok - THn «Jiyep-nok»; 2 - KouHexrop M (male) ¢ knananom — Tun «Jlyep-
noky»; 3 - [Ipaman TpyOka; 4 - Cnalik: ocHOBHaA 4acTh; 5 - [‘epMeTHtHad KphiKa (KOANa4oK); 6

- 3aIHTHHH YeXon

=
i
-~
w

Cxema 3. Marscrpans coenpnuvensnan T tan: 42.02.90065

1 — Cnnpanesujsas Tpy6ka; 2 — Ilpamas tpy6ka; 3 — Kounekrop M (male) — tun «Jlyep-nox»; 4
- Konnexrop F (female) ¢ knananom — tTun «Jlyep-nok»; 5 - Konnexrop F (female) — T «Jlyep-
nox»; 6 — Konnayok ¢ pe3sGoit — Tun «Jlyep-nox»; 7 — 3amuTHbilt Konnma4ox - THI «JIyep-nok».

HUHCTpYKUMA IO NPHMEHEHNIO Ha MEAWHIHHCKOE H3Jenne
Hupyim A9 CHCTEM MHbEKUHH KOHTpacTHLIX BeutecTa Bomocmen® B Halopax Crpaunua 8 u3 24
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Cxema 4. MaruceTpais coenuanrensHan Y Tvn: 42.02.90000, 42.02.90002

®
=

1 — Cnupanesranad Tpyoka; 2 — Y - kon#exrop; 3 — Konnekrop M (male) — tva «Jlyep-nok»; 4
- Konnexrop F (female) ¢ knananom — tun «Jlyep-nox»; 5 — Konnauok ¢ pessboit — Tun «Jlyep-
nok»; 6 - JanmTHLIA Konnmavok - THN «Jlyep-nok»

Cxema S. Maracrpans coenguntensuan Y Tun: 42.02.90003, 42.02.90004.

= 1O

1 — Cnupanesupnan Tpy6ka; 2 — Y - koHHekTop; 3 — KorHekrop M (male) - THD «Jlyep-nok»; 4
— Konnexrop F (female) ¢ xnananom - Tan «Jlyep-nok»; 5 — Konnexrop F (female) - um «Jlyep-
nok»; 6 — Konnagox ¢ pessboii - Tun «Jlyep-nok»; 7 - 3amnTHei Koama4ok - THR «Jlyep-nok»

HHCTPYKUHA NO NPHMEHEHHIO HA MEMUMHCKOS I3ACIHE
LUnpuums 18 CHCTEM HHBEKUNE KOHTPACTHHIX BewecTe Bonocmen® B nabopax Crpannua 9 13 24
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Cxema 6. MargcTpans coenmaTeasnas Y Tan: 42.02.90115

I - 3ammmrasdt komnayok; 2 - Konnexrop M (male) - tan «JIyep-nok»; 3, 5,6, 9 - [Tpamas
TpyOKa; 4 - Y- xounextop; 7 - Konnexrop F (female) - Tan «Jlyep-nok»; 8 - T-o6pasHsiit
KOHHEKTOp ¢ Knanasom; 10 -Koanauox ¢ pe3nboii - Tun «Jlyep-nok»; 11 — EMkocrs; 12 -
FepMeraunas kpoimka (konnmayok); 13 -Cnadix: ocHoBHag 9acTs; 14 - 3amMTHBIA yexonm; 15 —
Knurc; 16 - PeHTréHOKORTpacTHas moJjoca

HHCTPYKIHA IO NPHMEHEHHIO HA MEANLIMHCKOE H3AeNHe
Ilinpyup: ang cHCTEM HHBEKLMY KOHTPACTHHIX BewecTB Bomocmen® B naGopax Crpannua 10 u3 24
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Cxema 7. Marncrpans coeannntensnan Y Tan: 42,02.90116

1 — CoupaneBnanan Tpyoka; 2 — Y - konuekTop; 3 — Konnexrop M (male) - Tun «Jlyep-nox»; 4
— Konnexrop F (female) c knananom - Ten «Jlyep-nok»; 5 — Koauexkrop F (female) - Tvn «Jlyep-
nok»; 6 — Koanadok ¢ peanboii - THn «JIyep-nok»; 7 - 3amurHetit koana4ox - Tan «Jlyep-a0k»

Cxema 8. Marucrpans cocamnaTensnas Y tan: 42.02.90119

1 - Konnayox ¢ pe3s6oit - Tl «Jlyep-nok»; 2 - Konnexrop F (female) - Tun «JTyep-nok»; 3,4, 6
- [Ipamas TpyOka; 5 - Y- xounexrop; 7 - Kounextop M (male) - Tun «Jlyep-nok»; 8 - 3amurasiif
KONNaYyokK - THN «Jlyep-nok»

HHCTPYKUKA NO NPHMEHEHHIO HA MEAULIMHCKOE H3AEANE
Iinpuum s cucreM WHEbeKUUH KOHTpacTHBX sewects Bomocuen® B Habopax Crpannua 11 u3 24
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Cxema 9. Mlgpaue: (moaean 42,16.10000, 42.16.10001, 42.16.10002, 42.16.10011)

I — Limnumap; 2 — YnaoTHTenbHOe konblo; 3 ~ [Nopiuens; 4 — 3awuTHiil koana4vok - Tin «Jlyep-nok»

Cxema 11. Hinpwns: (monean 42.16.10004, 42.16.10005, 42.16.10007, 42.16.10016)

1 — Hwmnap; 2 — YstorHuTenbHoe KoNbLe; 3 — [Mopiueds; 4 — 3amMTHEIH KONNa4oK

Cxema 12. lllnpaums (mopean 42.16.10018, 42.16.10069)

O] =

} — Limnuuap; 2 — YinoTHuTenbHoe Xoablo; 3 — [opmennb; 4 — 3ammrHit# koanayok - THN «Jlyep-nok»

