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1 Name of the medical device

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed Tomography,
and Magnetic Resonance Imaging,

Versions:
1 Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200A, consisting of;
- 200 ml syringe
- CT Line Type CL
- CT Line J-Type
2. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200A (2) consisting:
200 ml syringe
CT Line Type CL
CT Line J-Type
- CT Line Type (Spike)
3. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model I00IOOB consisting of:
- 125 ml syringe
- CT Line Type CL
- CT Line J-Type
4. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200B consisting of:
- 200 ml syringe
- CT Line Type CL, with an excess contrast collection tube
- CT Line J-Type
- CT Line Type (Spike)
5. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200B (2) consisting of:
200 ml syringe
CT Line Type CL
CT Line J-Type
CT Line Type (Spike)
6. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200B/100200B consisting of:
- 200 ml syringe
- 200 ml syringe
- Line T Type CLV, with an excess contrast collection tube
- CT Line J-Type - 2 pcs.
- CT Line Type (Spike) - 2 pcs.
7. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200B/100200B (2)
consisting of:
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10.

11.

12.

13.

- 200 ml syringe
- 200 ml syringe
- LineY Type CLV
- CT Line J-Type- 2 pcs.
- CT Line Type (Spike)- 2 pcs.
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 1002001 consisting of:
- 190 ml syringe
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200F, consisting of;
190 ml syringe
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200 F/100200 F consisting
of:
190 ml syringe
- 190 ml syringe
- Line T Type CLV
- CT Line J-Type -2 pcs.
- CT Line Type (Spike)- 2 pcs.
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100100C/10060A consisting of:
115 ml syringe
- 65 ml syringe
- Line T Type CLV
- CT Line J-Type- 2 pcs.
- CT Line Type (Spike)- 2 pcs.
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100100C/10060A (2) consisting
of:
115mls5Tinge
- 65 ml syringe
- LineY Type CLV
- CT Line J-Type- 2 pcs.
- CT Line Type (Spike)- 2 pcs.
Syringes and Connection Lines to Them in Sets for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 10060A/10060A consisting of:
- 65 ml syringe
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- 65 ml syringe
- Line T Type CLV
- CT Line J-Type- 2 pcs.
- CT Line Type (Spike)- 2 pcs.
14. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100150M consisting of:
150 ml syringe
- CT Line J-Type
- CT Line Type (Spike)
15. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100150M (2) consisting of:
- 150 ml syringe
- CT Line Type SH
- CT Line J-Type
- CT Line Type (Spike)
16. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200M consisting of:
- 200 ml syringe
- CT Line J-Type
- CT Line Type (Spike)
17. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200M (2) consisting of:
200 ml syringe
CT Line Type SH
CT Line J-Type
- CT Line Type (Spike)
18. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100150MS consisting of:
- 150 ml syringe
- CT Line J-Type
19. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100150MS (2) consisting of:
- 150 ml syringe
- CT Line Type SH
- CT Line J-Type
20. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 300100B consisting of:
- 100 ml syringe
- CT Line Type CL
- CT Line Type (Spike)
21. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 300100B (2) consisting of:
- 100 ml syringe
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- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
22. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 300200B consisting of;
- 200 ml syringe
- CT Line Type CL
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 300200B (2) consisting of:
- 200 ml syringe
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography. Computed
Tomography, and Magnetic Resonance Imaging, model 300200B/300100B consisting of:
- 200 ml syringe
- 100 ml syringe
- LineY Type CL2V
- CT Line Type (Spike) - 2 pcs.
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 300200B/300100B (2)
consisting of:
- 200 ml syringe
- 100 ml syringe
- LineY Type CLV
- CT Line J-Type- 2 pcs.
- CT Line Type (Spike)- 2 pcs.
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100060A consisting of:
60 ml syringe
CT Line Type CL
CT Line J-Type
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100050A consisting of.
- 50 ml syringe
- CT Line Type CL
- CT Line Type (Spike)
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100050A (2) consisting of:
- 50 ml syringe
- CT Line Type CL

23.

24.

25.

26.

217.

28.

Instruction for Use for the medical device : «H
Syrmges and Connection Lines for Automatic Injectors for Anglography Computed Tomography and
Magnetic Resonance Imaging
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29.

30.

3L

32.

33.

34.

- CT Line J-Type

- CT Line Type (Spike)

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100060A/100060A consisting
of;

- 60 ml syringe

- 60 ml syringe

- Line Y Type CL2V

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100060A/100060A (2)
consisting of:

- 60 ml syringe

- 60 ml syringe

- Line Y Type CLV

- CT Line J-Type -2 pcs.

- CT Line Type (Spike)- 2 pcs.

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100050A/100050A consisting
of:

- 50 ml syringe

- 50 ml syringe

- Line Y Type CL2V

- CT Line J-Type, 2 pcs.

- CT Line Type (Spike)- 2 pcs.

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed

Tomography, and Magnetic Resonance Imaging, model 100050A/100050A (2)
consisting of:

- 50 ml syringe

- 50 ml syringe

- Line Y Type CLV

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)-2 pcs.

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200A consisting of:

- 200 ml syringe

- CT Line Type CL

- CT Line J-Type

- CT Line Type (Spike)

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200A (2) consisting of:

- 200 ml syringe
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- CT Line Type CL
- CTLinelJ-Type

35. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200AY consisting of:

200 ml syringe

Line Y Type CL2V

CT Line J-Type

CT Line Type (Spike)

36. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200AY (2) consisting of;

200 ml syringe

Line Y Type CLV

CT Line J-Type
- CT Line Type (Spike)

37. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200A/200200A consisting
of:

- 200 ml syringe

- 200 ml syringe

- LineY Type CL2V

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

38. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200200A/200200A {2)
consisting of:

- 200 ml syringe

- 200 ml syringe

- Line Y Type CLV

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

39. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200150A consisting of:

- 150 ml syringe
- CT Line Type SH
- CT Line J-Type
- CT Line Type (Spike)

40. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 200150A (2) consisting of:

- 150 ml syringe
- CT Line J-Type
- CT Line Type (Spike)

41. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 10060C consisting of:
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- 60 ml syringe

- CT Line Type CL

- CT Line J-Type

- CT Line Type (Spike)

42. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 10060C (2) consisting of:

- 60 ml syringe
- CT Line Type CL
- CT Line J-Type

43. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 10060C/10060C consisting of:
- 60 ml syringe
- 60 ml syringe
- LineY Type CL2V
- CT Line J-Type - 2 pcs.

- CT Line Type (Spike)- 2 pcs.

44. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 10060C/10060C (2) consisting
of:

- 60 ml syringe

- 60 ml syringe

- LineY Type CLV

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

45. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A consisting of:

200 ml syringe

CT Line Type CL

CT Line J-Type

CT Line Type (Spike)

46. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A (2) consisting of:

- 200 ml syringe
- CT Line Type CL
- CT Line J-Type

47. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A/400200A consisting
of:

- 200 ml syringe

- 200 ml syringe

- Line Y Type CL2V

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.
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48. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A/400200A (2)
consisting of:

- 200 ml syringe

- 200 ml syringe

- LineY Type CLV

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

49. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A/400065A consisting
of;

- 200 ml syringe

- 65 ml syringe

- Line Y Type CL2V

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

50. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400200A/400065A (2)
consisting of:

- 200 ml syringe

- 65 ml syringe

- LineY Type CLV

- CT Line J-Type - 2 pcs.

- CT Line Type (Spike)- 2 pcs.

51. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400065A/400065A consisting
of:

- 65 ml syringe

- 65 ml syringe

- Line Y Type CL2V

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

52. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 400065A/400065A (2)
consisting of;

- 65 ml syringe

- 65 ml syringe

- LineY Type CLV

- CT Line J-Type- 2 pcs.

- CT Line Type (Spike)- 2 pcs.

53. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model 100200C consisting of:

- 200 ml syringe

Instruction for Use for the medical device ) , ° , " o
Syrmges and Connection Lines for Automatic Injectors for Angiogr*hy, Computed Tomogiaphy, and
Magnetic Resonance Imaging
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54. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed

CT Line Type CL
CTLineJ-Type
CT Line Type (Spike)

Tomography, and Magnetic Resonance Imaging, model 100200C/100200C consisting of:

55. Syringes and Connection Lines for Automatic Injectors for Angiography, Computed
Tomography, and Magnetic Resonance Imaging, model

200 ml syringe

200 ml syringe

Line T Type CLV

CT Line J-Type-2 pcs.

CT Line Type (Spike)- 2 pcs.

consisting of:

56. Connection Lines for Automatic Injectors for Angiography, Computed Tomography, and

200 ml syringe

200 ml syringe

Line Y Type CL2V

CT Line J-Type- 2 pcs.

CT Line Type (Spike)- 2 pcs.

Magnetic Resonance Imaging, models:

Hereinafter referred to as the “Syringe” , “Connection Line”, devices ,

CT Line Type (pump line)

CT Line Type (patient line)

CT Line Type SH

CT Line Type CL

CT Line Type CL, with an excess contrast collection tube
Line T Type CLV

Line T Type CLV, with an excess contrast collection tube
Line Y Type CL2V

Line Y Type CLV

CT Line Type CLV

CT Line J-Type

CT Line Type (Spike)

CT Line Type SLV (20 cm, 40 cm)

Instruction for Use for the medical device

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed Tomography, and

Magnetic Resonance Imaging
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2. Information about Medical Device Developer and Mannfacturer, Authorized
Representative of the Manufacturer.

Developer
Wuxi Yushou Medical Appliances Co. Ltd., People’s Republic of China

Address: No. 115, Nongxinhe Road, Xishan District, 214191 Wuxi City, Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA

Manufacturer
Wuxi Yushou Medical Appliances Co. Ltd., People’s Republic of China

Address: No. 115, Nongxinhe Road, Xishan District, 214191 Wuxi City, Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA

Manufacturing site: No. 115, Nongxinhe Road, Xishan District, 214191 Wuxi City, Jiangsu
Province, PEOPLE’S REPUBLIC OF CHINA.

Authorized representative of manufacturer (producer)

“Aktimed Plus” Limited Liability Company (“Aktimed Plus”, LLC)

Registered address: 194291, The Russian Federation, Saint-Petersburg, Lunacharskogo avenue,
43,b.1, Liter A, office 21-32

Tel: +7 (812) 448-95-36; e-mail: info@aktimed-plus.ru

3. Intended Use of Medical Device, User Profile

Syringes and Connection Lines for Automatic Injectors for Angiography, Computed Tomography,
and Magnetic Resonance Imaging are intended for intravascular administration of radiocontrast
agents and saline solution using an injection device in order to obtain diagnostic images in
angiography, computed tomography, or magnetic resonance imaging.

Scone of application: angiography, computed tomography, or magnetic resonance imaging.

User profile of the medical device; Syringes and Connection Lines for Automatic Injectors for
Angiography, Computed Tomography, and Magnetic Resonance Imaging are recommended for
the following users: physicians of corresponding specialties (endovascular surgeons, radiologists,
etc.).

4, Contraindications, Side Effects
Indications:

- Radioscopic examination of blood vessels following administration of radiocontrast
agents.

- Computed tomography (CT), a radiologic technique used for obtaining X-ray images of
internal organs.

- The necessity to use magnetic resonance imaging (MRI), a medical diagnostic technique
b~ed on the physical phenomenon of magnetic resonance of the hydrogen nuclei.

- The necessity to use contrast-enhanced ultrasound techniques.

Contraindications for use: none

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



n.c nf the devices include the following: allergic reactions,

., ode.» » e, lo.«. s 10%.

I. NOT M»d=d f« «.ldpl. » » .« m »” -f
AN

- This device is for single-use o0 .

«
N 7 N

, tion- 3 Air intake around the seal and air

smbl 2 1 " T n ;4 Spillage of contrast or saline solution and damage to the

T ste If life is valid for properly stored devices. Store the device as stated. Do not use
the device after the expiration date.

r:cb™o.>— - .

L Z2:7'S o

h— N

along the barrel and do not remove the plunger from the barrel.

Hold the device carefully to prevent P™J* 12 Sr™No lock tip of the

causes the liquid spillage and damage to the barrel.

Tomography, and Magnetic Resonance magi " : xhe syringe is easily attached

dead space due to the plunger tip.

Magnetic Resonance Imagmg
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Functional and technical features.

6.3.

6.4.

6.5.

66

6.7.

6.9.

6.10.

Conical syringe tip should conform to ISO 594-1 and have a lock connection according
to ISO 594-2. A A

When tested for water and air tightness of the plunger, there must be no water Ieakap
through the plunger seal (plunger seals), and there must be no air leakage through the
plunger seal (plunger seals), and there must be no drop in the pressure gauge reading (m

accordance with 1SO 7886- 1). i nn/ *
The barrel length is sufficient to make the total syringe capacny at least 10% greater
than the nominal capacity. tw e * U

The plunger flange is designed in a way that it allows for the easy mstallatlon into the
injector drive device intended for the flat plunger flange and the operation of the built-
in syringe detector sensor.

