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1. Name of the medical device
multiFiltratePRO tubings are tubing systems for the extracorporeal blood purification.
The variants of the multiFiltratePRO tubings are as follows:

multiFiltratePRO tubings are tubing systems for the extracorporeal blood
urification. The variants of the multiFiltratePRO tubings are as follows:

1. multiFiitratePRO Ci-Ca HD (both heparin and citrate-calcium
anticoagulation; for HD therapy), composed by:
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1 arterial line with citrate line and heparin line - 1 pc

2 venous line with calcium line - 1 pc

3 filtrate line - 1 pc

4 dialysate line - 1 pc

S tray to facilitate handling - 1 pc

6 IFU - 1 pc

7 recirculation connector - 1 pc

2. multiFiltratePRO Ci-Ca HDF (both heparin and citrate-calcium
anticoagulation; for HDF therapy), composed by:

1 arterial line with citrate line and heparin line - 1 p¢

2 venous line with calcium line - 1 pc

3 filtrate line - 1 pc

4 dialysate line - 1 pc

5 substituate line - 1 pc

6 tray to facilitate handling - 1 pc

7 IFU - 1 pc

8 recirculation connector - 1 pc

3. multiFiitratePRO HDF (heparin anticoagulation; for HDF therapy),
composed by:

1 | arterial line with heparin line - 1 pc

2 | venous line - 1 pc

3 | filtrate line - 1 pc

4 | dialysate line complete with substituate line - 1 pc

S [ tray to facilitate handling - 1 pc

6 |IFU-1pcC

7 | recirculation connector - 1 pc

4. multiFiltratePRO TPE (Therapeutic Plasma Exchange therapy),

composed by:

1 | arterial line with heparin line - 1 pc

2 | venous line - 1 pc

3 | filtrate line - 1 pC

4 | plasma line (plasma line is a mix of the dialysate and substituate line) - 1 pc
5 _| tray to facilitate handling - 1 pc

6 |IFU -1 pc

7 | recirculation connector - 1 pc

Abbreviation:

IFU: Instruction for Use; Pc: piece(s)
2. Purpose

The multiFiltratePRO tubings are designed to be used with the active medical device
multiFiltratePRO for extracorporeal blood purification treatment. The main
treatment of the multifiltratePRO is the Continuous Renal Replacement Therapy
(CRRT), specifically used in ICUs, enabling the removal of toxins by convection,
diffusion or a combination of both.

- multiFiltratePRO Ci-Ca HD extracorporeal blood purification tubing system with
heparin and regional citrate anticoagulation for continuous veno-venous
hemodialysis {CVVHD).

- multiFiltratePRO Ci-Ca HDF extracorporeal blood purification tubing system with
heparin and regional citrate anticoagulation for continuous veno-venous
hemodiafiltration (CVVHDF).
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- multiFiltratePRO HDF extracorporeal blood purification tubing system with heparin
anticoagulation for continuous veno-venous hemodialysis (CVVHD); for continuous

veno-venous hemofiltration (CVVH) with pre- or post-dilution; for continuous veno-
venous hemofiltration (CVVH) with pre-post dilution; for continuous venous-venous
hemodiafiltration (CVVHDF).

- multiFiltratePRO TPE extracorporeal blood purification tubing system with heparin
anticoagulation for therapeutic plasma exchange (TPE).

3. Scope of dellvery

multiFiltratePRO tubings are tubing systems for the extracorporeal blood purification.
The variants of the multiFiltratePRO tubings are as follows:

multiFiltratePRO HDF (heparin anticoagulation; for HDF therapy),
composed by:

arterial line with heparin line - 1 pc

venous line - 1 pc

filtrate line - 1 pc

dialysate line complete with substituate line - 1 pc

tray to facilitate handling - 1 pc

IFU - 1 pc

recirculation connector - 1 pc

NS W N -

multiFiltratePRO Ci-Ca HDF (both heparin and citrate-calcium
anticoagulation; for HDF therapy), composed by:

arterial line with citrate line and heparin line - 1 pc

venous line with calcium line - 1 pc

filtrate line - 1 pc

dialysate line - 1 pc

substituate line - 1 pc

tray to facilitate handling - 1 pc

IFU - 1 pc

recirculation connector - 1 pc

QN[ U] N =

multiFilitratePRO Ci-Ca HD (both heparin and cltrate-cailcium
anticoagulation; for HD therapy), composed by:

arterial line with citrate line and heparin line - 1 pc

venous line with calcium line - 1 pc

filtrate line - 1 pc

dialysate line - 1 pc

tray to facilitate handling - 1 pc

IFU - 1 pc

recirculation connector - 1 pc

SN | B WIN =

multiFiltratePRO TPE (Therapeutic Plasma Exchange therapy), composed
by

1 | arterial line with heparin line - 1 pc

2 | venous line - 1 pc

3 | filtrate line - 1 pc

4 | plasma line (plasma line is a mix of the dialysate and substituate line) - 1 pc
5 | tray to facilitate handiing - 1 pc
6

7

A

IFU -1 pc
recirculation connector - 1 pc
bbreviation:
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[ IFU: Instruction for Use; Pc: piece(s) |

4. List of national (in Russian Federation) standards applied by the
manufacturer:

Decree of the Governmaent of the Russian Federation of December 27, 2012 N
1416 "On approval of the rules of state registration of medical devices.

Ministry of Health of the Russian Federation N2 885n of 30.08.2021

"Ministry of Health of the Russian Federation. Order. On Approval of the Procedure for
Conformity Assessment of Medical Devices in the Form of Technical Tests,
Toxicological Investigations, and Clinical Tests for the Purpose of State Registration of
Medical Devices".

Federal Law No. 323-FZ of 21.11.2011 "On the Fundamentals of Health Protection
in the Russian Federation".