HHCTPYKUHA NO MPHMEHEHNIO HA MEAHUNHCKO® H3AeNHe
Lllnpuust A cHCTeM HitbekWih KOHTpacTHLX Betects Bonlocmen® 8 vabopax Crpansua 12 u3s 24
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| Cxema 13. HInpnu (Mozeans 42.16.20000)

1 — 3awnTHnit konnauok; 2 — 3akpuiBaloLHii KOHHEKTOP; 3 — DHKCHpYIolee KONbLo (Kpyr); 4 —
! Linnunap; S — YioTHutensHoe Konbuo; 6 — Mopmesns

Cxema 14, lllnpan (mogens 42.16.20002)

6,
i==: 12

©

1 = 3awnTHbii KoNnavok; 2 — 3akpbiBaoiKit kosHekTOp; 3 — LiMnunap; 4 — YinoTHuTeNnbHOE
Koasuo; 5 - [Nopmens

Cxema 15. llinpun (Moaeas 42.16.20003)

1 — Jamurabii konnavox; 2 — 3axpoisatoiuii konHexTop; 3 — Lnnurap; 4 — YinoTHHTEIbHOE
Konbilo; § — Hlopwens

HHCTPYKIIHA N0 NPHMEHEHHIO HA MEAMLIKHCKOE H3ACAUEe
UInpuig A8 CHCTEM WHbeKIMi KOHTpacTHHX BemecTs Bomocmea® B Habopax Crpanuua 13 w3 24
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Cxema 16. llInpun (Moaens 42.16.20005)

1 — Liunuuap; 2 — YnnoteurensHoe xonbuo; 3 — Mnyrxep; 4 — 3ammmbiik konnatok - Tun «Jlyep-
noK»

Cxema 17. llapanw (mozean 42.16.30000, 42.16.30002)

1- Llu;luunp; 2 — VanoTHMTENbHOE KONAbLO; 3 — [Inynxkep; 4 — 3amuTHbIH koNNa4vok - Tun «Jlyep-
JNOK»

Cxema 18. I0uprn (Mozean 42.16.30005)

( @ & @® @

1 — 3awnTHiIi KONNAYoK; 2 — 3axkpsiBalowni KoHHEKTOP 3 — LinnuHAp; 4 — YIVIOTHUTEIBHOE KOABIO; 5
- lMopuieHn

Cxema 19. lllopun (moaenw 42.16.30006)

HHCTPYKIKA NO NPHMEHEHHIO HA MEANLNHCKOR H3ACAHe
HInpuus Ana cHETEM HHBLEXIMIE KOHTPACTHUX BewecTs bomocmea® B HaGopax Crpannua 14 n3 24
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1 — Liununap; 2 - YawiotHHTEAbHOE k0NbLo; 3 — [Tnywxep; 4 — 3ammTbli konnayok - Tun «Jlyep-
JIOK»

Cxema 20, lllnpan (moaesn 42.16.40000)

1 — Linnnnap; 2 — YwotHaTenbHOE X0ab110; 3 — [Mopmens; 4 — 3amuTHbili konnauok - THn «Jlyep-
AOK»

Cxema 21. llinpan (mopeas 42.16.40002)

@E3

1 — Liunuuap; 2 — YnnotHureasHoe Koablo; 3 — [Noptienb; 4 — 3amurHbii konnavox - Tan «Jlyep-
NOK»

Cxema 22. llinn senTHAEpYeMbil (cnalix) (monenn 42.18.20000)
g ~

Cxema 23. Ullan BenTRARpyemutil (cnaiix) (moaeas 42.18.20001)
1 — 3amuraniit konnavok - THN «JIyep-noky»; 2 — OCHOBHAA 4acTh; 3 — epMeTHYHAR KpbILKA
(xonnauok); 4 — 3auirTHbI Yexon

HHCTpyKuHs no NPHMEHEHNIO Ha MEIHLHHCKOS H3aeaHe
IInpuue &8 CHCTEM MHBEKUKH KOHTPACTHLIX BeuiecTs Bomocmea® & HaGopax Crpasinua 18 w3 24
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1 = 3amuTHBIA KoNauok - THN «Jlyep-noky»; 2 — OcHosHas 4acThb; 3 — ['epMeTHUHaA KphLiluKa
(xonnavok); 4 — 3alMTHBIA Yexon

Cxema 24. J-Tpy6xa (Moaean 42.18.10000)

Cxema 25. TpyOxa a1a cGopa a3aumkos kontpacta (42.18.40001)

r—
00
et

8. TexuuueckHe XaPAKTEPHCTHKH

8.1 Pa6oune XapaKTepuCTHKA

Koruveckuii HAKOHEYHHWK WNPHUA AO/KEH cooTBercTBOBaThL [SO 594-1 ¥ umeThH 3aMKOBOE
coeanreHne B cooreercTedM ¢ ISO 80369-7. Jlnamerp npocBeTa HaKOHEMHUKA AO/IKEH ObITL He MEHEe
1,2 MM,

[py ¥CNBITAHKWY HA BOAO- H BO3AYXOHCTIPOHHIUAEMOCTb NOPIWHA HE NOHKHO OhITh YTEUKH BOAbI
yepes MOPUIHEBOE YMAOTHEHKE (MOPUIHEBbie YIUIOTHEHHA), a TAKKe HE MOKHO OBbITh YTEMKH BO3RYyXa
Yepes MOPUWHEROE YIWIOTHEHHE (MOPIMHEBbIE YIVIOTHEHWS), W He JOMKHO HabmoaaTecs nageHue
NoKa3aHKuA MaHOMeETpa (B cOOTBETCTBHH ¢ ISO 7886-1).

JanHa unnBHApa NOCTATOMHA ANA TOro, 4Tobm obuias BMEeCTMMOCTh wmnpuua Gewia Goaswe
HOMWHANBLHOH BMECTHMOCTH He MeHee 4eM Ha 10%.