The syringe parts are designed in a way that it is impossible to easily pull the plunger
out of the barrel, and the plunger cannot be moved by its own weight or the weight of
water; the plunger seal is leak-tight.

The volume of liquid remaining in the barrel and hub after the plunger has been pushed
down completely is not greater than 0.20 ml.

The flow characteristics should meet the requirements of ISO 7886-2.

Syringe compliance: The maximum volume of liquid displaced should meet the
requirements of ISO 7886-2.

Plunger movement force; The maximum breakaway force (including any perm|SS|bIe
variations), the maximum glide force, and the maximum permissible variation of the
glide force should meet the requirements of ISO 7886-2.

The surface of the connecting lines must be smooth without foreign objects, defects,
kinks, air bubbles.
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Table 1. Maximum operating liquid pressure for the medieal devices Syringes and Connection Lines for
Automatic Injectors for Angiography, Computed Tomography, and Magaetic Resonance Imaging and
their compatibility with intravemous access devices. )

volume Connection line: (intravenous ln'j'jec;in:::
(working Connection line max pressure, not device)
volume) more than Or its analogue* |
100200A 200 «| CTLineTypeCL | 355Psi(2,448 MPa) | Intravenous injection
_ device for radiopague
100200A(2) 200 | CTLineTypeCL | 355Psi(2,448 MPa) nediums. model
100100B 125 CT Line Type CL | 355 Psi (2,448 MPa) VISTRON CT
1002008 200 | CTLineTypeCL | 400Psi(2,758 MPa) mmsms) cr
Injection system for CT
1002008 (2) 200 | CTLineTypeCL | 400Psi (2,758 MPa) | MEDRAD Steflant:
MEDRAD Stellant S
MEDRAD Stellant CT
. (model D), Injection
100200B/100200B | 2001200 | Line T TypeCLV | 400 Psi (2,758 MPa) system for CT
MEDRAD Stellant:
MEDRAD Stellant D
Injection system for CT
zzoozoom 100200B | 20000 | LineY TypeCLV | 400Psi(2,758 MPa) | MEDRAD Stellant:
) MEDRAD Stclast D
1002001 190 | CTLineTypeCL | 300 Psi (2,068 MPs) Injoction system
MEDRAD Salient:
single ity injector
100200F 10 | CrimeTypecL | 300Psi2068MPr) | " mroanren
100200 F/100200 F
Injection system
. : MEDRAD Salient:
190190 | LineTTypeCLV | 300Psi ROSBMPA) | oo tcetor
for contrast
100100C/ 100GOA
115/65 | LineT TypeCLV | 325Psi (2,241 MPa) | Intravenous injection
device for magnetic .
100100C/10060A (2) contrast lmdiumg
115/65 | LineYTypeCLV | 325Psi (2,261 Mp) | MEDRAD Spoctris
10060A/10060A SSMR 300 Medrad
65/65 | LineTTypeCLV | 325Psi(2241MPs) | Spectris Solaris MR
Injecion System
100150M 150 . 1200 Psi (8.274 MPa)
100150M (2) . Intravenous injection
150 | CTLineTypeSH | 1200Psi 8274 MPa) [ oloeem (OO0
100200M 200 : 1200 i (8.274 MP&) | mediums, model Mark V
ProVis
100200M(2) 200 | CTLineTypeSH | 1200 Psi (8.274 MPa)
100150MS 150 - 1200 Psi (8.274 MPa) | Injection system
MEDRAD Mark 7
100150MS (2) 150 CT Line Type SH | 1200 Psi (8.274 MPa) | Arterion for injection of
contrast mediums and

Instruction for Use for the medical device
SyrhgesdeommﬁmLmuforAuwmaﬁclnjmfmAngioymhy,CompnwdTmoyaphy,md
Magnetic Resonance Imaging
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Syringe
volume
(working
volume)

200/200
150

60/60
200

200/200

200/65
200/65

400065/ 1/400065A (2) 65/65
100200C

200
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I LineY Type CLV
1 CT Line Type SH

Recommended injector
(intravenous injection
device)

Or Its analogue*
irrigating solutions, with
accessories
Contrast automatic
delivery system

Connection line:
max pressure, not
more than

Connection line

300 Psi (2,068 MPa)

1200 Psi (8.274 MPa)  Automatic injectors for

contrast mediums,
versions lllumena

Automatic injectors for
contrast mediums,
versions Optistar LE,
Optistar Elite

Injector model Accutron
CT, CT2, MR
Automatic injector for
contrast medium: 1

21 Bar (2,1 MPa) Accutron HP, HP-D

I LineY Type CLV

Line Y Type CL2V 21 Bar

Automatic injector for
contrast medium
Accutron CT-D

Line Y Type CLV i .
Medical High Pressure

Syringe Pump Viva
Vesta, version
SinoPower-S

CT Line Type CL



Recommended injector

volumo (intravenous injection
_ Connection line ljax pressure, not device)
(working more than

r its anal *
volume) Or its analogue

. . Medical High Pressure
100200C/100200C 200/200 Line Y Type CLV 300 Psi (2,068 MPa) Syringe Pump Viva

) Vesta, version
2007200 | Line Y Type cL2v 300 Psi (2,068 MPa) SinoPower-D

. ; 21 Bar (2,IM Pa” XD 2000 mississippi,
CT Line Tyre (pump CTLme"Z';E (punp ( XD 2001 missouri, XD
line) 2002 Ohio, XD 8000 GT
Motion,
Angiographic injector
for CT and MRI XD
2003 Tennessee (basic
combination)
. . ; 21 Bar (2,1 MPa XD 2000 mississippi,
CT Line Type (patient %)Talg::ni m))e ( ) D 2001 missouri. XD
lire) 2002 ohio, XD 8000 GT
Motion,
Angiographic injector
for CT and MRI XD
2003 Tennessee (basic
combination)

Syringe Connection line:

100200C/100200C

CTLine Type SH CTLine TypeSH | 1200 Psi (8.274 MPa)

MEDRAD Mark V
ProVis;
Injection system
MEDRAD Mark 7
Aiterion for contrast
mediums and irrigating
solutions, with
accessories;
Automatic injectors for
contrast mediums,
version lllumena

- CTLine TypeCL 600 Psi (4,137 MPa) ~ MEDRAD Vistron CT;
CTLine Type CL e ( ) Medrad Stellant CT
model S, Sx, D;
MEDRAD Salient model
S,D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower model S
CTLine Type CL, with CT Line Type CL, 600 Psi (4,137 MPa) MEDRAD Vistron CT;
excess contrast with excess contrast Med rgdl SSteganECT
. ; model S, Sx, D;
collection tube collection tube MEDRAD Salient model

S.D;

Instruction for Use for the medical device u j
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed Tomography, and
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Syringe
volume
Iworking
volume)

Line T TypeCLV

Line TType CLV, with
excess contrast
collection tube

Line Y Type CL2V
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Connection line

Line T Type CLV

Line T Type CLV,
with excess contrast
collection tube

Line Y Type CL2V

Recommended injector
(intravenous injection
device)

Or its analogue™
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;

CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;

ACCUTRON,

MEDTRON;
SinoPower model S
MEDRAD Vistron CT;

Medrad Stellant CT

model S, Sx, D;
MEDRAD Spectris

Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient model
S,D;

Nemoto Dual Shot,
Nemoto A60, A300;

Nemoto Sonic Shot;

CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;

ACCUTRON,

MEDTRON;
SinoPower model S, D
MEDRAD Vistron CT;

Medrad Stellant CT

model S, Sx, D;
MEDRAD Spectris

Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient mode!
S,D;

Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;

CT 9000 ADV,
OptiVantage DH;

OptiStar LE, MR;

ACCUTRON,
MEDTRON;

SinoPower model S, D

MEDRAD Vistron CT;
Medrad Stellant CT
model S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient mode
S, D;

Nemoto Dual Shot,
Nemoto A60, A300;

Connection line:
max pressure, not
more than

600 Psi (4,137 MPa)

600 Psi (4,137 MPa)

600 Psi (4,137 MPa)



Recommended injector
(intravenous injection
device)
Or its analogue*
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower model S, D
- Line Y CLV 600 Psi (4,137 MPa) ~ MEDRAD Vistron CT;
Line ¥ Type CLV e | ( ) Medrad Stellant CT
model S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient model
S. D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower model S, D
; CTLine Type CLV 1 600 Psi (4,137 MPa) ~ MEDRAD Vistron CT;
CTLine Type CLV P ( ) Medrad Stellant CT
model S, Sx, D;
MEDRAD Spectris ,
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient model
S, D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPowermodelS~D
: CTLine TypeSLV 600 Psi (4,137 MPa) ~ MEDRAD Vistron CT;
CTLine Type SLV » ( ) Medrad Stellant CT
model S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient model
S,D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;

Syringe Connection line:
volume Connection line ma” pressure, not

(working more than
volume)

Instruction for Use for the medical device ]
Syringes and Connection Lines for Automatic Injectors for Angiography, Computed Tomography, and

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



Recommended injector

volume N (intravenous injection
. Connection line max pressure, not device)
(working more than

volume) Or its analogue*
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
4 ACCUTRON,
MEDTRON,;
SinoPower model S, D

Syringe Connection line:

« The device should be duly registered in the Russian Federation

7. Directions for Use.

Method of use:

Notes

1. This device is sterilized using ethylene oxide. Before unpacking, examine the
package for visible damage. Ifthe package is damaged, do not use the device. The devices
are to be used by physicians and mid-level health providers.

2. Open the package along the “Open here” symbol and remove the device.

3. Place it into an appropriate device (Table 3), tighten the agent filling line, draw in
the substance required for angiography, and attach the tube. The device is ready for use.

4. Pay attention to the maximum liquid pressure before use and do not exceed the
pressure limits. Exceeding the pressure limits will result in the device rupture and failure.

5. If the filling line is an individually packaged accessory, open the package along
the “open here” symbol and remove the filling line tubing. The bent end should be tightly
connected to the syringe, and the other end should be placed into a vial. Following
evacuation of air, draw in the agent. If the filling line is equipped with a piercer, detach
the introducer from the piercer, put this end directly into the agent vial, and attach the
other end to the high-pressure syringe. Draw the liquid in.

6. Ifthe connection tube is individually packaged, open the package along the “Open
here” symbol, remove the connection tube, tightly attach one end to the high-pressure
syringe and the other end to an intravenous infusion needle or other device, tighten, and
evacuate air. The device is ready for use.

1 Examine the individual package ofthe device for visible damage and thoroughly

check the packaged device. Ifthe package or the device is damaged, the device must not be
used and must be discarded.

2. Read the technical characteristics of the device before use. Choose the device
with the appropriate technical characteristics.

3. Pay attention to the duration of sterility. The device should be used before the
expiration date. Do not use expired devices.

4. This device is for single use. A used medical device must be discarded.

5. Pay attention to the maximum liquid pressure before use and do not exceed the

pressure limits. Exceeding the pressure limits will result in the device rupture and failure
(refer to the Table 3).
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6. This device is to be used by healthcare professionals. Read these directions before

use.
7 One of the device accessories (connection‘tube) is made of PVC. PVC contains

the plasticizer di-2-ethylhexyl phthalate (DEHP). There is evidence of reproductive toxicity
of DEHP in younger male mice. There is also evidence that is induces apoptosis of the liver
tissue in rats; therefore, any agents that react with P\VVC must not be used. According to the
data obtained in domestic and' foreign studies, the medical staff should pay attention to the
reaction between the PVC tube and the agent, which may alter the effectiveness of the agent.
This connection tube must not be used for infusion of paclitaxel and fat-soluble drugs.
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8. Labeling symbols.
Symbol

td
IREF

lot]

STERILEEO

CE

f
f

1

Description

Manufacturer

Catalog number

Lot number

Sterilized using
ethylene oxide

Do not re-use

CE compliance mark

Temperature range

Keep dry (for
transportation
container)

Fragile, handle with

care (for
transportation
container)

Symbol

1STERILE 1

A
(8)

X

11

9. Operation, Transportation and Storage Conditions

Description

Manufacturing date

Useby....

Sterile

Caution! Consult
instructions for use

Do not use if package is
damaged

dispose separately from
a household waste

Keep away from sunlight
(for transportation
container)

Keep up (for
transportation container)

Store in dry, well-ventilated places at room temperature. Do not expose to aggressive gases.

Storage conditions

- temperature - 20 °Cto 25 °C;

- relative humidity; not more than 80 %;

- atmospheric pressure: 755+20 rnmHg.

Transportation conditions

The devices in a shipping box may be transported by all types of covered vehicles according to
applicable regulations for the carriage of goods by this type of transport, observing the precautions
indicated on the shipping box and in accordance with shipping rules in place at this mode of
transportation.