GOST R ISO 14155-2014 Clinical trials. Good Clinical Practice

GOST ISO 8638-2012
Extracorporeal blood circuit for haemodialysers, haemodiafilters and
haemoconcentrators. Technical requirements and test methods

GOST 1SO 11607-1-2018
Packaging for terminally sterilized medical devices. Part 1. Requirements for
materials, sterile barrier systems and packaging systems

GOST R IEC 62366-1-2021
Medical devices. Part 1. Application of usability engineering to medical devices

GOST R ISO 15223-1-2020
Medical devices. Symbols to be used with medical device labels, labelling, and
information to be supplied. Part 1. General requirements

GOST 31214-2016
Medical devices. Requirements for samples and documentation presented for
toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity

GOST 1SO 10993-12-2015
Medical devices. Biological evaluation of medical devices. Part 12. Sample preparation

and reference materials

GOST R 52770-2016
Medical devices. Safety requirements. Methods of sanitation-chemical and

toxicological tests.

GOST ISO 10993-4-2020
Medical devices. Biological evaluation of medical devices. Part 4. Selection of tests for

interactions with blood.

GOST 1ISO 10993-5-2011
Medical devices. Biological evaluation of medical devices. Part 5. Tests for in vitro

cytotoxicity.
Paged /15
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GOST IS0 10993-10-2011
Medical devices. Biological evaluation of medical devices. Part 10. Tests for irritation
and delayed-type hypersensitivity.

GOST 1SO 10993-11-2021
Medical devices. Blological evaluation of medical devices. Part 11. Tests for systemic
toxicity.

Russia State Pharmacopoeia 13 (XIII), GPM.1.2.4.0005.15
Pyrogenicity

5. Disposal
Based on the characteristics of the morphological composition, the hazard class of this
medical device waste is defined as epidemiologically hazardous waste class B (SanPiN
2.1.3684-21).
Any use of materials is allowed only if there is a hyperlink to the Sanitary and
Epidemiological Requirements for the Handling of Medical Waste).
The used product may constitute a biologically contaminated product and must be
disposed of in accordance with current local legislation.
The packaging is to be disposed of as domestic waste.
Unused product and packaging are not harmful to the environment and are disposed
of in accordance with local legisiation as solid domestic waste.

6. Indications and contraindications
Medical indication

- Acute kidney injury requiring continuous renal replacement therapy ‘
- Volume overioad requiring continuous renal replacement therapy

- Intoxications requiring continuous renal replacement therapy

- Conditions requiring the exchange of blood plasma via TPE

- Conditions requiring CRRT combined with hemoperfusion to eliminate

further pathogens from blood

- Conditions requiring CRRT combined with ECCO2R for additional CO2

Removal

Product related contraindications

Hypersensitivity to any of the material of the tubings as listed under composition in

the IFU or to ethylene oxide residues.

In severe cases treatment must be discontinued, blood must not be returned to the
patient, and appropriate emergency medical care must be Initiated. In severe cases
of hypersensitivity, terminate the treatment, do not return the blood to the patient,
and Initiate appropriate emergency medical treatment.

Therapy related contraindication

- The contraindications of all the tubing systems, filters, dialysers and solutions
intended for use in a therapy must be observed.

- Inadequate vascular access to the venous blood circuit, e.g., with a double-lumen
central venous catheter, so that the blood flow necessary for treatment cannot be
achieved.
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Systemic anticoagulation is often contraindicated for patients with bleeding or a high
risk of bleeding. Here, measures should be taken within the treatment regimen which
permit a renal replacement treatment with little or no anticoagulation. A regionai
citrate anticoagulation can be applied where appropriate.

An established disordered citrate metabolism is an absclute contraindication.

7. Intended patient population

The devices have been specified by the manufacturer for the purpose of treating
patients with a body weight of 40 kg and more, irrespective of their age, under
consideration of the specified technical data of the device and the single-use items
used (e.g. delivery rates, fill volumes).

8. Intended user group and intended environment

The disposable must only be used by individuals with the appropriate training,
knowledge, and experience on the proper operation and handling and for whom proof
of instruction c¢an be shown (e.g. physicians, nurses/paramedics,
anesthesiology/resuscitation, transfusion medicine). Operate in rooms suitable for
dialysis located in professional healthcare facilities. Normative and local regulations
must be observed.

9. Description of the base tray for ease of use

The tray ensures an easy handling of the product from the user’s point of view. On
the tray, all the parts of the multiFiltratePRO tubing set are fixed, some in a
definitive way, some other in a temporary way. It is designed to be connected with
and fixed to the multiFiltratePRO Machine.

Photo: Basic tray for ease of use
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Photo: example of tray on the dialysis machine
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Characteristics of the tray
Dimension
Width 495 MM % 5%
Height 480 MM = 5%
Weight 120 q *= 5%

10. Description of the recirculation connector

Pre-packaged recirculation connector, used for recirculation during the preparation
phase after filling/priming to connect the arterial and venous lines included in the Tubing
system for extracorporeal blood purification multiFiltratePRO.

Figure: Photo of the recirculation connector

c-.y

Characteristics of the recirculation connector
Dimension

Length with cap 43,5 mm=*=5%

Length without cap 42 mm=5%

Internal diameter 4,3 mm=5%

External diameter 6,8 mm=x=5%

Force of the plug opening Not more than 5 N

Thread pitch 2,1 mm *£5%

Weight 1.23g 5%
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11. Operating conditions
Operating characteristics are given according to the information in the Instructions for Use of the
multiFiltratePRO extracorporeal detoxification machine with accessories, RU No. FSZ 2010/08757 of

11.01.2023.

Raturn line pressure  The hydrophobic filter in the return line is determined to be fully

measurement

Access pressure

Return pressure

(safety system

against
external blood

leaks)

Pre-filter pressure

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

wetted when the return pressure sensor (blue) fails to detect any
pressure fluctuations over at least 4 consecutive blood pump
cycles. Pressure monitoring Is deactivated for blood flow rates of
less than 50 mi/min.