VAop IWITOKAR WMEST KOHCTPYKLMIO, HE NPEnaTCTBYIOULYI0 YCTAHOBKS WINPHULA B MEXAHM3IM
TPHBOAA HIKEKTOPA, MPeJHAZHAYEHHOrO A1 NPHEMa IIOCKONo ynopa WToKa, N paboTe BCTPOCHHOrO
JaT4HKa OOHAPYKEHUA WINpHIla.

KOMNOHEHTH WNPHLUA CKOHCTPYMPOBAHbI TAaKMM 00pa3oM, 9TO JIETKOS TIONIHOE BBITAMMBAHME
NIOPWIHA H3 LAAKHAPA HEBO3MOXKHO, NOPLICHL HE MOXKET ABHIATheH NOA AeHcTBHEM cBoelt cobGcTBeHHOMN
Macchbl H Macchl BOAbI, OTCYTCTBYET YTEUKA BOABI UePe3 NMOPIWHEBOE YIVIOTHEHHE.

O6beM KHMAKOCTH, COACpKaINeiica B LUMIMHAPE M HAKOHEYHUKE TIPH YTOIUIEHHOM 10 ynopa
nopiuHe, cocrasnser He Gonee 0,20 ma.

XapakTepuCTHKHK NOTOKA AONKHBI COOTBETCTBOBATH TpeboBannam ISO 7886-2,

MoaaTAuBOCTE  WINPHUA:  MAKCHMATbHBIH  BBITECHEHHBIH O0OBEM  XKHAKOCTH  AOKEH
COOTBETCTROBATL Tpebosanuam ISO 7886-2.

VYCeHnus TNepeMeleHns TNOPLIHA: MaKCHManbHOE YCWIHe (BKaiouas niobble OTKNOHEHHA),
HeoOxoAMMOEe IS  UHHUHANMH JBWXEHHS TOPIUHA, MAKCHMAILHOE MOAAEPKHBAIOWEE YCHIHE

HHCTPYKIHA MO NPUMEHEHHIO HA MEIHLMHCKOE M3AeIHE
1HnprIn AN CHCTEM HHBEKLME KOHTPAcTHRX BemecTe Bomocmen® B naGopax Crpannua 16 u3 24
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NEepeMEeWiCHHT H MAKCHMANLHOE AOMYCTHMOE OTKIOHCHHE NMOAACPKHBALICIO YCHIMA MCPEMELICHUA
ZOJDKHB COOTBETCTBOBATH TpeboBannam ISO 7886-2.
TIoBepXHOCTb COEAMHHTENRHBIX JInHKI AomkHa GeiTh Tiaakoli 6e3 nocTopoHHUX npeameTos, Ges

AedexToB, HINOMOB, MY3LIPLKOB BO3AYXA.

CraTyeckan Harpy3ka Ha pactxeHne He Mexee 15 H B Teuenne 15 c.

MEIHUMHCKHE M3AENHA JO/MKHB OBITh rEepMETHYHbLIMM, §e3 yTeuek BO3AYXa MM KHAKOCTH.
Heolxo0nHMO NnoaaepkuBaTh CTEPHABLHOCTD.

Iunst seaTHAMpYeMble (cnaiikn) - [Tpokansisalomme YCTPOACTBA - NPHIOAHB ANA NPOKANLIBAHMA.
Mocne npokanbiBaHKa A0DKHA OLITh o0ecneueHa npoHnlaemMocTb. Makcumanskbil HapyxHbli anameTp
BEHTHIMPYEMOTO 1WHNa {cnalika) Jo/MKeH coCTarNATh He Gonee 6,5 MM.

Bosepamasie xnanaHbi (8 koHHekTope M (male) ¢ knanadoM - tHn «JIyep-nok», konxekrope F
(female) ¢ knamavom - Tun «Jlyep-nok», T-00pazHoM KOHHEKTOpE ¢ KnanaHoM - THR «Jlyep-nok»)
H3NOTOBNEHbI B TAKHX YCNOBUAX, KOTOPbIE CBOAAT BO3MOXHOCTD 3arpA3HEHHUA YaCTHLIAMH K MHHUMYMY.

Bo3spaTthblii K1anaH A0/KEH BLACPKHUBATD AaBnenue obparroro novoka 200 x[a.

Bo3BpaTHbili KnanaH A0MKEH 3aKPbIBATBCA H OTKPLIBATHCA NPU JaBlcHHH 00paTHOrO NoToka He

oonee 2 xI1a.

3amurHbie KOANAUKH - THN «Jlyep-n0K» 3aKpLIBAIOT COOTBETCTBYIOME NOBEPXHOCTH BO3BPATHOIO
KianaHa A1A NPeaOTBPALICHHA 3arpa3HEHHA OT OKPYXKalolled Cpelb, NPeACTEPALICHHA TPaBM OT yKona
W NOBpexaeHUH ynakoBKH. 3alUHTHBEIC KOANAYKH - THN Jlyep-nox» HafekHble, HO JIEFKO CHUMAaeMbie.