- temperature - 20 °Cto 25 °C;
- relative humidity: not more than 80 %;
- atmospheric pressure: 75520 mmHg.

Operation conditions in a medical institution
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- temperature - 20 °Cto 25 °C;
- relative humidity: not more than 80 %;
- atmospheric pressure: 755+20 mmHg.

10.  Requirements for Maintenance and Repair of the Medical Device.
The devices are disposable. Do not need maintenance and repair.
11. Sterilization and Disinfection

The medical devices Syringes and Connection Lines for Automatic Injectors for Angiography,
Computed Tomography, and Magnetic Resonance Imaging are sterilized using ethylene oxide.

12. Shelf life
Shelflife ofthe device from the sterilization is 3 years.

13. Disposal and Discharge of the Medical Device

The medical devices Syringes and Cormection Lines for Automatic Injectors for Angiography,
Computed Tomography, and Magnetic Resonance Imaging including those expired and in
damaged packages and the consumer packaging of the devices are classified as epidemiologically
safe wastes (types of waste that do not come in contact with biological fluids of patients, infectious
patients) similar to municipal solid waste (MSW).

In case ofaccidental contamination with blood and/or other biological fluids (for example, through
an injection needle), the medical devices Syringes and Connection Lines for Automatic Injectors
for Angiography, Computed Tomography, and Magnetic Resonance Imaging are categorized as
hazardous waste of epidemiologic potential (waste that come in contact with patients’ biological
fluids).

Transportation and disposal are performed considering the requirements established for a specific
territory in accordance with the country-specific sanitary laws concerning the maintenance of
populated areas and handling of industrial and household waste.

In this case, a medical organization carries out only collection, decontamination, and temporary
storage of the abovementioned waste. Collection is carried out using bags attached to a trolley or
disposable, color-coded containers for hazardous medical waste indoors or in places for temporary
storage of medical waste before transporting for destruction or disposal.

Transportation and disposal of medical wastes should be carried out by specialized organizations
licensed to handle epidemiologically hazardous and non-hazardous medical wastes.

14. List of International Regulatory Documents/Standards Applicable to the Medical
Device.

ISO 14161, EN 1041, EN I1SO 14971, GB / T 14233.1, GB 18279, GB 18281.1,
GB/T 16886.7, ISO 10993-1, ISO 10993-10, ISO 10993-12, 1ISO 10993-2, ISO 10993-5, 1SO
10993-7, ISO 11135, 1ISO 11138-1, ISO 11138-2, 1ISO 11737-2, ISO 13485, ISO 15223-1, 1SO
7886-1, 1SO 7886-2, 1SO 80369-7, 1SO 9001, ISO 10993-4, ISO 10993-11.

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



21 okTA6ps 2021r.
«YTBEPXIAEH»

1noanuce/

Opu*nT HbIA NMAC'KbUTEND

®3OH IHKNNNH (FENG ZHILING)
Ycu KOoiwoy Meaukan dnnaeHcns Ko., JTTa,
(Wuxi Yushou Medical Appliances Co.Ltd.)

VHCTPYKUMA N0 NPUMEHEHWNIO HA MeAULIMHCKOe n3aenne

LLnpuubl 1 coeAnHNTENbHbIE TUHUW ANS UHXEKTOPOB aBTOMAaTUUYeCKMX ANns
Arvorpaumn, KOMMNbIOTEPHOW 1 MarHMTOPe30HaHCHOW ToMorpaguu
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TITIB I\/trHIéoKI’moB aBTOMAaTUYECKMUX ANS aHruorpapuu,
LLInpuubl 1 COEAUHWUTENbHbIE NUHUW A9 WHXXEETOPOB aBTO
KOMbIOTEPHOW M MarHMTOpPe30HaHCHOW TOMOrpahuy,

NCNOTHEHUA: ) NHXXEKTOPOB aBTOMaTWU4YeCKMUX AN

COCTaBe;

- Wnpwy 200 mn

- CT Line Type CL
CT Line J-Type

NHXXEKTOO0B  aBTOMATUYECKUX
<

(2) B cocTaBe;

- LWnpwvy 200 mn

- CT Line Type CL

- CT Line J-Type

- CT Line Type (Spike) NHXXEKTOPOB  aBTOMAaTUYeCKMX NS

R4 * oM™ M"™ pe3oHaHCHO Tomorpadgum, mogens 100100B B
COCTaBe;
- Wnpwny 125 mn
- CT Line Type CL
- CT Line J-Type WHXXEKTOPOB aBTOMAaTUYeCKUX And
YT ;ig. ="M ™ pe30HaHCH 0K TOMOrpadum, mogens 100200B B
COCTaBe;
- Wnpwny 200 mn

CT Line Type CL, c TpybKoii ansi cbopa n3bbITKa KOHTpacTa
- CT Line J-Type

- CT Line Type (Spike) MNHXXEKTOPOB  aBTOMATUYECKMX /1

(2) B cocTaBe;
- Wnpwuy 200 mn
- CT Line Type CL
- CT Line J-Type
- CTLine Type (Spike) NMHWN AN WHXEKTOPOB  aBTOMATUYECKUX Ans
6. Wnpuuer v CoeA”H”Te”be'f W MarHMTOPE30HaHCHOW Tomorpadun, MOAeNb
aHrvorpaguu,  KOMMbIOTEPHOW
100200B/100200B B cocTase;
- Wnpwy 200 mn
LLinpwuy 200 mn
Line T Type CLV, ¢ Tpy6Koii Ansa c6opa n3bbiTKa KOHTpacTa

VIHCTPYKLMS MO NPUMEHEHWIO HA MEAMLIMHCKOE U3aenue
HTnoLbi n coeguHNUTeNbHbIE NMHUW NS VHXXEKTOPOB aBTOMaTUUYECKU
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- CT Line J-Type - 2wt
- CT Line Type (Spike) -2wr
LLNpUusl M coeavHUTENbHble VHAM  ANA  VIOKEKTOPOB  aBTOMATUMECKUX A
aHTMOTPadN,  KOMMLIOTEpHOIA W MarHMTOPe30HaHCHOW TomMorpagpuu, Mopesb
100200B/100200B (2) B cocTase:
- Wnpwvy 200 mn
- Wnpwuy 200 mn
- LineY Type CLV
- CT Line J-Type - 2wt
- CT Line Type (Spike) -2wr
8 Wmpvbl W coeguHutenshble JVHM VK nHxekTopos

aHrmnorpauu, KOMNbIOTEPHON U MarHUTOPe30HAHCHOW Tomorpaduun, mogens 1002001 B
cocTase;

Wnpuy, 190 mn
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
9. Wnpuubl ©n CcOeAVMHUTENbHbIE JIMHUM AN UHXXEKTOPOB aBTOMaTU4ecwwXx [Aas

aHrnorpaun, KOMMNbITEPHOM U MarHUTOpe3oHaHCHOM ToMorpadun, mogens 100200F,
COCTaBe:

- Wnpwuy 190 mn
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
10 Wnpuubl 1M COEAMHWUTENbHbIE NUHUWA 01 WUHXXEKTOPOB  aBTOMATUYeCcKMx [ a

aHruorpaun, KOMMbIOTEPHON M MarHMTOPE30HaHCHOW Tomorpaduu, mogens 100200
F/100200 F B cocTase:

- Wnpwy 190 mn
- Wnpwy 190 mn
- Line T Type CLV
- CT Line J-Type - 2wt
- CT Line Type (Spike) -2wT
11 LUnpuusl 1 coeauHuTenbHble MHUA - AN VHXEKTOPOB  aBTOMATUHECKNX  Ans

aHrviorpadun,  KomnbioTepHol MarHUTOPE30HaHCHOW  Tomorpagun,  Moaenb
100100C/10060A B cocTase:

Wnpuy 115 mn
- LWnpwuy 65 mn
- LineT Type CLV
- CT Line J-Type - 2wt
- CT Line Type (Spike) -2wT
12, LUNpuUbl M COeAMHMTENbHbIe MHUM  ANA  MHKEKTOPOB  aBTOMATMHECKUX  Ans

aHrviorpaduu,  KoMmbloTepHol Y MarHMTOPE30HAHCHON  ToMorpaduu,
100100C/10060A (2) B cocTase:

- Wnpwuy, 115 mn
- LWnpwuy 65 mn

MOzENb

WIHCTPYKLUMS MO NMPUMEHEHWIO HA MEAVLIMHCKOE U3fienie
LLINpuLbl U COEAMHUTENBHBIE IMHIW A1 MHXXEKTOPOB aBTOMATUUYECKMX
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- LineY Type CLV
- CT Line J-Type - 2wt
- CT Line Type (Spike) -2wt

10060A/10060A B cocTase:
- LWnpwuy 65 mn
- LWnpwuy 65 mn
- LineT Type CLV
- CT Line J-Type - 2wt
CT Line Type (Spike) -2wTt

B COCTaBe:
- LWnpwy, 150 mn
- CT Line J-Type

15

(2) B cocTaBe:

- Wnpwy 150 mn

- CT Line Type SH

- CT Line J-Type

- CT Line Type (Spike)

Bcocrase:
- Wnpwny 200 mn
- CT Line J-Type

(2) B cocTase:

- Wnpwuy 200 mn

- CT Line Type SH
- CT Line J-Type

18 Wnpwbl™n”*’*oea”TenbHble nuHAM pNAa

Madg umn.

Bcocrase:
- LWnpwy 150 mn

™

(2) B cocTase:

MTM pe_

NTP* un, KOMUBIONPKON N « T O P »

P«l. K. ™ »«p.0. N «TMH™P=0«H..«HO. ,,«OP.OUI, . «

NHXXEKTOMNOB aBTOMaTU4Ye€CKNX

NH)XXEKTOPOB aBTOMaTUYECKUX  AN1A

— H«»E«

MM » . wm». ™

NH)XEKTOPOB aBTOMaTWUYECKUX ANA

i Tomorpadun, mogens 100200M

-« HO. ,0«.Tp«Ll., » .» . 1002»»"

NHXXeKTOpOoB A

KOM «HOIW W MarHATOpe3oHaHCHON Tomorpadum, mogens 100150MS

.» 100150MS

WHCTOYKUMSt N0 NPUMEHEHUIO Ha MEAMLIMHCKOE U3fenie
WnpTlrTcoeAnHNTENbHME IMHWM NSt MHXXEKTOPOB aBTOMATUYECKMX
ONS aHTMorpagum, KOMMbIOTEPHO 11 MarHUTOPE30HAHCHOW TOMOrpadum
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- Wnpwy 150 mn
- CT Line Type SH
- CT Line J-Type

20. LUnpuubl 1 cOeAMHUTENbHbIE NIMHUW  A/1I9  UHXEKTOpOoB aBTomaTuyec” [ans
aHrvorpaguun, KOMNbLIOTEPHOW U MarHUTOpe30HaHCHOM ToMorpadun, Mogens 3001008 B
cocTase:

- LWnpwuy, 100 mn
- CT Line Type CL
- CT Line Type (Spike)

21. WUnpuubl W COeAVMHUTENbHbIE NMHUW  ONA  UHXKeKTopoB  f
aHruorpagumn, KOMMbOTEPHOW 1 MarHMTOPe30HaHCHOW Tomorpaduun, mogdens 3001008
(2) B cocTase:

- Wnpwuy, 100 mn

- CT Line Type CL

- CT Line J-Type

- CT Line Type (Spike)

22. lUnpuubl 1 COeSUHWTENbHbIE JIMHUW  AJ19  WHXEKTOpPOB aBToMaTtuuec™ [And
aHruorpaun, KOMNLITEPHON M MarHMTOPe30HaHCHOM Tomorpadgumn, mogens 3002008 B
cocTase:

- Wnpwy 200 mn
- CT Line Type CL
- CT Line Type (Spike)

23. lLnpuubl 1 cOeAMHUTENIbHbIE NUHUM  O1A  UHXEKTOPOB  LUTOMAaTMyeckta [A/is
aHruorpagumm, KOMNbKOTEPHOW M MarHUTOPE30HAHCHON Tomorpadum, Mogens 30020UB
(2) B cocTage:

- Wnpwuy 200 mn

- CTLine Type CL

- CT Line J-Type

- CT Line Type (Spike)

24 LUnpuubl M coeauHuTenbHble MHUM  ANA MHKEKTOPOB  aBTOMATMMECKUX  ANS
AHIVOrpady,  KOMMbloTepHol W MarHMTOPe3OHaHCHON ToMorpaguu,  Mogesb
300200B/300100B B cocTase:

LWnpwuy, 200 mn
- Wnpwuy 100 mn
- LineY Type CL2V
- CT Line Type (Spike) -2wt

25, LUl M coeauHMTeNbHble  MHUM  ANS I/IH)KGKTOp?B aBTOMATUYEeCKUX  AS1d
aHIVOrpad,  KOMMbloTepHol V1 MarHUTOPE3OHaHCHOM ToMorpagun,  Mogesb
300200B/300100B (2) B cocTase:

- Wnpwny 200 mn

- LWnpwy, 100 mn

- Line Y Type CLV

- CT Line J-Type - 2wt

- CT Line Type (Spike) -2wTt

WHCTPYKUUS MO MPUMEHEHUIO HA MEMLIMHCKOE M3aenme

LLINpuWLbl U COEAUHUTENBHBIE IMHWM A1t MHXEKTOPOB aBTOMATUUECKNX

4ns aHrorpadny, KOMMbEOTEPHON 1 MarHUTOPE30HaHCHOI ToMorpatnn Crpatia 5 v3 24
& 000 LPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



26.[Inpud M COCAMHMTENBHME JHHHH JUIA HIDKCKTOPOB ABTOMATHHCCKHX AUIA
asrHorpadHi, XOMILIOTEPHON 1 MArHETOpE30HaHCHOH ToMorpaduy, MOAS: 100060A B
COCTRBE: '
- Illmpus 60w
- CTLine Type CL
- CTLine J-Type
- CT Line Type (Spike) ’
27.1npmusl ¥ COCAMHHTC/IBHMS JMHWH JUIR HHKEKTOPOB  ABTOMATHYECKHX Ui
anrHorpadum, KoMIbIOTEPHOR K MAHHTOPE30HAHCHOH ToMorpadiH, MORENb 100050A »
/ cocTane:
- Ulnpwnt SO Mn
- CT Line Type CL

- CTLine J-Type
- CT Line Type (Spike)
29.mnpmmucoemmnbuﬂemmmwme1mponanmmﬂecmm
aurHOrpadMn, KOMIBIOTEPHOH H MATHHTODESOHAHCHOM TOMOrpadmu, Monenb
100060A/100060A B cocTase:
- HInpum 60mn
- IInpun 60mMa
- Line Y Type CL2V
- CT Line J-Type-2wiT
- CT Line Type (Spike) -2mT
30, Ilnpmml H COCAMHMTCAGHBIC JIHHHHM /4 MIKEKTOpPOB  ABTOMATHUCCKAX VIR
anTvorpaduE, KOMIBKOTEpHON H MarEMTopeoHancioli Tomorpadum, Mozems
100060A/100060A (2) B cocTase:
- Ilopun 60Mn
- Itimpam 60Mn
- Line Y Type CLV
- CTLine J-Type-2mt
- CT Line Type (Spike) -2m
31.Inpuust ¥ COCAMHWTENBHBC JAHAM JULY HIDREKTOPOB  ABTOMATHYCCKHX IS
aurmorpadun, KOMMEIOTEpHOR H MArHMTOPE3OHAHCHOH TOMOrpadms, MOZAEND
100050A/100050A B cocTase:
- IlInpu S0 M
- IDmpwn SO mn
- Line Y Type CL2V
- CT Line J-Type-2mit
- CT Line Type (Spike) -2t

A7 BHTHOTPAHH, KOMIMOTEPHOR  MATHHTODESORAHCHOM TOMOTpadi Crpomn 6 324
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32.mnpmunmmmmmmemmmnmemponmmmecmm

aHrH KOMOBIOTEPHOH ¥  MATHHTOPE3OHAHCHOH ToMorpaduH, MOACTb
100050A/100050A (2) B cocTase: '

- Ilinpan 50 Ma
- Tlmpunt 5O M
- Line Y Type CLV
- CT Line J-Type-2urt *
- CT Line Type (Spike) -2mT
33.[0npuul H COSNMHMTS/BHMS JHHHM A MIDKEKTOPOB  ABTOMATHHCCKMX Uil
anTHOrpa(dHH, KOMITBIOTEPHOH H MATBHTOpE3OHAHCHOM ToMOrpadHH, MOAETD 200200A B
cocTane:
- Tlimpeu 200 Ma
- CT Line Type CL
- CT Line J-Type
- CT Line Type (Spike)
34.IlInppms ® COCAMHHTENBHBEC JHEHH U4 HEDKEKTODOB  ABTOMATHICCKUX it
aHrHorpaduH, XoMmsioTepHOl X MATHHTOPEIOHAHCHOM TOMOrpaduH, MOAENL 200200A

35, Ilnpuusl B COCAMHMTCHLHRIE JHHWH [ HIDKCKTIODOB ABTOMBTHYCCKHX  JUIA

anrnorpads, KOMIBLIOTEPHOMH H MACHMTOPE3OHAHCHOM TOMOrPadHH, MOXCIDH 200200AY
B COCTaBE:

- Ilnpi 200 Mn

- Line Y Type CL2V

- CTLine J-Type

- CT Line Type (Spike)

36.[lInpum ¥ COSAMHMTCIBHEIE JHHHH JUIH MIDKSKTOPOB  ABTOMATHICCKHX JUIR

QHIHOIPAdIH, KOMITBIOTEPHOH H MArHUTOPE3OHAHCHOR Tomorpadu, Moniems 200200AY
(2) B cocTase:

- IInpemg 200 Mn

- Line Y Type CLV

- CT Line J-Type

200200A/200200A B cocTase:

- Dinpan 200 Ma

- Ilnpmu 200 w1

- Line Y Type CL2V

- CT Line J-Type-2mT

- CT Line Type (Spike) -2mt

2R AHTHIDTPAQUH, KOMILIOTEPNON 7l MBTHHTOPESOHARCHON TOMOrpadis Crpatnima 7 13 24
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200200A/200200A (2) B cocTase:
- LWnpwvy 200 mn

- Wnpwy 200 mn

- LineY Type CLV

- CT Line J-Type-2uiT ’

- CT Line Type (Spike)-2wTt

WHXXEKTOPOB  aBTOMATUYECKUX  ang

™ cag M, T M nb"”" 1MarHATOPe30HaHCHON TomMorpadgun, mogens 200150A B
COCTaBe:

- Wnpwny 150 mn

- CT Line Type SH

- CT Line J-Type

- CT Line Type (Spike)

WHXXEKTOPOB  aBTOMATUYeCKMX s
™ apum, >« H o “

N MarHMTope3oHaHcHOW Tomorpadun, mogens 200150A
(2) B cocTaBe:
- Wnpwny 150 mn
- CT Line J-Type
- CT Line Type (Spike) MHXXEKTO00B aBTOMaTUYecKuxX Ans
41 LUnovubl WM COeAMHUTENbHbIE NUHUK  4Nd

P ton6riP B
KOMMNbOAP,.. 1 o ™Mon>#nn, « 0.» 1»«»C e

cocTase:
- Wnpwy 60 mn
- CT Line Type CL
- CT Line J-Type
42 Wnpuub?“n™~coeg ™ JIMHUM 0N VHXKEKTOPOB
™ A MK . KOMNbIOTEPHON U MarHUTOPe30HaHCHOM ToMorpadun, mofens 10060C (2)
Bcocrase:
- LWnpwuy 60 mn
- CT Line Type CL
43 'LL“%LLI"‘;PE JM-TycF:)i,qMHMTeanble NMHUN  ON1A VHXXEKTOPOB  aBTOMATUYECKUX /1S
' - W MarHMTOpe30OHaHCHOW Tomorpaduu, Mogesb
aHrvorpagun,  KOMMNbIOTEPHOM
10060C/10060C B cocTase:
- Wnpwuy 60 mn
- Wnpwuy 60 mn
- LineY Type CL2V
- CT Line J-Type-2uiT
44 -LLIrc|:p-||;|LI1,_|::1€ Eypgéfﬂﬁzﬂue WHUN  ONS WHXXEKTOPOB  aBTOMATUYECKMX  [ANs
' . W MarHMTOpe3OHaHCHOM TOMOrpauun, Mogenb
aHrmorpagun,  KOMMbIOTEPHOM
10060C/10060C (2) B cocTaBe:

VIHCTpYKUMS NO NPUMEHEHWIO HA MEULIMHCKOe n3fenve
LWnpuubl n coegn”enbHble MHUK 471 UHXEKTOPOB aBTOMaTnyeck”
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- LWnpwy 60 mn

- LWnpuy 60 mn

- LineY Type CLV

- CT Line J-Type-2mT

- CT Line Type (Spike) -2wTt

45. lUnpuubl U COEAUHUTENIbHBLIE NNMHUW A0S WHXEKTOPOB  aBTOMATUYECKMX [AN1d
aHrvorpaguu, KOMNbLOTEPHON U MarHUTOPe30HaHCHOW ToMorpadguun, mogens 400200A B
cocrase:

- LWnpwy 200 mn

- CT Line Type CL

- CT Line J-Type

- CT Line Type (Spike)

46. LUnpuubl M COEAMHUTENbHbIE IMHUM AN WHXEKTOPOB  aBTOMATUYeCcKux Ons
aHruorpaun, KOMMbOTEPHOW M MarHMTOpe3oHaHCHOM ToMorpagum, mogens 400200A
(2) B cocTaBe:

- Wnpwy, 200 mn
- CT Line Type CL
- CT Line J-Type

47. lWUnpyubl 1 cOEAVMHUTENbHbIE JMHWUM AN WHXEKTOpOoB aBTOMaTUYecKuX Afid
aHrvorpagui, KOMMbIOTEPHOW W MarHUTOpPe30HaHCHOW  ToMorpatun,  Mopesb
400200A/400200A B cocTase:

- Wnpwny 200 mn

LWnpwuy 200 mn

Line Y Type CL2V

CT Line T-Type-2wt

CT Line Type (Spike) -2wrt

48. LUnpuubl M COeAUHUTENbHbIE JIMHUWM /1A WHXEKTOPOB  aBTOMAaTUYeCcKMX  ans
aHrvorpadun, KOMMbIOTEPHO W MarHUTOPE3OHaHCHOW  Tomorpadun,  Mofesnb
400200A/400200A (2) B cocTase:

- Wnpwy 200 mn

- Wnpwy 200 mn

- Line Y Type CLV

- CT Line T-Type-2wr

- CT Line Type (Spike) -2wt

49. LLUnpnubl 1 COEAUHUTENIbHbIE  JIMHUM  ANA  WMHXEKTOPOB  aBTOMATMYECKUX [N
aHruorpat,  KOMMbIOTEPHOM W MArHUTOPE3OHAHCHOM  Tomorpaguun,  Mofenb
400200A/400065A B cocTase:

- Wnpwuy 200 mn

- Wnpwuy 65 mn

- LineY Type CL2V

- CT Line 1-Type-2wT

- CT Line Type (Spike) -2wTt

50. LUnpuupl ©n  coefuHUTENIbHble NIMHUWM AN UHXXEKTOPOB  aBTOMAaTUYeCcKux O
aHrmorpauy, KOMMbIOTEPHO WM MarHWTOPe3OHAHCHOW  ToMorpadun,  Mofenb
400200AY400065A (2) B cocTase:
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- Wnpwny 200 mn

- Wnpwy 65 mn

- LineY Type CLV

- CT Line :-Type-2wr

- CTlLine Type (Spike) -2WT /vy i WHKEKTOPOB  aBTOMATUUECKUX  Ans
S1. Lnpubl 1 COBAMHUTENBHBIE |\ \iaryyropesoHaHcHON  TOMOrpadun,  Mogens

aHrvorpadui,  KOMMbIOTEPHOVA

400065A/400065A B cocTase:

- Wnpwy, 65 mn

- LWnpuy 65 mn

- Line Y Type CL2V

- CT Line T-Type-2wr

CT Line Type (Spike) -2wr NH)XEKTOPOB ~ aBTOMATUYECKNX AN

52. LUnpuubl 1 COEAVHUTENbHbIE |\ \ioryyTopesoHaHcHO  Tomorpadum,  MOgens

aHrmorpagu,  KOMMbHOTEPHOVA

400065A/400065A (2) B cocTase:

- Wnpwuy 65 mn

- LWnpwuy 65 mn

- Line Y Type CLV

- CT Line :-Type-2wrt

- CT Line Type (Spike) -2wrt

K  « *“

MHnn - anA

NH)XXEKTOPOB aBTOMaTU4YeCKUX A/d

Ml MTOpe3oHaHeHOoW ToMorpadumn, mogens 100200C B

COCTaBe:

- Wnpwmy 200 mn

- CT Line Type CL

CT Line J-Type

- CTLine Type (Spike) WHAUM 19 VHXEKTOPOB  aBTOMaTUMYecKuUx [Ans
4. Unpuubt  u COEA”H”TeanE'e M MarHWTOpPe3OHaHCHON Tomorpagun, MOAeNb

aHruorpagun,  KOMMNbHOTEPHOMN

100200C/100200C B cocTase:

- Wnpwny 200 mn

- Wnpwvy 200 mn

- Line T Type CLV

. CT Line J-Type - 2wt

- CT Line Type (Spike) -2wr NMMHUM 01 VHXEKTOPOB  aBTOMATUYEeCKUX  A/1F
55. LLnpuupl COGA”H”TeanE'e M MarHMTOPe3OHaHCHOW ToMorpadun,  MOfLe/b

aHrvorpaguu,  KOMMbIOTEPHOW

100200C/100200C (2) B cocTase:

- Wnpwy 200 mn

- Wnpwny 200 mn

- LineY Type CL2V

- CT Line J-Type-2mT

- CT Line Type (Spike) -2wrt
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56. CoefvHWUTENbHbIE NNMHWUM NS VHXEKTOPOB aBTOMAaTUYECKUX [1A  aHruorpagum,
KOMMbIOTEPHON M MarHMTOPEe30HaHCHOW TOMOrpagun, MOAeNu:
- CT Line Type (nMHKMs Hacoca).
- CT Line Type (IMH1A nauneHTa).
- CT Line Type SH.
- CT Line Type CL.
- CT Line Type CL, c'tpy6koii ans c6opa n36bITKa KOHTpacTa.
- LineT Type CLV.
- Line T Type CLV, ¢ Tpy6KOi1 Ans c6opa M36bITKa KOHTpacTa.
- Line Y Type CL2V.
- Line Y Type CLV.
- CT Line Type CLV.
- CT Line J-Type.
- CT Line Type (Spike).
- CT Line Type SLV (20 cm, 40 cm).