Display range: -300 to +300 mmHg

Resolution: S mmHg

Accuracy: 10 mmHg

No blood detected:
Access pressure alarm window size: -300 to +300 mmHg

Blood detected:
Access pressure alarm window size: +40 to +200 mmHg

Default value adjustable in User setup,
Factory setting: +200 mmHg

If the access pressure drops below the lower limit, the access line
clamp will remain open to allow the pressure in the system to
disperse. In the event of any further pressure alarm, the clamp will
close.

Display range: -100 to +500 mmHg

Resolution: 5 mmHg

Accuracy: 10 mmHg

No blood detected:
Return pressure alarm window size: -100 to +500 mmHg

Blood detected:
Return pressure alarm window size: +40 to +200 mmHg

Default value adjustable in User setup,

Factory setting: +100 mmHg

Alarm window position can be set over a range from +10 to +500
mmHg

(switchover to between -100 and +500 mmHg possible in the event
of an alarm, if extending low return pressure alarm is activated in
Service setup)

Factory setting: extending lower return pressure limit is
deactivated.

Display range: -50 to +750 mmHg

Resolution: 5 mmHg

Accuracy: 10 mmHg

No blood detected:
Pre-filter pressure alarm window size: -50 to +750 mmHg




TMP (CRRT)

TMP (TPE)

Blood pump

Blood detected:
Pre-fiiter pressure alarm window size: +40 to +200 mmHg
Default value adjustable in User setup,

Factory setting: +200 mmHg

Display range: -300 to +500 mmHg

Lower alarm limit: -60 mmHg

Upper alarm limit: +520 mmHg

Accuracy: 20 mmHg

Displayed only in Pressure / alarm history tab of treatment screen.
The TMP is calculated and displayed according to the following
formula:

TMP = ((PrantPore F) / 2) — P+ Offset

TMP = transmembrane pressure
Pven = return pressure
Pore F = pre-filter pressure
Pw = filtrate prassure
Offset = 20 mmHg {correction value to compensate for hydrostatic
pressure differences)
Display range: -60 to +270 mmHg
Pressure alarm windows
Lower alarm limit: -60 mmHg
Upper alarm limit: +50 mmHg to maximum upper alarm
limit
Maximum upper alarm limit can be defined in User setup
between +50 and +100 mmHg

Accuracy: 20 mmHg

The TMP is calculated and displayed according to the following
formula:

TMP = {{PvantPpre F) / 2) —Pny+ Offset

TMP = transmembrane pressure

Pywen= return pressure

Pore F = pre-filter pressure

Pa= fitrate pressure

Offset = 20 mmHg (correction value to compensate for hydrostatic
pressure differences)

Spring-loaded rollers, fully occluding, pressure-limited to 2 bar for
standard line with pump segment 6.4 x 1.8 {when using the
prescribed tubing systems).

Warning
A Risk for the patient es a resukt of insufficient detoxification

¥ the accese pressurs before the blood pump reachss axtreme negative
values, the blood flow can be raduced, which will impair the
sffactivenses of the treatment.

» Take sultable siope 0 avoid an extrems negative acoess pressurs.

Delivery rate:
CRRT: 10 to S00 mi/min
CRRT with citrate anticoagulation: 10 to 200 ml/min

Page 10/1S
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Fill level detector

Optical detector

Air bubble detector

TPE: 10 to 300 ml/min
Resolution: 10 ml/min

Flow accuracy over

Pressure range 2 -300 mmHg £ 10 %

Standard line with pump segment 6.4 x 1.8 mm

System accuracy of the delivered blood volume: %10 % considered
over the entire treatment duration and valid in typical treatment
situations.

Blood pump stop alarm:

time-based standstill monitoring as a safety system against blood
loss through clotting.

Alarm delay when blood pump stops:

1 minute {during treatment)

3 minutes {while patient is being connected or disconnected)
Alarm repeat if blood pump standstill continues: every 60 s
Method:

Capacitive measurement

Switching point 13 mm, 14 mm from upper edge

Method: infrared transmission

Distinguishes between:

— No blood detected {NaCl solution or air in tubing}

— Blood detected {blood in tubing}

Method:

Uktrasound transmission measurement through tubing
Detects:

— Air bubbles

- Blood foam (air/blood mixture)

- Microbubbles

Air alarm in the following cases:

- Blood foam

— Microbubbles

— Blood flow rate < 100 ml/min:

Air bubble: volume 2 20 pl

- Blood flow rate 2 100 mi/min:

10 air bubbles with a bubble volume of < 50 ul each, or
1 air bubble with a bubble volume of 2 50 ul, or

blood foam

The above data is based on a worst-case assumption, at a blood
flow

rate of 0 to S00 mi/min using the prescribed tubing systems.

Full sensitivity at the maximum blood flow is achieved with patients
weighing upwards of 45 kg.

In order to ensure a similar sensitivity with patients weighing less
than 45 kg in a worst-case scenario (level in bubble catcher has
dropped), select a lower maximum blood pump rate according to
the following table.
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Heparin pump

Audible tone

Ci-Ca drip counter

Citrate pump

Calcium pump

Ci-Ca fill level
detector

General limit value: 0.03 (ml/mlIn) per kg

Patient weight Max. infused air for Limited max. blood
lowest possible hazard  flow (condition: wetted)

40 kg 1.2 ml/min 458 ml/min

From 45 kg > 1.35 ml/min A 500 ml/min

Pump type: syringe pump

Delivery rate: 0.5 to 25 ml/h

Resolution: 0.1 ml/min

Accuracy: +5 %for delivery rate 1to 25 ml/h measured over 2
hours with up to 1.2 bar counterpressure. At delivery rates < 1.0
mi/h, the tolerance could exceed the specified +5 %

Bolus administration: 0.1 to 5 ml in increments of 0.1 ml (preset
maximum bolus volume is 5 ml. This parameter can be set to a
lower volume inthe System Parameters).