Kanc zomken obecneyHBaTh peryIMpoOBAHHE TOKA KHMAKOCTH OT MOJHOTO NEPEKPbLITHA A0
CTPYHHOIO HCTEHCHHA,

8.2 CoBMecTHMbBIC HHIXECKTOPbI, HCHOJb3YEMOC AABJICHHE

Tabamua 2, Henoasdyemoe MAKCHMANLHOES ARBJICHRE XKHAKOCTH AN MEAHURHCKOIC HiAEAHS
«HInpuun Aa% cHCTeM HHbexuuidl xonTpacTHbIX BemecTs Boawcmen® B naGopax» u ero

COBMECTHMOCTE €  HEXeKTOpAaMH  (YCTpoiicTBAME /1S BHYTPHBEHHOIO  BBCACHHS
PEETIeHOKOHTPACTERIX BEIIeCTR)
Mogaean
Maxkcamanbaoe Pexomenayemsiii
Mea-:g;?m n::ﬁe“::':' DaBeHNe COBMECTHMBIH HWHACKTOP
1] Obvem awl::uuu {(namnenpe, npn {ycrpoiicTso ann
oA Mozeas wnpuua meuy KOTOPOM BHYTPHBEHHOI'0 BREACHHS
WEBEKUWH wmuphus (pa6oauii (MaKcHMaNbHan cocAHHen PEHTTEHOKOHTPECTHBIX
ofuem), mMarscrpaneit semects) / TlpowssoanTens /
KONTPACTHBIX CKOPOCTD H
BeRETS ™M sioToxa), COXPanSOT oMep M AsTA
Boioemen® s /e repMeTHYHOCTS), PerncrpaunoHnoro
usGopax Psi/kIla yZoCTOBEpPEHHR
CT-200-MV 42.16.10000 200 10 355/2448 Ycrpofictaa ana
BHYTPHBEHHOTO BBEACHHS
PEHTIEHOKOHTPACTHAIX
sewmecTn, Mozens VISTRON
CT-200/200-MV | 42.16.10001 200/200 10 35572448 CT/ *Meapan
unxopnopeitren”, CILA / OC
Ne 2004/441 ot 21.05.2004**;
CHCTeMa HHBbEKUMOHHAR AN
CT-200-MS 42.16.10002 200 10 400/2758 KT MEDRAD Stellant B
ucnoaHennax: MEDRAD
CT-200/200-MS | 42.16.10002 | 200/200 10 400/2758 Stellant Sx / "Bafiep Measxan
K2a Hnk.", CLLIA/ MNe P3H
00/200 2014/1499 ot 10.07.2017%%,
ggfz 42.16.10002 | 200/200 10 400/2758 Ne P3H 2014/1499 ot
09.08.2023;
CracreMa HHLEKIMOHHAA U1
CT-200/200- KT MEDRAD Stellant 8
MS24 42.16.10002 | 2007200 10 400/2758 ucnonHenuax: MEDRAD
Stellant D / "Batiep Meauxan

HHCTPYKUNA N0 NPHMEHEHHIO HA METHIITHCKOE H3ACNHE
LHnprusl Ana CHCTEM MHBEKILHE KORTPAcTHHIX BeliecTs Bomocmea® g HaGopax
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Kasa Muk.", CILIA/ Ne P3H
2014/1499 or 10.07.2017**,
Ne P3H 2014/1499 ot
09.08.2023;
CucTeMa HHBEKIIMOHHAA ANA
KT MEDRAD Stellant &
ucnonaennax: MEDRAD
Stellant DualFlow / "Baiep
Meauxan Kaa Uuk.", CILA/
Ne P3H 2014/1499 ot
10.07.2017**, N P3H
2014/1499 or 09.08.2023;
CHCTEMA WHBEKUNOHHAN AN
KT MEDRAD Stellant 8
ucnonsenuax: MEDRAD
Stellant D ¢ paBoueit
cranumeii Certegra / "Bakiep
Meauxan K3a Uuk.", CLIA /
Ne P3H 2014/1499 ot
10.07.2017, Ne P3H
2014/1499 or 09.08.2023

DSA-150-M

42.16.10004

150

40

1200/8274

DSA-200-M

42.16.10005

200

1200/8274

DSA-130-M

42.16.10007

130

1200/8274

Ycrpoiicraa ana
BHYTPHBEHHOTO BBCACHHA
PEHTIeHOKOHTPACTHRIX
BeILECTH, MORen: Mark V
ProVis / "Menpan
uukopnopeitren”, CILIA / ®C
No 2004/441 or 21.05.2004**

MRI1-65/65-M

42.16.10069

65/65

10

355/2448

MRI-115/115-M

42.16.10018

115/115

10

355/2448

MRI-65/115-M

42.16.10069
42.16.10018

65/115

10

355/2448

Yerpolictsa ana
BHYTPMBCHHOIC BBEICHNUA
PEHTIRCHOKOHTPACTHBIX
peizects, Moaenb SPECTRIS
MR / "Bafiep Memikan Kaa
Hux.”, CLIA/ OC Ne
2004/441 ot 21.05.2004**;
YerpoiicTeo ana
BHYTPHBEHHOI'C BEEOCHHSA
MArHHTHOKOHTPACTHBIX
sewects MEDRAD Spectris
Solaris EP / "Baiiep Meaukan
Ka2a Unk.", CLIA/ Ma P3H
2015/3472 o7 26.10.2022

CT-190-M

42.16.10011

190

10

300/2068

CT-190/190-M

42.16.10011

190/190

10

300/2068

CrcTeMa HRbEeKIIMOHHANA
MEDRAD Salient ¢
MPUHAINEKHOCTAMH, BAPDHAHT
HCTIO/IHEHNS, ORHOSMKOCTHBIH
HHBEKTOP ANA KOHTpacta /
"Hmaxceon Ix T Yait Jta",
Ascrpanut/ Ne dC3
2012/12881 ot 28.01.2021;
CucTeMa MHbEKUHOHHAR
MEDRAD Salient ¢
NpUHAANEKHOCTAMH, BAPHAHT
HCTIONHEHHA,
ABYXbEMKOCTHRIE AHLEKTOP
A KOHTpacTa / "HMakceon
IMu Tr Vait Jita", Asctpanus/
Ne ©C32012/12881 or
28.01.2021.