[lanee no TEKCTY - LUNPUL, COeANHUTENbHAS NNHWS, U3AENNs.

2. CBegeHMss 0 paspaboTuMke W  NPOM3BOAMTENE  MEAVLMHCKOrO  U3AeNus,
YMO/THOMOYEHHOM MpeacTaBUTESIe MPOU3BOANTENS

Paspatomik

«Wuxi Yushou Medical Appliances Co. Ltd.», (¥cn KOliwoy Meankan SnnaeHcns Ko.
Nta.), Kntaiickaa HapogHas Pecny6nmika.

Appec: No. 115, Nongxinhe Road, Xishan District, 214191 Wuxi City, Jiangsu Province,
PEOPLE'S REPUBLIC OF CHINA (No.lI5, yn. HoHCKHbX3, okpyr CuwaHb, 214191,

opog Ycu, npoBuHUMA LizsaHey, KuTalickas HapogHas Pecny6nnka)

MpovsBoTE b

«Wuxi Yushou Medical Appliances Co. Ltd.», (Ycu KOwoy Meamkan 3nnaeHcus Ko.
Nta.), Kutarickas HapogHas Pecny6inka.

Agppec: No. 115, Nongxinhe Road Xishan District 214191 Wuxi City, Jiangsu Province,
PEOPLE'S REPUBLIC OF CHINA(No.II5, yn. HoHCKHbX3, okpyr CuiuaHb, 214191,
Fopog Ycu, npoBuHUMSA LizaHey, Kutalickas HapogHas Pecry6imka)

MecTto npomussogctea: No. 115, Nongxinhe Road Xishan District 214191 Wuxi City,
Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA. (No.lI5, yn. HOHCUHbX3, OKpyr
CwviwaHb, 214191, Nopog Ycu, npouHUmMS Li3sHey, KuTalickas HapogHas Pecny6imvka)

YN0/THOMOYEHHbI NpeAcTaBUTE b NPON3BOANTENSA (M3rOTOBUTESS)

O6LecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTHIO «O6LLECTBO C OrpaHUYeHHOiA
OTBETCTBEHHOCTLIO «AKTUMe[ ntoc» (OO0 «AKTUMEL NJIHC»)
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KOp, agpec: Poccus, 194291, r, CaHkT-IeTepbypr, np. JlyHavapckoro, A. 43, kopr.l.
JuTep A, NOM.21-32 -
TeneoH +7 (812) 448-95-36; Email: info@aktimed-plus.ru

3. HasHauyeHne MeAULMHCKOro N3Aenus, NoTeHLnanbHble NOTPe6UTENN

LLNpuUbl U COEANHUTENbHBLIE NUHWW [N WHXEKTOPOB aBTOMATUYECKMX [/l aHrmorpaguu
KOMMbIOTEPHOI 11 MarHUTOPe30HaHCHOI TOMOrpadum, NpeaHasHaueHbl 415 BHYTPUCOCYAUCTOrO
1 7 "N PpEHTFeHOKOHTPTHOro BeLLeCcTBa M (HU3MOMOrMYECKOro pacTBopa C MOMOLLbIO
MHBLEKLMOHHOrO anmapata B LENsX MNOMyYeHUs [AMAarHOCTUYECKMX U300PaKeHUM np
aHr1orpagun, KOMMbHOTEPHOW 11 MarHUTOPE30HAHCHOI TOMOFpatui.

NMUMEHEHNA: aHrmorpa(pvm, KOMMNbHOTEPHaA N MarHUTOPE30HaHCHaA TOMOI'pa(*)l/II/I.

MNTpHUMaNbHbIe NNTNE6UTENN MeaULMHCKOro uaaenus; LUnpuubl 1 coeauHUTENbHbIE NIMHAM
AN MXKEKTOPOB aBTOMAaTMYec” [ANs aHruorpagmm, KOMNbOTEPHOM M MarHUTOPE30HAHCHOV
™ (um  peKkoMeHAOBaHbl  CrefylolWyM  MOTPeOUTENsIM:  BpauyM  COOTBETCTBYIOLLIEN
crneumanbHOCTW (3HA0BACKYNSIPHbIE XMPYPIW, PEHTTEHONOMN U T.1.).

4. TlpoTmBoOnoKasaHMs K NPUMEHEHWIO, NOBOYHbIE 3(PGEKTHI
[MoKa3aHus:

- PeHTreHockonmuyeckoe mccrefoBaHNe COCYA0B, KOTOPOe MPOBOAAT MOC/e BBEAEHWS B
HAX peHTreHOKOHTPACTHbIX Npenaparos.

PeHTreHo/MI0rMyeckoe nccnefoBaHve KomnbroTepHas Tomorpagus (KT), nossondtoLee

MONYYUTb PEHTFEHOBCKOE 1306paXKeHne BHYTPEHHNX OpPraHoB.

- HeobxogyMoCcTb  NPUMEHeHMs MeToda MEAWMUMHCKON  AWArHOCTUKU — MarHWUTHO-
pe3oHaHCHoI Tomorpagun (MPT), OCHOBaHHOIO Ha (h31YECKOM ABMIEHUN MarHUTHOIO

pe3oHaHca ffep BOLOpoJa.

HeobxoauMoCTb NPUMEHEHNS TEXHOOT M 3XOKOHTPACTUPOBaHUS.

rlpOTI/IBOI'IOKa3aHI/IFI K MPUMEHEHNIO: OTCYTCTBYIOT

MniinyHble 3/1kbekTbl: K BO3MOXHbLIM NOBOYHbIM 3th(heKTaM U3LEeNNIA OTHOCATCS: anepruyeckas
peakums, WH(eo™Ma, NUporeHHas peakums y nauyueHToB. KomnaHus npoaHanus.oOBma
NOPOCTENEHHbIN PUCK, CBA3AHHLIA C W3LENUAMU, W MPUHUMAET Mepbl MO €ro CHYDKEHUHON
CornacHo faHHbIM K/IMHUYECKOro MPYMEHEHWs TaKoW PUCK HEe BO3HMKa/. BeposTHOCTb Taku
NO60YHbIX 3)heKTOB OYEHb HU3KaS.

Mepbl Npes0CTOPOXKHOCTU

- Wspgenve HE npegHasHayeHO 411 MHOFOKPaTHOrO  MPUMEHEHMs,  UHQY3MK
NNIEKapCTBEHHbLK CPeACTB, UM XUMUOTepanuu, WAn LApPYroro WMCMonb3oBaHWUA He Mo

HasHayeHmMt0. HMKorga He MCnonb3yiiTe n3aenue NoBTOPHO.

V3genve ofHOKpaTHOro npuMeHeHus. MNoBTOpPHOE MCMONb30BaHWE W3LENUSA Bbl3blBaeT

cnepywouime npobnembl: 1U/HMuMUMpoBaHme; 2. KoHTaMuHauuio pacTteBopa conu, 3.

MPOHMKHOBEHWNE BO3AYXa BOKPYT YMIOTHUTENS U BO3AYLUHbIA 3MO0IM3M MPU MHBEKLMK

BO34yxa; 4. [poTeyky KOHTpacTa uam pacTsopa CoMu 1 NOBPEXAEHME LWINpULa.

CpoK rofiHOCTN [eiCTBUTENEH NPW NPaBUIbHOM XPaHEHUW M3Aenus. XpaHute usgenve

KaK yKaszaHo. He ncnonb3yite usgenve nocnie 0KOHYaHUS CPpoKa rogHOCTY.
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- HuKorga He peKOHCTpYupYyiiTe n3aenve.

Hukorga He nofgepraite LWWNpWUL AEACTBUIO XMMUYECKMX BELLECTB, TaKMX Kak
KOHLIEHTPMPOBaHHbIE KWC/OTbI, LLEI0UN U OPraHNYecKne pacTBOPUTENN.

HuKoraa He gepXxuTe nsgenve wunuyamm. He ncnonb3yiite nsgenue He No HasHauYeHuto,
yKasaHHOMY B " Ha3HaueHue nsgenmsa”.

Mepeq TemM Kak 3ano/iHUTL LUNPUL WMAM HauyaTb MHBLEKUMIO YOeauTechb, UTO LUNpUL,
MONHOCTLI0 3a(IMKCMPOBAH™*B MHXXEKTOpe. HenpasBuibHO 3allefikKHYTble epXkaTenn Ha
(bnaHue Tybyca M (praHue MOpPLUHSA MOTYT Bbl3BaTb AMC/OKALMIO WM MOBPEXaeHWe
LUMPMLA BO BPEMS €0 3an0IHEHNS NN MHBEKLWN.

UT06bI HE HAPYLIWTL CTEPUNLHOCTb LUNPULA, MYCKaiTe XUAKOCTb HE HAK/OHSS MOpLLEHb
MOZ YrNIOM paBHbIM YTy TyByca 1 He BbITacKuBaliTe NOpPLUEHb M3 Ty6yca.

[epxute wn3genne akkypaTHo, 4TO6bl M30eXaTb 3/IEKTPOCTATUYECKOro 3apsaga. He
MPUCOEANHANTE KOHHEKTOP COeaMHUTENbHOW NuHMKM K Luer lock wnpuua ypeamepHo
CWNbHO. Ype3MepHOe 3aTArMBaHWEe MOXET Bbl3BaTb PUCK BbITEKAHWUS YXWUAKOCTU WK
NoBpPEeXJeHWe Lnpuua.

He wcnonb3yiite n3genve, ecnu Bbl OGHAPYXWAM €ro MoaoMKy WAn MOBPeXAeHUe
YMaKOBKM.

Mcnonb3yiiTe uW3genve cpasy Mocine OTKPbITUS YMaKoBKM W YTUU3MPYIiTe B
YCTaHOB/IEHHOM MOPSAKE.

[epxute u3fenve BAaAM OT BRarM W XpaHUTe B UMCTO/ 30HE, 3aLUMLLUEHHON OT
nonafgaHus NPsMbIX CONHEYHbIX NlyUeit, BbICOKOI TemMnepaTypsbl, Bfaru 1 ynbTpauoneTa,
a TakKXKe M3MyUYeHNs CTEPUNM3ALIMOHHBIX Nlamn.

He ocTaBnsiiiTe M3aenme Hafonro ec/im OHO 3arnofIHEHO KOHTPACTHLIM BELIECTBOM M/
pacTBOpoM conu. [pu  AANTENbHOM KOHTAaKTe C  KOHTPAcTHbIM BELLECTBOM WM
PacTBOPOM COMM HAYMHAETCS paspyLUeHKWe NPOKNaAKWU, B pesynbTaTe 4Yero HacTynaet
MpOTeKaHUe XWUAKOCTU 1 HapyLLeHwe Tybyca.

5. OnncaHne MeaNLIMHCKOIO M3aenuns

LUnpuubl ¥ COEAMHUTENbHbIE IMHUM  ANSl  UHXKEKTOPOB  aBTOMATUYECKUX  Ans
aHrvorpadun, KOMMbIOTEPHOM M MarHUTOPE30HAHCHO TOMOrpatm COCTOST M3 OAHOM0 WK
HECKO/IbKUX LUMPULEB W OLHOW MW HECKONbKUX MPUHALNEXHOCTEN: COeANHUTENBHOW NUHWN,
TPY6KM  ANst  3aMOfIHEHWS|  PEHTrEeHKOHTPACTHbIM  BellecTBOM U ap.  LUnpuu  nerko
KOHHEKTUPYETCS Mpu nomolm pasbema Luer Lock. CneupanbHas KOHCTPYKUMS LINpUUa
MO3BO/ISIET YMEHbLUMTL [0 MaKCMMyMa OCTaTOYHOE NMPOCTPAHCTBO 3a CUET OCHALLEHWUS! NMOPLUHA
LINPULA MTYHXXEPOM.