Bolus rate: 30 ml/min

Sound pressure level settings of the audible alarm:

Volume range: 50 to 80 dB +5 dB

Factory setting: S65 dB

High-priority alarm: 60 to 80 dB £5 dB

Medium priority alarm: 60 to 80 dB +5 dB

Measuring range: 0 to 5 drips per second (independently for citrate

and calcium)

Measuring method: optical

To permit drips to be detected accurately, the fluid level must be
within or below the markings.

Pump type: roller pump

Delivery accuracy: 10 %

Delivery rate: 10 to 600 mi/h, depending on citrate/blood ratio.
Dose can be set.

Concentration of citrate per litre of delivered blood: 2 to 6 mmol/l
In 0.1 mmol/l increments

Default value: 4.0 mmol/I

Pump type: roller pump

Delivery accuracy: +10 % at delivery rates < 6 ml/h the deviation
can be 20 %

Delivery rate; off, 1 to 100 ml/h, depending on calcium/filtrate
ratio.

Dose can be set.

Concentration of calcium per litre filtrate: 0 to 3 mmol/l In0.1
mmol/l increments

Default value: 1.7 mmol/l

The Ci-Ca pumps run at a higher delivery rate (400 ml/h) while the
Ci-Catube segments are being inserted/removed and the tubing
system is being filled.

Function: for detecting and differentiating between a full or empty
Ci-Ca drip chamber (independently for citrate and calcium).
Measuring method: optical
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To permit afilled drip chamber to be detected accurately, the fluid
level must be within or above the markings.

Cassette detector Differentiates between cassettes with and without a Ci-Ca system
using a colour sensor and colour codes on the cassettes.

Cassette without Ci-Ca: blue marking
Ci-Ca cassette: yellow marking

12. Operating time of tubing systems

The maximum application time is 72 hours or 1,250 liters. The disposable must be
replaced after the maximum usage time or respectively after a specific blood
volume pumped as indicated on the primary packaging.

13. Flow rate of fluids

Flow rate Depends on the method of
procedure
Blood Flow 0/10 to 500 mI/min+x10%
Substituate flow 0/10 to 80 ml/min
Dialysate Flow 0/10 to 80 ml/min
Citrate Flow 0/10 to 600 ml/h
Calcium flow 0/1 to 100 ml/h
Ultrafiltration rate fUF rate) 0/10 to 180 ml/min
Filtrate Flow 0/10 to 180 ml/min
Net UF rate 0/10 to 990 ml/h

14. Priming Volumes

multiFiltratePRO multiFiltratePRO multiFiltratePRO multiFiltratePRO

Ci-Ca HD Ci-Ca HDF HDF TPE
Priming 116+5% 116+5% 116+5% 117+5%
volume
(mbh___

15. Shelf life
The product has a shelf life of 3 years.

16. Pressure limit value

Range
Blood pressure (inlet) - 300 300 mm Hg.
Arterial pressure (out) - 50 -F 750 mm Hg.
Venous pressure - 100 + 500 mm Hg.

17. Technical Specifications

Limit value of 500 ml/min
blood flow

Page 13/15

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Connections to Fracture force of connection not less than 100 N
auxiliary devices Elements for connection with auxiliary devices are terminated
with a threaded connection with an inner cone of 6%

Connection to the The injection port must remain leak-tight after being pierced

inlection unit six times with a 0.8 mm inner diameter needle (No. 21)
Connection to a The connection of the trunk to the vascular access device
vascular access must be provided by the "Luer-lock" type coupling with 6%
device taper.

18. Weight and dimensions specifications
The weight/dimension specifications are not necessary for the operation of the
appliance, and therefore are not required to be mentioned in the Instructions for Use.
This information can be provided to the user on request.

19. Connection diagrams
Schemes (drawings), explaining the connection of the lines to the device to enable
their safe use and reduce the risks for the consumer are shown in the Operating
Instructions for the "multiFiltratePRO extracorporeal detoxification device with
accessories" (RU No. FSZ 2010/08757 of 11.01.2023) item. 4 "Operation" and item 7
"Functional description™, and are not required in the Instructions for Use for the
multiFiltratePRO extracorporeal blood detoxification tubing system.

20. The tubing systems are compatible with the following devices in use:
The tubing systems are compatible with the following devices in use:

1 multiFiltratePRO extracorporeal purification apparatus with accessories RU No. FSZ
2010/08757 of 11.01.2023.

2 Gas exchange module multiFiltrate ECCO2R (undergoing the registration procedure
as part of the registration of a new software version of multiFiltratePRO extracorporeal
purification apparatus).

3 multiEffluent Bag 10 L (under registration);

4 Ultraflux dialyzer (hemofilter) RU Ne FSZ 2010/07931

5 Solution for hemofiltration Multilak, 2 mmol/l Potassium, RU Ne LP-000706 from
28.09.2011

6 Moisture for hemofiltration Multilak, 4 mmol/l Potassium, RU Ne LP-000706 from
28.09.2011

7 Liquid for hemofiltration Multibik, 2 mmol/l Potassium, RU Ne LP-000706 from
28.09.2011

8 Solution for hemofiltration Multibik, 4 mmol/l Potassium, RU Ne LP-000706 from
28.09.2011

9 Dialysis solution Multiplus K+2 mmol/L, 5000 mL, RU Ne FSZ 2012/12411 from
25.07.201210

10 Dialysis solution (dialysate) for hemodialysis with citrate-calcium anti-coagulation
(RU Ne FSZ 2011/09209 from 25.02.2011):

- Ci-Ca Dialysate K 2, 5000 ml. - Ci-Ca Dialysate K2 5000 ml - Dialysate solution
(dialysate) for hemodialysis with citrate-calcium anti-coagulation, potassium content 2
mmol/I