DSA-150-M7

42.16.10016

150

40

1200/8274

Cucrema HHbEKTOpHAS

HHCTpYKIMSA N0 NPUMEHSHHIO HA MEAHUAHCKOE W3JeIHE
InpHum AnA CHCTEM REbEKUME KOHTPacTHMX BemecTs Bomocmen® B HaGopax
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Crpanniia 18 us 24




MEDRAD Mark 7 Arterion
ANK BBEACHMA KOHTPACTHBIX
BELIECTB H MPOMBIBOYHBIX
PacTBOpOB, ¢
APHHALIEXRHOCTAMK / "Bailep
Meankan Ksa Huk.", CUIA/
Ne P3H 2018/7190 ot
23.05.2018

CT-200-LF

42.16.20000

200

10

400/2758

CT-200/200-LF

42.16.20000

200/200

10

400/2758

HUH¥eKTOPH aBTOMATHUECKHE
ANA BREQCHHA KOHTPACTHORO
BEULECTBA, BAPHAHT
ucnoaxerna CT 9000 ADV, ¢
MPHHAANCKHOCTAMK /

" JuGen-Pnapexriin Komnann
JUIC", CILIA / Ne ®C3
2012/13277 or 13.05.2022 ;
HHxexTopbi ABTOMaTHYECKHE
AAsA BBEREHHS KOHTPACTHOIO
BEllleCTBA, BAPHAHT
ncrniontieHus Optivantage DH,
€ TPHHAANEXKHOCTAMB /
“Jiuben-Paapexsiim Komnaun
JIAC", CIIA / Ne ©C3
2012/13277 ot 13.05.2022.

DSA-150-LF6

42.16.20002

150

1200/8274

DSA-180-LF

42.16.20003

150

1200/8274

HHXEKTOPH aBTOMATHIECKHE
1A BBEICHUN KOHTPACTHOTO
BEUIECTBA, BAPHANRT
ucnonnenus: llumena, ¢
MPHHALTEXHOCTAMM /
"Jluben-Dnapcxativ Komnanu
JUIC", CLLA / Ne 9C3
2012/13277 o7 13.05.2022.

MRI-60-LF

42.16.20005

10

200/1379

MRI-60/60-LF

42.16.20005

60/60

10

200/1379

HDKEKTOPE! aBTOMATHYECKHE
NS BBEACHHA KOHTPACTHOrO
BELLIECTDA, BAPHAHT
ucnonHeHna: Optistat, ¢
MPHHALNCHKHOCTAMHA /
"JIubea-Dnapcxaiim Komnanu
JUIC”, CHIA / Ne ®C3
2012/13277 ot 13.05.2022;
HHKEKTOPh aRTOMATHYCCKHE
NS BECAEHHUA KOHTPACTHOTO
BEUIECTBA, BAPMAHT
ucnonHenua: Optistat LE, ¢
BPHHAMICKHOCTAMH /

" Jluben-Dnapexstim Komnaun
JUIC", CIIA / Ne ®C3
2012/13277 ot 13.05.2022;
HHKEKTOPE! ABTOMATHYECKHE
ANA BBENEHHA KOHTPACTHOTO
BELLECTBA, BAPHAHT
ucnonHeHus: Optistat Elite, ¢
NPHHAANCKHOCTAMM /
"JluGen-Dnapcxaiim KoMnanu
JUIC", / Ne ®©C3 2012/13277
oT 13.05.2022.

CT-100-NE

42.16.30000

100

10

305/2103

CT-200-NE

42.16.30002

200

10

305/2103

Cucrema asToMaTieckoi
NOJAYH KOHTPACTHOIO
pewecTsa (Mmxexrop),

HHCTPYKUMA NO NPHMEHEHHIO HA MEAWLIMHCKOE H3enue
inpuum ang cuerem nHbexumi KOHTPacTHMX BewecTs Bomocmea® e HaGopax
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Mozenn: A 60/ "Hemoto
30522103 Knopunao Ko., JIta.",
Anouus/ PC N 2005/1657 or
14.11.2005**;
Cucrema aproMaTHueckoi
NORAYUH KOHTPACTHOTO
sewecrea (Muxexrop),
mozens: A 300/ "Hemoto
Kuopunno Ko., Jita.",
Anonnn/ GC Ne 2005/1657 or
14.11.2005**;
CucreMa aBToMaTHUECKOH
NOJAYH KOHTPACTHOIO
petuecresa (Hixexrop),
mogens: Dual Shot / “Hemoro
Kuopruao Ko., JIta.",
Anonun/ &C Me 2005/1657 or
14.11.2005**;
CucreMa noaavu
KOHTpacTHoro senectea Dual
Shot Alpha 7 ¢
NMPUHALNCKHOCTAMH /
"Hemoro Knopunno Ko.,
Jita.", Anounn / Ne P3H
2016/4368 ot 04.07.2016;
Cucrema nogauy
KOHTPACTHOTO BeleCTha
SmantShot Alpha ¢
NPHHAIEKHOCTAMHY /
"Hemoto Kuopunso Ko,
Jita.", Slnorus/ Ne P3H
2016/4501 ot 11.08.2016;
HHKEKTOp AR BREACHHA
KOHTPACTHOTO BEWECTRa |
cepun APQ, ¢ |
NPHHAANEKHOCTAMM, BAPHAHT
uenotHenua: APO100 /
"ATTOCTAP Meauxkan
{(WWanxait) JJamuren”, Knradi /
P3H 2019/8368 ot 29.09.2022
CHCTeMa aBTOMATHYECKOH
NOAAYH KOHTPACTHOND
seutecTsa (MHxexTop),
mozenb: A 60 / "Hemoto
Kuopunno Ko., Jira.",
Anouns/ OC Ne 2005/1657 or
14.11.2005%*,
CHcrema aBTOMaTHUYECKOH
NONaYH KOHTPACTHOTO
Bewecrsa (MkexTop),
Mozenb: A 300 / "Hemoro
Kunopuuao Ko., JITa.",
Anonna / OC Ne 2005/1657 ot
14.11.2005*¢;
Crerema aBTOMATHYECKOH
NOAAYH KOHTPACTHOTO
semectaa (MxexTop),
mogens; Duat Shot ¢
NPHHAANEKHOCTAMY /
"Hemoro Kuopunao Ko.,