6. (DyHKLl'I/IOHaJ'IbeIe N TEXHNYECKNE XapPaKTEPUCTUKN

6.1. KOHMYeCKNIA HaKOHEeYHVK Lnpuua AosmkeH cooteeTcTBoBaTh ISO 594-1 u vMmeTb
3aMKOBOe COoefjMHeHMe B COOTBeTCTBUM C ISO 594-2,

6.2. Mpn mncnbITaHUM Ha BOAO- M BO3AYXOHENPOHWULAEMOCTb MOPLUHA He [AO/MKHO ObITb
YTeUKN BOAbl Yepe3 MOpPLLUHEBOE YNJOTHEHUE (MOPLUHEBbIE YMIOTHEHWA), a TaKXkKe He
[O/MDKHO OblTb  YTEUKM BO3Lyxa 4epe3 MOPLUHEBOE YNNOTHeHMe (NOpLUHEBbIE
YMIOTHEHNA), W He [O/DKHO HabnojatbCAa MafeHne rokasaHud MaHomeTpa (B
cootseTcTBUY C ISO 7886-1).
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6 3. iMHa UMAMHAPA JOCTaTOYHA [ TOro, YToObl 061" BMECTUMOCTb LUMpULA Obifa

== =TT """ «®»

6,6. C ™ copepXallencs B UMAMHAPE M HAKOHEYHMKE MPWU YTOMEHHOM A0

ycunne nepemMeweHna 1 MmakCMMasibHOe A0MYyCTUMOE OTK/IOHEHWE NoAacp>XMBaroOLLETO

npeaMeToB, 6e3 Ae(eKTOB, U3MOMOB, My3bIPbKOB BO3AyXa.

BBEAEHNA. PekomeHayeMmblii
NHXeKTOop (YCTPOIACTBO
QNS BHYTPVMBEHHOTO
BBeieHUA)

WK ero aHanor*
YcTpoiicTtea g
BHYTPVBEHHOI O

. : BBeeHMA
100200A(2) 200 CTLineTypeCL 355 Psi (2,448 MTa) PEHTFEHOKOHTPACITHBIX

BELLECTB, MOZeSb
VISTRON CT

MEDRAD Stellant CT
moanukauma S
Cuctema MHBEKLIMOHHAS
ans KT MEDRAD
Stellant: MEDRAD
Stellant Sx
MEDRAD Stellant CT
(mogudmkaumsa D),
CucteMa MHbEKLMOHHaSA
ans KT MEDRAD
Stellant: MEDRAD
Stellant D
Cuctema MHbEKLMOHHaS
ans KT MEDRAD
Stellant: MEDRAD
Stellant D

CucremMa MHbEKLMOHHaS
MEDRAD Salient:

MarucTpanb: max
naBfeHve» He 6onee

CTLineType CL 400 Psi (2,758 Mrla)

1002008/1002008 2001200  Line TTypeCLV ~ 400Psi (2,758 M)

100200B/100200B

2

1002001 190 CT Line Type CL 300 Psi (2,068 MMa)
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100200F

100200 F/100200 F

100100C/10060A

100100C/10060A(2)

10060A/10060A

100150M
100150M(2)
100200M
100200M(2)

100150MS

100150MS (2)

3001008
3001008 (2)
3002008

3002008 (2)

300200B/300100B

300200B/3001008
6y

100060A
100050A

100050A (2)
100060A/100060A

O6bem
wnpuya
(pabounii

06bem)

190

190/190

115/65

115/65

65/65

150
150
200

200

150

150

Too

100
200
200

200/100

200/100

60

50

50

60/60
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MarucTpans

CT Line Type CL

Line! TypeCLV

Line T Type CLV

LineYTypeCLV

Line T Type CLV

CT Line Type SH

CT Line Type SH

CT Line Type SH

CT Line Type CL
CT Line Type CL
CT Line Type CL

CT Line Type CL

Line Y Type
CL2v

LineYTypeCLV
CT Line Type CL
CT Line Type CL

CT Line Type CL

Line Y Type

Marucrtpanb: max
paBneHune, He 6onee

300 Psi (2,068 MTa)

300Psi (2,068 MrTa)

325 Psi (2,241 MTa)

325 Psi (2,241 Ma)

325 Psi (2,241 Ma)

1200 Psi (8.274 MrMa)

1200 Psi (8.274 MTa)
1200 Psi (8.274 Ma)

1200 Psi (8.274 MTTa)

1200 Psi (8.274 MIMa)

1200 Psi (8.274 MTa)

300 Psi (2,068 Mra)
300 Psi (2,068 MTa)
300 Psi (2,068 Mra)

300 Psi (2,068 MrTa)

300 Psi (2,068 MTa)
300 Psi (2,068 MMa)
300 Psi (2,068 MrTa)
300 Psi (2,068 MTa)

300 Psi (2,068 MTa)

300 Psi (2,068 Mra)

PekomeHayeMmbl it
MHXeKTop (yCTpoWhcTBO
ONA BHYTPUBEHHOTO
BBefeHUNS)

WNwn ero aHanor*___
OAHOEMKOCTHbIN
MHBEKIOP A4
KOHTpacTa

CucTemMa MHbEKLMOHHas
MEDRAD Salient:
[BYXbEMKOCTHbII

WHBEKIOp AN
KOHTpacTa

YcTpoiicTBo ans
BHYTPVIBEHHOIO
BBEfEHUS
MarHUTHOKOHTPACTHbIX
Bewects MEDRAD
Spectris Solaris EP

SSMR 300 Medrad
Spectris Solaris MR
Injection System

YcTpoiicTea gis
BHYTPWBEHHOTO
BBEAEHVS
PEHTrEHOKOHTPACTHbIX
BeLlecTB, Mogens Mark
V ProVis

CucteMa MHbEKTOPHas
MEDRAD Mark 7
Avrterion gns BBeAgHMA
KOHTPacTHbIX BELLECTB U
MPOMBIBOYHbIX
pacTBOpOB, C
NPVHAANEXHOCTAMM
Cucrema
aBTOMaTUYeCKOoi nogaun
KOHTPaCTHOr O BeLLecTBa
(NHxekTOp), Mogenun: A
60, A 300
Cucrema
aBTOMATMYECKO Nojaum
KOHTPacTHOro BeLLECTBa
VIHXeKTOop), Mogenu:
Dual Shot
Cucrema
aBTOMATMYeCKO noaaum
KOHTPAcTHOro BeLLecTBa
(MxekTOp), MOAENM:
Sonic Shot

Cuctema
aBTOMAaTUYeCKOi nogauu
KOHTPaCTHOro BeLlecTsa



100060A/100060A
)
100050A/100050A

100050A/100050A
LLI

200200A

200200A (2)

200200AY
200200AY (2)
200200A/200200A

200200A/200200A

T —eeeeeeeeeeeeeeeeeeeo
200150A

200150A (2)

10060C

10060C (2)
10060C/10060C

10060C/10060C (2)
400200A

400200A (2)
400200A/400200A

400200A/400200A
(2
400200A/400065A

400200A/400065A
12l
400065A/40006SA

400065A/400065A

A
100200C

O6bem
wnpuua
(pabouwnii

06beM)

60/60

50/50

50/50

200

200

200
200

200/200

200/200

ml50 |

150

60
60

60/60

60/60
200
200

200/200

200/200

200/65

200/65

65/65

65/65

200
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Marunctpans

CL2v

Line Y Type CLV

Line Y Type
CcL2v

Line Y Type CLV

CT Line Type CL

CT Line Type CL

LineY Type
CL2v
LineY Type CLV
Line Y Type
CL2v

Line Y Type CLV
CT Line Type SH

CT Line Type CL
CT Line Type CL
Line Y Type
CL2v
Line Y Type CLV
CT Line Type CL
CT Line Type CL
Line Y Type
CL2v

Line Y Type CLV

Line Y Type
CL2v

LineY Type CLV

Line Y Type
CL2v

Line Y Type CLV

CT Line Type CL

Marucrtpanb: max
faByiegHne, He 6onee

300 Psi (2,068 MrTa)

300 Psi (2,068 MTa)

300 Psi (2,068 Ma)

300 Psi (2,068 Ma)

300 Psi (2,068 Ma)

300 Psi (2,068 MTa)
1 300 Psi (2,068 Mra)
300 Psi (2,068 MTa)

300 Psi (2,068 Mra)
1200 Psi (8.274 MITa)

1200 Psi (8.274 MIMa)

200 Psi (1.379 MMMa)
200 Psi (1.379 MIMa)

200 Psi (1.379 Ma)

200 Psi (1.379 MIa)
21 bap (2,1 MMNa)
21 bap (2,1 Ma)

21 bap (2,1 Ma)
21 bap (2,1 MMNa)

21 Bap (2,1 MMa)

21 bap (2,1 MMNa)

21 Bap (2,1 MIa)

21 bap (2,1 MIMa)

300 Psi (2,068 Mra)

PekomeHayeMbl i
MHXeKTOp (ycTpolicTBO
4NA BHYTPUBEHHOTO
BBefEeHUNA)

MNKN ero aHanor*
(MrxekTop) Sonic Shot
GX
Cwnctema nogaum
KOHTPaCTHOro BeLlecTBa
SmartShot Alpha

Cwnctema nogaum
KOHTPACTHOrO BeLLecTBa
Dual Shot Alpha7 ¢
NPUHALNEXHOCTAMM

VIH>KeKTopbl
aBTOMaTU4ecKue s
BBELeHWSI KOHTPaCTHOro
BELL,EeCTBa, BapuaHThbI
ncnonHeHve CT 9000
ADV

VHxxecropsl
aBToMaTnyeckue 4
BBeEHNA KOHTPaCTHOro
BeLLeCTBa, BapuaHThl
NCMONHEHNE
Optivantage DH

VIHXeKTopb!
aBTOMaTUYecKue 4
BBEJEHWS KOHTPACTHOro
BeLLIeCTBa, BapuaHThl
ncnonHenwe lllumena
VIHXeKTopb!
aBToMaTnyeckue gns
BBEJEHUA KOHTPACTHOro
BELLECTBA, BapuaHThbl
ncnonHeHunsa Optistar
LE, Optistar Elite

VHbekTOop Mogenu
Accutron CT, CT2, MR

VHbeKTop
aBTOMATMYECKMNIA AN
BBELEHNs KOHTPacTHOro
BelllecTBa; 1 Accutron
HP, HP-D

MHbekTOop
aBTOMaTNueckuii ans
BBELleHNS KOHTPACcTHOro
Bewectsa Accutron CT-
D

Momna MeguLuHCKan
LUNpULIEBaN BbICOKOTO
naeneHns Viva Vesta,
BapWaHT UCNOMHeHUs



O6bem
wnpuya
(pabouwnii

06beM)

100200C/100200C 200/200

100200C/100200C

@

CT Line Type (nHus
Hacoca)

200/200

CT Line Type (nuHus
nauveHTa)

CTLine Type SH

CTLine Type CL

|/|HCprKLI,I/IFI NO NMPUMEHEHNKO Ha MEANLIMHCKOE nUsaenne

MarucTtpans

Line Y Type CLV

Line Y Type
CL2v

CTblne Type
(nmHKs Hacoca)

CTLine Type
(MMHWS naupeHTa)

CTLineTypeSH

CTLine Type CL

PekoMeHayeMbl i
WHXeKTop (YCTPOWCTBO
ONS BHYTPWBEHHOTO
BBEfEHMNA)

WNn ero aHanor*
SinoPower-S

Marucrtpanb: max
faBneHue» He bonee

Momna MeguuMHCKast
LUNPULEBAs BbICOKOrO
faBneHus Viva Vesta,
BapuaHT UCMOSTHEHWS
SinoPowCT-D
XD 2000 mississippi,
XD 2001 missouri, XD
2002 Ohio, XD 8000 GT
Motion,
MHXXeKTOp
aHrnorpaguyecknii gns
KOMMbIOTEPHOW 1

MarHu1TO-pe30HaHCHO
Tomorpacun XD 2003

Tennessee (6a30Bblli

cocTas]

XD 2000 mississippi,
XD 2001 missouri, XD
2002 Chio, XD 8000 GT

Motion,
VHxXekTop
aHrvorpadgmyecknin gns
KOMMbIOTEPHOI 1
MarHUTO-pPe30HaHCHO
Tomorpacgum XD 2003
Tennessee (6a30Bbli
cocTas]
MEDRAD Mark V
ProVis;
CucTeMa UHbEKIOpHas
MEDRAD Mark 7