- Ci-Ca Dialysate K 4, 5000 ml. - Ci-Ca Dialysate K4 5000 ml - Dialysate solution
(dialysate) for hemodialysis with citrate-calcium anti-coagulation, potassium content 4
mmol/I

11 Dialyzer (Hemofilter) Ultraflux (¥YnbTpadnokc). Versions (RU No. FSZ 2010/07931
of 22.09.2010):

- AV 400 S
Page 14/ 15
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-AV 600 S

- AV 1000 S

- AV PAED

- EMIC2

12 PlasmaFlux P1 dry, plasmaFlux P2 dry. RU N2 RZN 2015/2389 of 03.12.2020.

13 Double-lumen catheter proVencare in kits (RU N2 RZN 2017/6656 of 29.12.2017):
- Double-lumen catheter in kits (available sizes, diameter, F/length, mm: 6,5/75;
6,5/100; 6,5/125; 8/100; 8/120; 8/150; 11/150; 11/200; 11/250; 12/150; 12/200)

- High-flow dual-lumen catheters in kit (available sizes, diameter, F/length, mm:
11,5/150; 11,5/200; 11,5/250; 13/150; 13/175; 13/200; 13/250).

14 Any three-component syringe for pump or injector that is registered in the territory
of the Russian Federation. We most commonly use the following medical product:
Single-use syringes with and without needles: 1 ml, 2 ml, 2.5 ml, 3 ml, 5 ml, 10 ml, 20
ml, 30 ml, 50 ml, 60 ml, 100 ml, 150 ml. (RU No. FSZ 2010/08748 of 31.12.2010).

21. Information about sterillzation date on the label

The sterilization process of medical devices Is carried out no later than within 30
calendar days from the date of their production.

The date of sterilization of medical devices is traceable based on the production date
in label. Thus, the requirements for packaging, labeling and operational
documentation of clause 6.1.1 of GOST ISO 8638-2012 “Extracorporeai blood circuit
for haemodialysers, haemodiafilters and haemoconcentrators. Technical requirements
and test methods” regarding the date of sterilization are fulfilled.
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1. HanMeROBAHHE MEARIAHCKOIO H3CIHA

CucremMa  MarucTpadeli  KpoBONPOBOASIIHX AN  IKCTPAKOPHOPAJIbHOR
aeroxcuxannn kposH multiFiltratePRO, papaanThl HCNOAHECHARA!
1. Cucrema MmarvucTpaneli KpOBONMPOBOASIIMX RMA SKCTPAKOPIIOPANBHOH JNETOKCHKALMH
kpoeu multiFiltratePRO Ci-Ca HD:

1 apTeprannHad MATHCTpanhb ¢ MarHCTPANbIO UHTPATa ¥ JHHKNeH remapyna — 1 wT.;
2 BeHO3Had MarucTpanb ¢ MATHCTPAIbIO Kanbitns— 1 wT.;

3 Marucrpans ¢uasTpaTa — 1 mr,;

4 marncTpaih AHaNN3aTa — 1 mr.;

5 Ga3oBmiit IOTOK Ui OONerYenHs HCMONB3OBAHKA — 1 WIT.;

6 oRCIUTYaTalHOHHAA AOKYMEeHTalMA — | wT.

7 KOHHEKTOp ANA perMpXynanuu — | mr.

2. Cucrema marucTpaneif KpOBOTPOBOZAUIAX JUIA 3IKCTPAKOPNOPANBHON RETOKCHKALHM
kposd multiFiltratePRO Ci-Ca HDF:

1 apTepHanbHas MATHCTPATH C MATHCTPANILIO QHTPATa M MHHHCH renapHHa ~ | Wr.;
2 BEHO3HAad MarucTpaih ¢ MarHCTPaibio Kanbliua — | wT.;

3 marncTpans punrTpara — 1 mr.;

4 marncTpans guanusaTa — | wr.;

S MarncTpans 3aMemIalomero pacTeopa — 1 mT.;

6 GazoBblii IOTOK JUIA 0GNEra¢HHA HCMONB30BaHHA — 1 muT.;

7 3KCTTyaTAMOHHAA ZOXYMEHTaIuaA — 1 1rr.

8 KOHHeKTOp ANg pemupKynauuu — 1 mr.

3. Cucrema maructTpajeifi KpOBOMPOBOAALIMX V1A JKCTPAKOPMOPANLHONH JAECTOKCHKALIWM
kpoBu multiFiltratePRO HDF:

1 apTepHanbHas MarHCTpaNh ¢ THHHEH renapunaa — 1 mr.;

2 BeHO3HasA MarucTpans — | wr.;

3 MarucTpans punbTpaTa — 1 WiT.;

4 MarucTpass AManu3aTa B cGope ¢ MarMCTpanbio 3aMEIAIOIEro pacTeopa — 1 wr,
5 6a3oBLIil J0TOK A4 o6nerdenns Henons308alKA — 1 mrT,;

6 3KCILUIyaTaUNOHHAA AOKYMEHTalus — | 1T,

7 XOHHEKTOP I PEUHPKYNALHK — | 1T,

4. Cucrema MarucTpasel XpOBONPOBOASIIMX MIA SKCTPaKOPNOPWILHOH ACTOKCHKALMH
kposn multiFiltratePRO TPE:

1 aprepuansHas MarHCTpans ¢ InHKUelH renapuna — | mr,;
2 BeHO3HAA MarkcTpans — 1 mr.;

3 MarncTpans ¢punsTpara — 1 mT.;

4 MarucTpans nnasMel — 1 .

5 6a30BBI JJOTOK ANA obaeryenus HCNONE30BaHHA — | 1T, ;

6 aKcrTyaTalHOHHAA AOKyMeHTanua — 1 wr.
7 KOHHEKTOp ANA penmpxynamuu — 1 mrr.