CT-200/200-NE | 42.16.30002 | 200/200 10

DSA-120-NE 42.16.30005 120 10 305/2103

CT-100/100-NE | 42.16.30000 | 100/100 10 305/2103

HRBCTPpYKLUSA MO NMPUMEHEHHIO HZ MEAHLIHHCKOE HIACAHES
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JIta.", Sinouua / ©C Ne
2005/1657 ot 14.11.2005**;
Cuctema nogaus
KOHTpacTHoro Bewsectea Dual
Shot Alpha 7 ¢
TIPHHAATEKHOCTAME /
"Hemoro Kuopunao Ko.,
JIta.”, Anonna / Ne P3H
2016/4368 or 04.07.2016;
HibkexTop 1A BBEACHHS
KOHTPaCTHOTO BeNIECTRA
cepun APO, ¢
NPUHAANEKHOCTAMH, BAPHAHT
HcnonHeHus: APO200/
"ATTIOCTAP Menukan
([Llanxa#) Jiumuren”, Kuradi /
P3H 2019/8368 or
29.09.2022.

CHcTeMa aBTOMATHIECKOH
TIOAa4H KOHTPACTHOIo
semecTsa (Mmxexrop),
mopens Sonic Shot ¢
NPHHAANCKHOCTAMH /
"Hemoro Kuopuuno Ko.,
Jita.”, Anonus/ OC Ne
2005/1657 ot 14.11.2005*%;;
CucreMa aBTOMaTHYECKOH
NOAAYH KOHTPACTHOrO
pemectBa (Mmkexrop),
MRI-30-NE 42.16.30006 50 10 30572103 mozens Dual Shot / "Hemoro
Kunopuupo Ko., Jitn.",
Anouna / OC Ne 2005/1657 o1
14.11.2005**;
Cucrtema nonauy
KOHTPacTHOrO pemectsa Dual
Shot Alpha 7 ¢
NPHHAANCKHOCTAMH /
"Hemoto Kuopurao Ko.,
Jlrn.", Sinouns/ Ne P3H
2016/4368 or 04.07.2016.

Cucrema asTOMaTHYECKOH
NOAAYH KOHTPACTHOTO
pettectpa (UmxekTop),
Moaens Sonic Shot ¢
MRI1-50/50-NE 42.16.30006 50/50 10 305/2103 MPHEAANEKHOCTAMH /
"Hemoto Kuopunao Ko.,
Jita.™, Anonus/ ©C Ne
2005/1657 ot 14.11.2005**

42.16.30000 Cucrema asToMaTHUECKOM
CT-100/200-NE 42.16.30002 100/200 10 305/2103 HOARYH KOMTDACTHOPD
42,16.30006 pewectea {Unxextop),
CT-S02200-NE | 45 1630002 | 3200 o 30512103 mozens Dual Shot / "Hemoto
Kuopuugo Ko., JiTa.”,
Sinonnn/ OC Me 2005/1657 ot
14.11.2005*;
42.16.30006 Cucrema nopaum
CT-5¢100-NE 42.16.30000 0100 10 305/2103 KOHTpacTHoOro semectaa Dual
Shot Alpha 7 ¢
NPHHAAACHKHOCTAMY /
"Hemoto Knopunao Ko.,

HHCTPYKUKHA NO NPUMEHEHHIO HA MEAHLIMHCKOE H3ACNHE
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JIta.", Anouna/ Ne P3H
2016/4368 ot 04.07.2016;
CHrcrema noaavsu
KOHTPaCTHOIO BellecTha
SmartShot Alpha ¢
NIPHHALNEKHOCTAMY /
“Hemoto Kuopungo Ko.,
Jira.", Anouus/ Ne P3H
2016/4501 ot 11.08.2016.

CT-2000MED | 42.1640000 | 200 10 305/2103
CT-2001200- 42.16.40000 | 2007200 10 305/2103
MED

MRI-6S-MED | 42.16.40002 | 65 10 305/2103
MRI-65/65-

R 421640002 |  65/65 10 305/2103
MRI-65/200- | 42.16.40002

iy 421040002 | 65200 10 305/2103

HHbexTop aBTOMaTHYECKHK
Ing BBEJICHHA KOHTPAacTHOMo
BELECTBa Accutron ¢
NPMHAJNIEXHOCTAMM, BADUAHT
Hcnonsenus Accutron HP /
"Menrtpon AT™", l'epmanus/ Ne
DC3 2011/09220 ot
25.02.2011;
HHbeKTOp aBTOMaTHYECKHA
IUN% BBEACHWA KOHTPACTHOIO
aeuiecTsa Accutron ¢
TPUHAIEKHOCTAMM, BAPUAHT
ucnonHeruns Accutron HP-D /
“Meartpon AT™, l'epmatina/ Ne
®C3 2011/09220 ot
25.02.2011;
HHvexTop aBPTOMATHYECKHIA
JNg BBEACHHA KOHTPacTHOIO
BelnecTBa Accutron, BapHaHT
ucnonnernns Accutron CT-D ¢
NPHHAINEKHOCTAMM /
"Menrpon AI'™, I'epmatus /
Ne PC3 2011/09221 ot
25.02.2011;
Hubekrop, Moaens Injektron
82 CT, ¢ npHHAANEKHOCTAMH
/ "Mexrpon AI'", l'epmanmn /
Ne P3H 2014/1882 ot
28.08.2014;
UnnekTop, Moaens Injektron
82 HP, ¢ npHHAANEKHOCTAMN
! "Mentpon Al™, I'epmanus /
Ne P3H 2014/1882 ot
28.08.2014,
HubekTop, Moaens Injektron
82 MRT, ¢
NPHHALACKHOCTAMH /
"Meatpon AI'", Mepmanus /
Ne P3H 2014/1882 or
28.08.2014,
UubexTop, monens Injektron
CT 2, ¢ NpUHAATEXHOCTAMH /
*Mempon A, I'epmanun /
Mz P3H 2014/1882 ot
28.08.2014,
Hysexrop, Mmoaens Accutron
CT, ¢ npaxagnexHocTamMy /
"Mearpon AI™, lepmanus /
MNe P3H 2014/1882 ot
28.08.2014;
Hubextop, Moaens Accutron