Aurterion gns BBeAeHWs

KOHTPACTHbIX BELLECTB U1
MPOMbIBOYHbIX
pacTBOpOB, C
NPUHAANEXHOCTAMK;
MH>XeKTopbl
aBTOMaTUYeCcKme 4
BBEJEHUS KOHTPACTHOro
BELLECTBa, BapuaHT
ncnonHeHus lllumena
MEDRAD Vistron CT;
Medrad Stellant CT
moaudmkaumm S, Sx, D;
MEDRAD Salient
moanmkaumm S, D;
Kemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE. MR;

300 Psi (2,068 Mra)

300 Psi (2,068 MrTa)

21 bap (2,1 MMNa)

21 bap (2,1 MMNa)

1200 Psi (8.274 MO/,

600 Psi (4,137 Ma)

LLnpuubl 1 COeANHUTENBHBIE IMHUK ANA UHXEKTOPOB aBTOMAaTUYECKHO:

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



O6bem
wnpuua
(pabouwnii

06beM)

CT Line Type CL, ¢
Tpybkoin gna cbopa
KOHTpacTa

Line T Type CLV

Une T Type CLV, c
TpybKoii gna cbopa
KOHTpacTa

Marucrtpanb: max

Marucrpane faBneHue, He bonee

CT Line Type CL, ¢ 600 Psi (4,137 Mra)
Tpy6Koli ansa cbopa

KOHTpacTa

Line T Type CLV | 600 Psi (4,137 MINa)

Line T Type CLV, ¢
TpybKoii gna cbopa
KOHTpacTa

600 Psi (4,137 Ma)

WHCTPYKLUMS NO MPUMEHEHWIO HA MEAVLMHCKOE U3fenie
LLINpurLbl M COBAMHUTENbHBIE IMHUNA AN MHXEKTOPOB aBTOMATUUECKIX
ANs aHr1orpagum, KOMMbIOTEPHOI 11 MarHUTOPE30HAHCHO ToMorpadum
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PekomeHAYyeMbl A
MHXeKTop (yCTpoihcTBO
LN BHYTPUBEHHOTO
BBeLEeHUR)
WAKN ero aHanor*
ACCUTRON,
MEDTRON;
SinoPower
mMoauguKauum S
MEDRAD Vistron CT;
Medrad Stellant CT
mMogumkaumm S, Sx, D;
MEDRAD Salient
moauukaumm S, D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON,;
SinoPower
moangukauum S
MEDRAD Vistron CT;
Medrad Stellant CT
moaugukauum S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient
moamgukauum S, D;
Nemaoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower
moaumkaumm S, D
MEDRAD Vistron CT,;
Medrad Stellant CT
mMoaudmkaumm S, Sx, D
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient
moangukauyum S, D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,



Marncrpars

Marncrpass: max
aaBaenue, e Somee

Pexomenayemuill

Line Y Type CL2V

Line ¥ Type CL3V

600 Psi (4,137 Mlla)

MEDRAD Vistron CT;

mozupuxauy S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris

MEDRAD Salient
mopmduxanun S, D;
Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,

SinoPower
momwduxarym S, D

Line Y Type CLV

Tine ¥ Type CLV

600 Psi (4,137 Mila)

MEDRAD Vistron CT,
Maoadrad Stellant CT
mopupuxawn S, Sx, D;
MEDRAD Spectris
Solaris EP,

MEDRAD Spectns ’
Solaris;
MEDRAD Salient
moandaxayun S, D;
Nemoto Dual Shot,
Nemoto A50, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower

CT Line Type CLV

"CT Line Type CLV

600 Psi (4,137 M1a)

MEDRAD Vistron CT;
Medrad Stellant CT
mozmduawn S, Sx, D;
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient
mogupuxanuu S, D;
Nemoto Dual Shot,
Nemoto A0, A300;
Nemoto Sonic Shot;

CT 9000 ADV,

HHCTpYKURS N0 NPHMEHEHHIO HA MEANLIMNCKOS H3Tenne
IHnprus ¥ COSAHRUTEILHES NHHHNK QA HHXCKTOPOB ABTOMATHICCKHX
ANg AHrHorpadUH, KOMIBIOTEPROIL B MANHHTOPESORAHCHOM TOMOrpaduK
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Pexomennyemuiii

Obnem . HICKexTOp (YeTpoiicTso

aapatune, ne Sonee MR 'm"""m' ")'"m

o6nem) HAH £T0 AMANOT*
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,

’ MEDTRON;
SinoPower

/ mozndaxam S, D

CT Line Type SLV CT Line Type SLV | 600 Psi (4,137 MIla) | MEDRAD Vistron CT;
Medrad Stellant CT
momnnxauuy S, Sx, D,
MEDRAD Spectris
Solaris EP;
MEDRAD Spectris
Solaris;
MEDRAD Salient
mozmpuxaimn S, D;

- Nemoto Dual Shot,
Nemoto A60, A300;
Nemoto Sonic Shot;
CT 9000 ADV,
OptiVantage DH;
OptiStar LE, MR;
ACCUTRON,
MEDTRON;
SinoPower

mopmpnxaun $,D

* Hadeane donicKo Sums 30Peiicnpuposono na meppimopsi PO & ycmanosrennom nopaoxe

7. Hopsuaok npaMeHeHUS
Meroa MCTIONE30BAHHA.

1. Manemse MPOXOAMT CTEPHIH3AIMIO dTHACHOKCHAOM, ClelyeT OCMOTPeTb YIAKOBKY,
uTo0El yOeIUTECE B OTCYTCTBHM NOBPEXACHHH nepea pacnakorkoi. ECH yiakoBxa H3ACHHA
NOBPEXNEKS, HE HCNONE30BATS ero. HI3fe/ma NOLIEKAT HCTOME3OBARMIO NPOQECCHOHAIEHEIMH
BpRUAMH H CPETHUM MEAHIIMHCKAM NEPCOHAIOM,

2. OTKpHITh YNAKOBKY IO METKE BCKPHITHA H H3BJICYDb U3NCTAC.

3. TlomMecTHTs €r0 B COOTBETCTBYIOmEe YCTpoiicTso (Tabmua 3), 3aTAHYTSL JHHHIO JUIA
3ATIONHEHHS MpPENapaToM, HaGpaTh He0GX0AHMOE BEMICCTRO A/IA AHTHOrpaduy ¥ NOACOSANHHTS
Tpy6Ky, MOC/Ie ITOTO H3ACHE 'OTOBO K HCTIONE30BAHMIO.

4. HeobxoznMo 0GpAIIATh BHMMABHHC HA MAKCHMAILHOE NABJICHHE MHAKOCTH IESPeN
HCTIONB30BAHKEM M HE NPEBHILATH AMANAI0H NABACHHS. IIPEBBINCHHE NABICHAA MPHBSACT K
PA3PLIBY H3ASMA M OTKA3Y QYRKIMOHRPOBAHHA.

5. Bonu nAMHHA JUIN 38NOJIHEHMS B XAYCCTBS NPHHAMICKHOCTH YNAKOBAHA OTACHLHO,
BCKDHITH YNAKOBKY IO METKE COTKDHIBATH 37CCH» M H3IBNCUs TPYGUATYIO JHHHIO AJA
sanomsesus. M3orayTsit xoHel A0mKen GHTh MIOTHO COSAMHEH CO LIMPHLIEM, a APYro# KOHeN
nomeieH 80 naxon. IToce oTxauxy Bo3nyxa Habpats mpenapar. Ecnu MCOONBIYeTCA JMHMHHR

Hucrpyxin no NPAMCHOHMIO HA MEARIMECKOS HICHHE
inprist ¥ COGAMHETENBHEIS IMHHE AN HIKEKTOPOB ABTOMATHHOCKHX
ZUIN AHTHOTPADHH, KOMILIOTEPHONR H MATHHTOPEIOHACHON ToMOrpaduH Crpama 20 us 24
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ON5 3anONIHEHUS C MPOKa/biBaTeneM, OTCOeAVMHWUTb WHTPOAbIOCEP OT MPOKa/biBaTens U
BCTaBWTb 3TOT KOHEL| HEMOCPEACTBEHHO BO (B/IaKOH C MpenapaToMm, a Apyroli KOHel, COeANHNUTb
CO LUMPULIEM BbICOKOIO aBneHus. 3aTeM HabpaTh XXUAKOCTb.

6, Ecnm coeamHuTenbHas TpybKa yrakoBaHa OTAENbHO, BCKPbITb YMakKoOBKY MO METKe
«OTKPbIBATb 3[€Cb» U U3B/EYb COEANHUTENbHYIO TPYGKY, NMOTHO COEAMHWUTL OAWH KOHeL, CO
LUNPULLEM BbICOKOTO JaBneHusi, A Apyroii KOHeL, ¢ UHAY3MOHHOM Urnoii Ans BeH WA apyrum
U3AENVEM, 3aTSHYTb 1 0TKauaTb BO3AyX. V3Aenne roToBo K UCTIO/Mb30BaHWIO.

[MpumeyaHus

1 CnepyeT NpoBepuTb UHAMBUAYANIbHYIO YNAKOBKY WU3AENNSA Ha HaMUMe NOBPEXAEHNI,
3aTeM TLIaTeNbHO NPOBEpUTL W3denne B yMakoBke. EcnM  ynakoBka wnu  wusgenve
MOBPEXEHbI, UCMNO/b30BaTL U3AeNNe CTPOro 3anpeLLeHo, OHO NOANEXUT YTUIN3aumn.

2. O3HaKOMUTbLCA C TEXHUYECKUMU XapaKTepUCTUKaMN U3LeNuns nepes Ucrob3oBaHNEM.
CnepyeT BblOUpaTb 13genne, COOTBETCTBYHOLLEE TEXHUYECKUM XapaKTepUCTMKaM.

3. CnefyeT ob6pawaTb BHUMaHWe Ha CPOK [JeicTBus  cTepunusaumn.  Wsgenve
Heob6XoAMMO MCNONb30BaTb B TEYEHWe CpoKa TOAHOCTW. Vicronb3oBaHue u3genns C
NCTEKLLIMM CPOKOM TOLHOCTM 3arpeLLEeHo.

4. [aHHoe wu3fenve npefHasHayeHo [N OAHOPA3oBOro  MCMoMb3oBaHWA.  [ocne
NCMO0/b30BaHUA U3LeNne NOASEXUT YTUAN3ALNN.

5 Cnepyer o6pawarb BHUMaHMEe Ha MaKCUMa/lbHOE [JaBNeHue >KULKOCTU TMepes
MCMONb30BaHNEM W He MpeBbllaTh Auvana3oH AaBneHus. MNpeBbilleHne AaBneHus NpuBegeT K
paspbIBY U34eNnsa U 0TKasy PYyHKUMOHUpoBaHUA (Tabnuua 3).

6. [laHHoe u3fenve noanexxnT UCnonb3oBaHU0 MeaULUHCKUMK cneupanmcTamun. Cnegyet
03HaKOMUTLCA C JaHHbIM PYKOBOACTBOM Nepes UCrob30BaHUEM.

7. OfHa 3 NpUHaNeXHOCTeR n3genus, coeguHUTenbHas Tpyoka, nsrotoeneHa u3 MBX.
MBX cogepacut nnactugukatop A3red. [A3MP okasbiBaeT 0YEBMAHOE TOKCUYECKoe
BO3/ENCTBME Ha PENPOAYKTUBHYKO CUCTEMY MESIKMX CaMUOB Mbiled. OH TakKe OKa3blBaeT
0YeBMAHOE TOKCUYECKOe [eiCTBME Ha reHbl anomnTo3a TKaHW MeyeHu KpbICbl, MO3TOMY Ntobble
npenaparbl, BCTynawwme B peakuynio ¢ MNBX, gonsdwbl ObiTb 3anpeLyeHbl K MPYMEHEHWIO.
CornacHO [aHHbIM OTeYeCTBEHHbIX W 3apy6eXKHbIX WCCef0BaHW, MeAULUHCKWIA MepcoHan
[0/MKeH obpalatb BHUMaHWe Ha peakuuto MBX-Tpybku 1 camoro npenapata, KOTopas MOXeT
NPUBECTU K U3MEHEHMIO 3PMEKTUBHOCTM Mpenapata. [ANa NHGy3uii ¢ AaHHON COeANHUTENbHON
TPYOKOW He pa3peLlaeTcs NCMoNb30BaTh NaKINTAKCEN 1 XXMPOPaCcTBOPUMbIE Npenaparbl.