2. HaswaueHHe

CucreMa MarscTpaieii KpoBonpPoBoASINEX AlH FKCTPAKOPNOPANLHON 1ETOKCHKANHA
kposx multiFiltratePRO npeanasnayacTcs A NPHMEHCRNA C KANNAPAaTOM JIs IPOBCACHHA
akcTpakopnopambHoii Aetoxcuxanuu multiFiltratePRO» ans nposesenns BHCOKOIheRTHEHBIX
npoueayp KCTPaKOPHOPANBHOMN ASTOKCHKAIMM KPOBH H TSPANeBTHUSCKOM IUTasMadepese s
HaNpaBICHHA KPOBH M XH/KOCTH BO BpeMa MPOLEAYPhI KCTPAKOPNOPANBHOH OIHCTKH KPOBH
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(manee mo Tekcty - cHcreMa Maructpanei multiFiltratePRO, marncrpann, cncrema
MarucTpaneil).

- Cucrema MAruCTpasiei KpOBONPOBOAAIIMX A SKCTPaKOPHOPAIbHOH JETOKCHKALHH KPOBH
multiFiltratePRO Ci-Ca HD ¢ renapuroBo# H pernoHapHo# uuTpaTHoOi aHTHKOAryasuHel nns
HH3KONOTOYHOTO remoauanusa (CVVHD),

- CHCTeMa MarkcTpaneii KPOROIPOROAANIHX /A 3KCTPAKOPNOPanbHOH JETOKCHKAHH KPOBH
multiFiltratePRO Ci-Ca HDF ¢ renapuHOoBOM ¥ perHOHapHO# NuTpaTHOH aHTHKOoArynauuen s
Hu3KonoTouHoH remoauadunsTpamu (CVVHDF).

- Cncrema marucTpaneii KpOBONPOBOAAMINX 1A 3KCTPAKOPIOPAIbHON JCTOKCAKALHA KPOBH
multiFiltratePRO HDF ¢ renapunooii anTHkoarynauue ans NOCTOSHHOTO
(MPOAC/DKATENBHOTO) BeHO-BeHo3HOTro reMoauamnsa (CVVHD); ans nocrosHHOH
(nponomxuTensHo) BeHO-BeHO3HOH reMopHILTpaLUHH ¢ npe- uiH noctownonyek (CVVH); ans
BEICOKOOOBeMHOIM reModnnsTpanun (pre-post CVVH); s nocrosHnoi (npogomxuTenshoit)
BeHO-BeHO3HO# reMoamadunsTpauu (CVVHDF).

- Cucrema MarucTpaneli KpOBONPOBOMAIMX LA SKCTPAKOPNOPANLHOH NETOKCHKALHH KPOBH
multiFiltratePRO TPE ¢ renapuHoB0ii arTHKOaryAsuMel A% TEPANEBTHIECCKOrO NiasmoobMena
(TPE).

3. KoMnieKkT nocTaBKa

Cucrema MarucTpaneli KpOBONPOROAAMMX IS 3KCTPAKOPNOPANbHOH AETOKCHKAHMH KPOBH
multiFiltratePRO, BapuanTh! HCIIOTHEHHA:

CucreMa  MarucTpaneit  xpoBOompOBOASIEX IS IKCTPAKOPROPANLHOMN
aevoxkcuxannn kKposd multiFiltratePRO, BapRanTh! ACHOTHEHHA:
1. Cucrema MarucTpaieit KpOBONPOBOAAMIMNX MJIA SIKCTPAKOPINOPANTBLHON ACTOKCHKALMY KPOBH
multiFiltratePRO Ci-Ca HD:

1 apTeprHanBHag MATHCTPaNb ¢ MATHCTPANLIO NATpATa M THEMeH renapuna — | mr.;
2 BeHO3HAA MAruCTPAlb C MArHCTPANLIO KanbiMa— 1 1moT.;

3 maructpans puabTpaTa — 1 IWT.;

4 MarucTpank qHamm3ata — | wr.;

5 GasonLlii NOTOK /1A o0NerYeHHs HCUONb30BaHMua — 1 wT.;

6 PKCIUTYaTalHOHHAA JOKyMEHTalHa — ] mT.

7 KOHHEKTOP I PEUUPKYNIAUKH — 1 T,

2. CucremMa MarucTpaneii KpOBONPOBOZAIIHX I IKCTPAKOPNOPanbHON AETOKCHKALMH
kpoBu multiFiltratePRO Ci-Ca HDF:

1 apTepHaBHasd MATHCTPAJb ¢ MATHCTPAILIO ATPATa H IMHKEH renapuna — 1 mr.;
2 BeHO3HAS MarHCTPaNs ¢ MArHCTPANbIO KAMBIKA — | mT.;

3 marucrpams unsTpara — 1 IIT.;

4 MarucTpans AMaNH3aTa — | Wr.;

5 marucTpars 3aMemaloniero pacrsopa — | wr.;

6 6a30BLIii NOTOK 14 00NErYeHNA HCNONML30BaHMUA — | WIT.;

7 3KRcIyaTallMOHHAA JOKyMEHTamuA — 1 mWT.

8 KOHHEKTOp AN perUPKYILMy — 1 mT.

3. Cucrema Marucrpaneif KXpOBONPOBOASIIMX JUIA IKCTPAKOPNOPANLHOH NETOKCHKALMH
kpoen multiFiltratePRO HDF:
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1 aprepuantHas MarucTpans ¢ JMHHUeI renapunaa — | wr.;

2 BeHO3Has MarHcTpais — 1 mt.;

3 mMaructpans ¢unsTpara — 1 mr.;

4 MarucTpanb qHaNnn3aTa B cOope ¢ MArMCTpanbio 3aMeLIAIOLIeT0 pacTBopa ~ | T,
5 6a30Bblii TOTOK A1 OOAErYEHNA HCNOAB30BaHKA — 1 IIT.;

6 sxcnayaTalHOHHAA AOKYMECHTauNs — 1 wr.