HHCTPYKUMS N0 MPUMEHEHKIO HA MEANLIMHCKOE H3ACIHE
{linpuub Ana cHcTEM HHbEKUMI KOHTpacTHLIX BemecTs bomocmen® b naGopax
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MR, ¢ npuMaanexsocTAMu /
"Mentpou A", lepmanus /
Ne P3H 2014/1882 ot
28.08.2014

**TIpHMEHNMO K H3ACAMAM, NMPHOGpETeHHBIM B MEpHOA AEHCTBUR PEFMCTPALMORHOTO YAOCTOBEPEHHA, Y
KOTOPHIX B COOTBETCTBUH C TeXHHHecKO# H sxcmayaraunonHoli aokymeHTauneli cpok cnyxbu He 3aKoHUHACA.

9. PacmndpoBka CEMBOJIOB, IPAMEESEMBIX B MAPKNPOBKE NoTpebRTEabCKOH B TpancoopTuol

YOAKOBKH.
Tabnanna 3. Pacmndgposka CEHMBOIIOB, HCEOIb3YEMBIX B MAPKEPOBKEe manenmil
Cumson Onucanue Cumson Omncanwe
d H3rotosurenn d] Jara u3roTossaeHus
REF Homep no karanory g Hcnons3oeats a0
Kon naptiu ? Bepeus ot gaaru
—r m Crepwivaauns oKCUAOM "c;gmb x
STERILEIBC ern TPYKUMH 1O
- RPHMEHEHHIO
3anper Ha noBTOpHOE @ He ucnone3osats npn
npuMeHeHne NOBPEX/ACHUHN YNAKOBKH
He crepunusosars or, anuo ?rpgumsux
NOBTOPHO A
OTXO0N0B
r ]
He ponyckats
Ilpeaen Temnepatypel Bo3AeHcTBHS
. . L COJIHEYHOTO CBETA
r l
Xpynkoe, obpamarbes I I Bepx (wis
OCTOPOXHO (ANs
TPaHCNOpPTHOR
TPaHCNOPTHOMH S0 oBKH)
L 4 YNAKOBKH) ynax

10, YcnoBas IKCINIYATAUNH, NEPEBO3KH H XPAHCHNA
10.1 XpaHaTs B CyXHX BEHTHNHPYEMbIX NOMELLEHHAX, MPOAYKUMA HE JOJIKHA NONBEPraThCA BO3ACHCTBHIO
arpecCHBHBIX ra3os.

Yenopus xpaneHns
- Temnepatypa — ot +10 °C ao +30 °C;
-  OTHOCUTEJIbHAA BIKHOCTDb Bo3ayXxa — He Gonee 80 %:;
- armocdepHoe aasieHHe: 75520 MM pT. CT.

10.2  VciaoBua TPaHCNIOPTHPOBKH
Tpancnopruposanue H3aenyi, YNaKoBaHHLIX B TPAHCIOPTHYIO Tapy, AOMKHO OCYMECTBAATLCA BCEMH
BHASMHM KDBITHIX TPAHCTIOPTHLIX CPEACTB ¢ COOMIOACHHEM NPEAOCTOPOXKHOCTEH, YKa3aHHbIX HA
TPAHCMOPTHOH Tape U B COOTBETCTBHH C NPABHAAMH NEPEBOZKH IPY30B, ACHCTBYIOWAMH HA TPAHCNOpTE
AaxHoro Buaa. MiberaTh HarpyKeHus OObLIMM BECOM BO BpeMA TPAHCMOPTHPOBKH.

- Temnepatypa — ot -18 °C no +38 °C;

-  OTHOCHTEJILHaA BALKHOCTb BO3AYXa — He Gonee 80 %;

- aTtmochepHoe naBnerne: 755+20 MM pr. CT.

HHCTpYKuma no NpUMEHEHHIO HA MEAUUMHCKOE H3ACHE
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10.3  YcnosHA 3KCNyaTallHH B reueSHOM YpexKIeHHH
- Temneparypa - ot -10 °C 10 +38 °C;
- OTHOCHTENbHAN BAAKHOCTH BO3ayxa — He Gonee 80 %,
- aT™ocdepHoe nasneHHe: 755+20 MM pT. CT.

11. TpeGopanas ¥ TeXHHGECKOMY OOCAYKHBAHHIO H PEMOHTY MEAHIHHCKOIO H3JeaHN.
Haaenua OAHOKPATHOrO NpiMeHeHNa. B TexHmrieckom 06CyKHBaHHH ¥ PEMOHTE HE HYKIAIOTCA.

12. Crepaamianas

Memunnckne wiaenua «lInpuusl A8 cHCTEM HHBCKIMA KOHTpacTHbIX BewecTs bomocmea® B
Habopax» CTepHIN3YIOTCA OKCUAOM 3THIEHA.

13. Cpok rognocTn
Cpok NrOAHOCTH H3AENTHA ¢ MOMEHTA CTEPHNH3ALMH: 5 NeT.
TapanTHiiHbie 00438TENLCTBA MPOH3BOANTENS PACHPOCTPAHAIOTCH HA BECh CPOK MOAHOCTH H3ACIHA
NpH YCNOBHM COOAIOACHHSE NPaBHJ XPAHEHHA, TPAHCTIOPTHPOBKY M 3KCILTYaTaLlHH.