8. CUMBO/IbI, UCMO/b3yeMble B MapKNPOBKe

CnmBon OnwucaHune CumBon OnwcaHve
_IT-I Mpown3ssoauTenb [laTa nponsBo/CTBa
m: Homep no Karasnory 2 lcnonb3oBath A0....
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/ LOT Homep naptuu STERILE CrepunbHo

OcTopoxHo!
Crepunusaums A O6paTunTech K
STERILEEO 3TWUNEH OKCUAOM VNHCTPYKLAW NO
NnpUMeHeHuo!
Tonbko ana He ncnonb3oBath npu
0[IHOPa30BOro (8) noBpexXxaeHnn
NpUMeHeHns yMakoBKU
YTunusnposatb
a: 3HaK COOTBETCTBUA OTZENBHO OT
CE ObITOBbIX OTXOZ0B
He gonyckatb
L TemnepaTypHbilii BOSACNCTEIA
I CO/IHEYHOrO CBEeTA
Avanaso (45 TpaHCNOPTHOM
YNaKoBKWN)
Bepeub o1 Bnaru (ans Bepx (ans
f TPaHCMNOPTHOM ]1 TPaHCMOPTHOM
YMNaKoBKW) YMaKoBKW)
XpynKoe,
obpaLaTbes
I OCTOPOXHO (AN
= TpaHCMOPTHOW
YyNaKoBKM)

9. YcnoBusi aKcnayataumu, NepeBo3KN N XpaHeHs!

XpaHWUTb B CyXUX BEHTUNMPYEMbIX MOMELLEHMAX NPYM KOMHATHOI TemnepaType, NPoayKuus He
A0/MKHa NOABEPraTbCs BO3AEWCTBIIO arpecCyBHbIX rasos.

YcnoBusa xpaHeHus

- Temnepatypa- oT 20 °C po 25 °C;
- OTHOCUTENbHasA BNaXXHOCTb BO3ayXa - He 6onee 80 %;
- aTmocdepHoe AasneHune: 755+20 MM pT. CT.

Ycnosus TPaHCMOPTUPOBKN

TpaHCNOpPTUPOBaHVe M3AENNiA, YNaKOBaHHbLIX B TPAHCMOPTHYHO Tapy, AO/MKHO OCYLLECTBSTHCSA
BCEMW BWAAMM KPbITbIX TPAHCMOPTHLIX CPEACTB C CO6MIOAEHMEM MPEefOCTOPOXKHOCTEN,
YKa3aHHbIX Ha TPaHCMOPTHO/ Tape W B COOTBETCTBMM C MpaBMIaMU NepeBO3KM TPy30B,
[EViCTBYIOLLMMM Ha TPAHCMOPTE AaHHOrO BUA.

- Temnepatypa- ot20 g0 25'C;
- OTHOCUTeNbHas BNaXHOCTb BO3ayxa - He 6onee 80 %;
- atMocepHoe aasneHue: 755220 MM pT. CT.

YcnoBus aKcnyatauum B ne4ebHOM yUpexXaeHum

WHCTPYKLMS MO NPUMEHEHMIO HA MEAULIMHCKOE M3fene
LLINpULbI 1 COEANHUTENbHBIE MHIUWN [ UHKEKTOPOB aBTOMATUYECKUX
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Temnepatypa- ot 20 °C go 25 °C;
OTHOCUTENbHasA BNaXXHOCTb BO3ayxa- He 6onee 80 %;
aTMocdepHoe faBneHune: 755+20 MM pT. CT.

10. Tpe6oBaHUSI K TEXHUYECKOMY 06CTY)KMBaAHMIO U PEMOHTY MeAULIMHCKOIO U3AeNNS.

N3nenusi cny>xaT Ans OAHOKPATHOIO NMPUMEHeHUs. B TeXHWYeCKOM 06CY)XMBaHUM U PEMOHTE
He Hy>KaatoTcsl.

. Ctepunmnsaums, gesnHpekums

MeauumHckne  m3genns  «LUNpuubl M COEAMHUTENbHbIE  NMHWW  ANS  VHXEKTOPOB
aBTOMATMYECKUX ANs aHruorpaduy, KOMMbIOTEPHOW 1M MarHMTOPe30HaHCHOW TOMOrpagumy»
CTEPUNN3YHOTCS OKCM/0M 3TU/EHA.

12. CpoK rogHocTu
CpoK rogHocTV CTEPUILHOCTY KU3aenus: 3 roga.

13. Mpoueaypbl YTUANZALMUM U YHUUTOXKEHUS] MEANLIMHCKOTO U3e/NS

MeguumHeke  m3genna  «LLUnpuupl 1M coegvHUTENbHbIE  JIMHUA NS UHXEKTOPOB
aBTOMaTUYeCKUX AN aHrmorpagum, KOMNbIOTEPHOW M MarHMTOPE30HAHCHOM ToMorpaduny, B
TOM YmCne NPOCPOUEHHbIE, B MOBPEXAEHHBIX YMAaKOBKax, a TakKe NoTpebuTenbCcKas ynakoBka
OT M3feNnsi OTHOCUTCA K 3NUAEMMUON0OrMYeckn 6e3onacHbIM 0TxodamM (HeonacHbIM 0TX04aM, He
MMEIOLMM  KOHTaKTa C  OMOMOrMYECKUMU  KUAKOCTAMM  MauMEHTOB,  UH(EKLMOHHLIMM
60/bHbIMW), MPUOAMXKEHHBLIM MO COCTaBY K TBEPAbIM ObITOBLIM 0TX04am (TBO).

Mpy  hakTe CAyyvaiHOro  MHMUUMPOBaHWA KPOBbIO W/WAWM - ApYrMU  GUONOTNYECKUMM
XUAKOCTAMKU (Hanpumep, Yepe3 UHBLEKUMOHHYK WUry) MefuuuHcKue wmsgenus «LLnpuubl un
COeAMHUTENbHbIE NMMHUW 415 UHXEKTOPOB aBTOMATUYECKMX ANS aHrMorpadum, KOMMbIOTEPHON
M MarHWTOPE30HAHCHONM TOMOrpagum» OTHOCATCS K 3NMAEMMONOTMYECKM OMacHbIM OTXO4am
(oTx04aM, MMEHLLMM KOHTaKTa C 6M0N0rM4eCKUMU XXULKOCTAMM MaLMeHTOoB).
TpaHCNOpTUPOBaHME U YTUNN3ALUMS OCYLLECTBAAKOTCA C YY4ETOM TpeboBaHWiA, NPUHATLIMK ANA
[aHHOI TepPPUTOPMK, B COOTBETCTBMMN C CaHUTAPHbLIM 3aKOHOAATE/IbCTBOM TOW WM UHOW CTPaHb!
K COAEPXXaHUIO TeppUTOPUIA HaCeNeHHbIX MECT M 06palleHMo C 0TXo4amu NPOM3BOACTBA WU
noTpe6sieHus.

B paHHOM cnyvae MegMUMHCKas OpraHv3aumst OCYLLECTBAsSieT TONbKO C60p U BpPeMEHHOe
XpaHeHWe BbllleyKa3aHHbIX 0TX040B. COOp OCYLLECTBAAKT B MaKeTbl WM B KOHTEMHEpbl C
LIBETOBON MapKUPOBKOW, MPUHATOM AN HEOMAaCHbIX WAN OMacHbIX MeLULMHCKUX OTXOLOB B
NMOMELLEHNN WM B MecTax /19 BPEMEHHOro XpaHeHWs MeAUMLMHCKUX OTXOAOB A0
nocneayroLLero TPaHCNOPTMPOBaHWS K MECTY YHUUTOXEHUS N YTUIN3aLMM.
TpaHCNOPTMPOBaHNEM U YTUAM3ALMEA MEAULMHCKUX OTXOA0B U3 MEAMLMHCKNX YUpeXXaeHWI
3aHMMAlOTCS  CMeuManu3npoBaHHble OpraHu3auuM, WMeloLme NULEH3NK0 Ha obpalleHne ¢
HeonacHbIMN M1 OMacHbIMU B 3NUAEMUONONMYECKOM OTHOLUEHUW MeAULMHCKUMMN OTXOAaMM.
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14. TMepeyeHb Me3edyHaPOAHbIX HOPMATUBHbIX A0OKYMEHTOB/CTaHAAPTOB, NMPUMEHNUMbIX K
MeAVNLNHCKOMY U3AeNNIo

ISO 14161, EN 1041, EN I1SO 14971, GB / T 14233.1, GB 18279, GB 18281 1
GBI/T 16886.7, 1ISO 10993-1, ISO 10993-10, ISO 10993-12, 1ISO 10993-2, 1SO 10993-5, ISO
10993-7, ISO 11135, ISO 11138-1, ISO 11138-2, ISO 11737-2, ISO 13485, ISO 15223-I" 1ISO
7886-1, 1SO 7886-2, ISO 80369-, ISO 9001, ISO 10993-4, ISO 10993-11
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[MepeBof C aHINMIACKOrO ¥ KW TaiCKOro A3bIKOB NapyCcCcKui A3bik]
[Ha 6naHke KnTaiickoro KommTeTa COAeCTBIS pa3Bu T U0 MeXKLYHAaPOAHOW TOprosm]

[TekcT JOKYMEHTa Ha KNTallCKOM, PyCCKOM 11 aHI/IMIACKOM S13blKax UaeHTUYeH]

CEPTUDOUNKAT

[NoroTun: «Cu-Cu-Mu-Aii-Tu» (CCPIT)
Kuntainckmin KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHapPOHOW TOProsn]

®PyHKUMM K1TaNCcKoro KoMMTeTa COAECTBISA Pa3BMTUIO MEXAYHapOAHOW TOPrOBAW BbIMOMHAET
KuTaiickas nanata Mex<ayHapoHo TOpProsin
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[NoroTun: «Cu-Cu-Mu-Ain-Tus»
KnTainckmin KOMUTET COAENCTBUA Pa3BUTMIO MEXAYHapPOAHO TOProBn]
00848145

KWTalnCcKnini KOMUTET COAENCTBUA Pa3BUTUIO MeXAYHAPOLHOW TOProBv
LI KuTalickas nanara MexayHapo4HON TOpros/iu

CEPTUDOUNKAT

[QR-Kod]
Ne21320060/007885

HacTosiwmm ygocToBepsito, 4To nevaTb «Ycu KONwoy Meankan dnnaeHcuns Ko., JITa.» Ha
npuiaraemon VIHCTPYKUUKM Mo NPpUMEHEHMIO Ha MeULMHCKOE 13Lefne ABSETCA BEPHOIA.

KuTainckunii KOMUTET COAENCTBUA Pa3BUTUIO MEXIYHapPOAHON TOPros/n

YnonHomo4veHHoe nnuo: TaH NHbXoH (Tang Yinhong)
Mopnuck:noanuce!

Hara: 02 Hos6ps 2021 .

Be6-cainT ans nposepku cepTudmkata: hUp:/Avww.rzccpit.com/validate.html
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[Texcm doxymenma na anzausickom u pyccKom RIvIKax udeHmuyex)

21 okrabpa 2020 r.
«YTBEPKICH»

/noonucs/ (MoANHKCE)
3axoHHEI NPEACTABUTEH

®3u [lxanrr (Feng Zhiling)
«Yeu IOthmoy Meukan Snnaencus Ko., JIta»
(Wuxi Yushou Medical Appliances Co., Ltd.)

{Mevamy: «YCH IOATIIOY MEJUKAJ STUIAEHCH3 KO., JITZ.»]

HECTPpYRIHS M0 NPAMEHEHAI0 HA MEAHIHNCKOE HIEIHE

Iinpunst H COSAHBATE/IbHLIC JHHHH /IS HIDRCKTOPOB ABTOMATHYCCKHX A/18
anrHorpad AN, KOMNbIOTEPHON H MArMHTOPe30HAHCHON ToMorpaduu

Bepeusa 3
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[Tognuck

Poccuiickaa ®egepauus

["opog Mocksa.
CemHazLLaTOro HosA6pA ABe ThiCAYM ABajuaTh NepBOro roga.
A, OeiiHeko Jlrogmuna BanepreBHa, BPeMEHHO MCMOMHAKOLWAA 0653aHHOCTY HOTapuyca ropoga

Mocksb! MpoKoLWeHKOBOW EneHbl EBreHbeBHbI, CBUAETENLCTBYIO MOA/IMHHOCTL MOAMUCK NepeBOAYMKa

KpannuHa [eHnca AnekcaHapoBuya.
Mopnuck caenaHa B MOEM NPUCYTCTBUK.
JInyHoCTb NognucasLLero JOKYMEHT YCTaHOB/eHa.

3aperucTtpupoBaHo B peecTpe: Ne 21/86-H/77-2021- 5™ - 14MIT
Ynna4yeHo 3a CoBepLUeHME HoTapmanbHoro aerictans: 400 py6. 00 Kon.

J1.B. OeliHeko

[EPBOBA{ neuatb
HOTAPUYCA

MpOLLHYPOBaHO, MPOHYMEPOBAHO U CKPEMeHo nevaTbio 52 nncT(-a,-0B

J1.B.Keymeko

POBAHO,
CKpenneHo
JiT

Poccuitckas denepauus
lopog Mocksa
CBTaAUATOr0 HoAOPA ;seir»;:mi683Hdmf,spmroSB
A [éHAao Sk, Lea-5 HEVEHO LOUTHROIaA
aGsEHaC Noas IlMoaaaaiHa bl
Erasaad, BED-OOB FOWCTIRTIEEa+Hao
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