7 KOHHEKTOp ANA peurpKynsuuu — 1 mr.

4. CucreMa MarucTpaneit KpoBONMPOBOAALIMX AN 3KCTPAKOPNOpANbHON AETOKCHKALMH
kposn multiFiltratePRO TPE:

! aprepuanbhas MarucTpans ¢ IuHHEH renapuHa — 1 mT.;
2 BeHO3Has MarucTpans — 1 1T,

3 marucrpans puntrpara — 1 wr.;

4 marucrpans nnasmsl — 1 mr,

5 6a3oBbtii 10TOK s ofIerueHUA HCRONb30BaHHA — | 1IT.;
6 SxCnNyaTauHOHHAA AOKYMEHTAlnA — 1 miT.

7 KOHHEKTOP ANA PEUHPKYASUMK — 1w,

4. Tlepeyennb NPHMEHSIeMBIX IPOH3BOAHTEIEM HANHOHANLHLIX CTAH/IAPTOB:

* Tipuxas Munusgpasa Poccum or 30.08.2021 N 8858"06 yreepxkaeuun [lopanxa
TIPOBEACHUA OUEHKH COOTBETCTBHA MEAHIHHCKHX H3ACHHit B GOpME TEXHHYCCKHX MCIBITAHMUIEA,
TOKCHKONMOrNYECKHX HCCIeNOoBaHnll, KIMHUYECKHMX MWCMBITAaHWA B UENAX TrocyAapcTBEHHON
pemc'rpanun MEHNUMHCKHX U3aAenmin”

IFOCT ISO 8638-2012 Komnnexr KpOBONPOBORAIMKX  MarHcTpaneli  ans
reMOHANMM3ATOPOB, TeMOQUIBTPOB H TeMOKOHUEHTpaTopoB. TexHuueckne TpeGoBaHua
METOOB HCTILTAHHA.

« TOCT ISO 11607-1-2018 VnaxoBxa ANA MEAMUMHCKHX W3ICHHA, NOLIEKAMMHX
¢nsumnolt crepunuaamuu. Yacts 1. TpeGoBanua k MarepHanaM, GaphbepHEIM CHCTEMaM 1ns
CTEPHITH3AIHH U YIIAKOBOYHRIM CHCTEMAM,

» TOCT P M3K 62366-1-2021 Hamenns memmmmuckue, Yacrs 1. Tlpoextuposanue
MEONLIHHCKHUX H3ENHil ¢ yIeTOM SKCIUTYaTAMOHHOH MPHTOAROCTH.

» TOCT P UCO 15223-1-2020 Hapemus megnumrckue. CHMBONEI, MPHMEHAEMbIE NPH
MapKHPOBaHHM MEAMLMHCKHX M3AENHi, Ha JTHKETKAX H B COMPOBOAMTE/ILHOR JHOKYMEHTALMH.
Yacts 1. OcHOBHbIC TpeGoBaHNA.

+ TOCT 31214-2016 «M3aema meauauHckue. TpeboBannus kK oOpa3uaM H JOKYMCHTAlMH,
NPEACTABINEMEIM HA TOKCHKOJNIOTHUECKHE, CAHHTAPHO-XHMHYECKHE MCILITAHNA, UCIILITAHUSA Ha
CTEPHILHOCTH B MHPOTCHHOCTDY.

« TOCT ISO 10993-12-2015 «M3aenua megnuunckue, Onenka Guonornyeckoro AcAcTBHA
MeaHUuECKHX n3zennit, Yacrs 12. Ilpurotosnenne npo6 # KOBTponbHeie 0bpasus», 0.9 «Buibop
peTpe3eHTATHBHLIX YacTei H3aenuan.

« TOCT P 52770-2016 «TpeGopanus GesonacHocTn. MeToAn CaHMTAPHO-XHMHYECKHX H
TOKCHKOMOTHYECKHX UCTIRITAHMI,

« TOCT ISO 10993-4-2020 «M3penna meaunuackue. Ouenka 6nonornyeckoro AeHCTBHA
MeInIMHCKHX B3aenui. Yacts 4. Heeneaoranus miaenuii, B3auMoAeiCTBYIONINX € KPOBLIO»,

« TOCT ISO 10993-5-2011 «H3nenns meannuackre, Ouenka Gnonornyeckoro ACHCTBUA
MmeannuHcknx u3aenuii, Yacts 5. MccnenoBaHuA Ha UNTOTOKCHYHOCTDH: METOARI in vitro»,

» TOCT ISO 10993-10-2011 «H3nenua meauuuackne. Onenka Guonoruyieckoro aeAcTans
MeannuHckux mazenwi. Yacts 10. Hccnenoranus pasnpaxalolmlero H CeHCHOHMH3HPYIOIUIETO
OEHCTBHAY.

« TOCT ISO 10993-11-2021 (MA3genma meanmunckie. Onenka 6uonornyecxoro AeicTBHA
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MeauumHckux miaemif, Yacts 11, HccnenoBannua o0mMeTOKCHYECKOTO AcHCTBHAY.
«  O®C.1.2.4.0005.15 ITnporeHHOCTS.