14. Iponeaypsl YTRANIAUNE H YHHITOXKEHRR MEAWNHACKOTO HIACIHA

Menuumnckue uaaeaua «Llnpuus Ana cHcTeM WHbEKIMR KOHTPACTHBIX BelecTs bomocmen®
B Habopax», B TOM YHCNE MPOCPOMEHHBIC, B TIOBPEXACHHLIX YNAKOBKAX, a TAKKE MOTPEOHTENLCKAS
YNAKOBKA OT M3/IENIHA OTHOCHTCA ¥ STMHAEMHOIOTHYECKH 0e30MacHbIM 0TX0AaM (HEONacHBIM OTXOAAM,
HE MMEIOIMMM KOHTaKTa ¢ GHONOrHYECKHMH XKHAKOCTAMH NALMEHTOB, WHPCKUMOHHBIMH GONbHBIMAY),
NPpUOAHKEHHBIM NO COCTARY K TBEPALIM ObiToBbLIM oTX0AaM (TBO).

Mpu daxre cayualinoro HHGUIMPOBAHHA KPOBBIO WHNH APYrUMH GHONIOTHYECKHMH
KHAKOCTAMH MeaulMHcKHe Kapenns «llinpuust ana CHCTeM MHDBEKUHHA KOHTPACTHBIX BOLISCTS
Bomocmea® B Habopax» OTHOCKTCA K SMUASMMONOrHYECKH ONAcHLIM OTXOAaM (OTXOAAM, HMEIOWIHM
KOHTaKTa ¢ GHONOrMYECKHMH KUAKOCTAMH ALMEHTOB).

TpaHCNIOPTUPOBAHKEE M YTWIH3ALMA OCYWIECTRIAETCS € Y4eToM TpeOoBaHHH, NPHHATHIMH IR
DAHHOW TEPPUTOPHHM, B COOTBETCTBHH ¢ CAHHTAPHBLIM 3aKOHOZATENLCTBOM TOH WAM MHOH CTpaMm K
CONEPKAHUIO TEPPUTOPHI HACENCHHBIX MECT H OOPALIICHKIO C OTXOJAMH NIPOH3BOACTEA U NOTPeOICHHA.

B 22HHOM CNy4ac MEMMUMHCKRN OPraHM3alMA OCYLIECTBIACT TONbKO c¢BOp W BpeMeHHOS
XpaHeHHe BHIDEYKASAHHBIX OTX0N0B. COOpP OCYWIECTRIAIOT B HENPOKANBIBAGMBIE MAKETH HAH B
KOHTelfHEepbl ¢ LBeTOBOH MapkHpoBkoi#f, NMPMHATOH ANA HEOMACHHMX WIM ONACHBIX MEAMLMHCKHX
OTXON0B B MOMEWICHHH . KW B MeCTaX JMUIN BPEMCHHOMO XPRHEHMS MEAWLMHCKHX OTXOAOB A0
NOCAEAYIOLIETO TPAHCMIOPTHPOBAIINA K MECTY YHHUTOXKEHHA KITH yTHIH3AUHH,

TpaucnopTHPOBAHHEM H yTHAH3ALMeH MEAMUHHCKMX OTXOAOB W3 MOJMUMHCKHMX YUpeXAeHHHA
3AHMMAIOTCA CNELHANW3HPOBAHHbIE OPraHH3aUMH, HMCIOLHE THLICH3HIO Ha ODpamenne ¢ HEOMACHLIMH
HJTH ONACHBIMH B STIHEMHONIONHYECKOM OTHOLICHHH MEIHLIHHCKHMHE OTXORAMH.

HHCTPYKUMS NO NPHMEHEHIIO HA MEMIMHCKOE H3nenue
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@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

]



MepeBoa AaHHOMO TEKCTA BbINOMHEH MEPEBOAUYNKOM ALKOBOW JHM JIneKcaHApPOBHOIA

MnoAnnch

Poccuitickaa depepaums
[fopog MockBa
[BajuaTh LWECTOro OKra6ps ABe rbicayvun Bajuatb TPeTbero roga

>1, Bcpemuin HOnua WropeBHa, HoTapuyc ropoga MOCKBbI, CBMAETENbCTBYH MNOANMHHOCTb MOAMNMUCK
nepeBogunKa AUKOBON IHM AneKcaHApPOBHbI.

Mognuce chenaHa B MOEM NPUCYTCTBUMN.

JINYHOCTb NMOANMCABLUENO JOKYMEHT YCTAHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/2194-n/77-2023-

YnnayeHo 3a COBepLUEHNEe HOTapuanbHoro geinctemsa: 400 py6. 00 kon.

MOAMNCh Mep6oBas nevars MepboBasa nevartb
HoTapuyca r. MocKBblI HoTapuyca r. Mocksbl
Bcpemuin K). . Bcpemunii HO.A.

10.n. Bepemuii
Bcero npowHypoBaHo, MPOHYMEPOBaHO
W CKpenaeHo neyatbto 54 nuct(-a,-oB).
HoTtapuyc: noannmcb
Poccuiickas ®epepayms
Fopog MockBa

ABaguaTb LIECTOro OKTAGPS ABe ThiCAYM ABaALLATL TPETLEr0 roga

A, Bepemuin HOnus WropeB*la, HoTapuyc ropoga MOCKBbI, CBUAETE; T MMM ILACTL KONUKU €
npeACcTaBNEHHOT0 MHE AOKYMeHTa.

3aperucrpunii|«9iin6«le: No 77/2194-H/77-2023-

Ynnaye” Nanbltoro geincteus: 5500 py6. 00 kon.

10.. Bepemuii

(hOLWHYpPOBaHO, NPOHYMEPOBAHO
cno nevatbto 54 nuct(-a,-oB).
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