5. YTunuzauusa
Hcxons U3 XapaKTEPHCTHKH MOPQONOrM¥ecKoro COCTaBa, KJIAacC OMACHOCTH OTXOAOB JAHHOrO
MEIHIUMHCKOINO H3ACHNSA ONUPCACIAETCA Kak 3UHACMMOJIOTMYECKM OfAacHHE OTXOAN Kiacca B
(CanlTluH 2.1.3684-21) CaHHMTapHO-3NHIASMHMONOTHICCKHE TpeGoBaHHA k ofpamenmio ¢
MEQUIMHCKHMH 0TX0ZaMH).
Hcnoms30BaHHOE W3fSNIHE MOXET NPEACTaBIATh c000if OGHONOrHYeCKHM 3apakEHHOE H3/CNHE H
JIOIDKHO YTHIN3HPOBATHECA B COOTBETCTBHH C ACHCTBYIOIMM MECTHBIM 33KOHOAATENLCTBOM.
VnaxoBka yrHIH3NpYeTCA Kak GRITOBRIE OTXO/BL
Hencnons3oBaHHOE M3AENBE M YIAKOBKA HE HAHOCAT BpE/l OKpYyXKalomeh cpesie ¥ yTUIM3UPYIOTCS B
COOTBETCTBHH C MECTHHIM 3aKOHOAATENECTBOM KAK TBEPAbIC GHITOBEIC OTXOMBL.

6. Iloxa3zanyus Kk NPHMEHEHHIO H IPOTHBRONOKAIAHHA

MeannHHCKHAE TOKA3ANNS

- OcTpoe noBpexAeHHe NoYeK, TpeSytolee NPOBEACHNA HENPEPEIBHOMN 3aMECTUTENLHOR
noveyHoHi Tepanuu

- ObbeMHan neperpyska, Tpedyionas nposeieHHA HeNPEPHBHOHA 3aMECTHTEARHOA NOYMETHON
TepanHx

- UnTokcukanmsa, Tpefyromnias NpoBeRcHAS HENPEPHBHON 3aMECTHTENBHON NOYEIHOH TEPauHM
- Cocrosmms, Tpebyomme npoeeeHna rasMooOMena TOCPEACTBOM NPOLEAYPEI NeuebHoro
nnasmadepesa

- Cocrosnns, TpeGyonye IpoBeCHUN HENMPEPHBHOH 3aMECTHTENBHOH MOYEYHON TepanHy
(H3IIT) B coucTanun ¢ reMonepdy3ueit Ang OUHIMEHUA KPOBH OT APYTHX NMAaTOreROB

- Cocrosaua, Tpebylompe npopeacHia H3[TT B coueTaHny ¢ SKCTPAKOPNIOPATHHEIM YATCHHEM
yrnexucnoro raza (ECCO2R) ana ecnomorarensnoro suseacana CO2 u3 opranusma.
TIpOTHBONOKAZANNSA K HCTIO/AL30BANKIO H3/leIHA

Peakmia THNCPIYBCTBHTENLHOCTH K JIOOBIM MATEpHAIAM, NPUBEICHHEIM B NEPEYHE COCTaBa
TpYOOK, HIH K OCTATOYHOMY 3THICHOKCHAY.

B THXeNBIX CIYy9asXx THNEPYYBCTBHTEILHOCTH CNEAYET NPEKPATHTh MPOUEAYPY, HC BO3BpPamaTh
KpPOBb NAIMEHTY H HaYaTh 0Ka3aHHE COOTBETCTBYIONMICH HEOTNOKHON MEXUUMHCKOA ITOMOILM.

JIpornBonokasanus K TCPANHA

HeBO3MOXHOCTE AOCTYNA K BEHO3HOH CHCTEME ¢ NMOMOMIBIO ABYXMPOCBECTHOIO LCHTPANLHOTO
BCHO3ZHOTO KaTeTepa, KOTOpHI No3BoNseT obecneduTs NOTOK KpOBW, HEOOXOAWMEIH Ans

TpOLERYPH.

CucreMHas aHTHKOATYNALMA YacTO MPOTHBONIOKA3aHA HALHCHTAM C yXeé HMEIOIMMMCA
KPOBOTEUECHHEM HIIM BRICOKHM PHCKOM €ro pa3suThs. B 3ToM cnyuae HeoGXoanMO IPHHATE MEPLI
NS H3MEHEHNS TeX IIapaMeTpoB MpONEAYPH, KOTOphieé TO3BOMMIH 6  NPOBOAWTS
3aMECTHTENBHYIO TIOYEUHYIO TEPaNHIO ¢ MaloH 1030 aHTHKOAarynanTos wiu 6es aux. Ilpn
HEOOXOMHMOCTH MOKHO HMCIOAB30BATH MECTHYIO WHTPATHYIO aHTHKOArYIALIHIO,

AGCOMOTHEIM  NPOTHBOMOKAZAHHEM JUIA  PETHOHADHOHR  AHTMKOATYNALMH  ABJACTCHA
YCTaHOBICHHOE HapYIWIECHHE LMTPATHOTO MeTabonusmMa,
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7. Llesiesas rpynna nalfHeHToB

B cooTBeTCTBUY C YKA3aHMAMH ITPOH3BOSHTENA AAHHOE H3ACIUC MPEAHAIHAYEHO U
NPOBEACHHA NPOLEAYP NauueHTaM moboro Bo3pacta Becom 40 xr 1 Gonee. [Tpy HenoNL30BaHAH
H3AeMuA HeOOXOAHMO YIRTHBATS €TI0 TCXHHIECKHE XaPAKTEPHCTHKH H XapaKTEPUCTHKA
HCIIONL3YEMBIX OTHOPA30BLIX KOMIIOHEHTOB (RanpHMeEp, CKOPOCTh TIORAYH H 00beM
HAMONHECHUE).

8. IlpeanonaraeMag rpynna norpe6areiicii H MECTO IKCILTYaTALMN
OnHOPa30BEIe U3JE/MHA MOTYT HCIIONE30BATHCA TONEKO CIIECLMAIMCTAMH (BpayH, MCARLIMHCKHE
CECTpLY NHIL0, NONYUHBINIEE CPEAHES HIH BHICIISE MEAHIIHHCKOE 0OpasoBaHHE IO
CNELHATEHOCTH, ZHECTE3HONIOTHA-PEAHHMATOIOTAA, TPAHC(Y3HONOrH), NPOMEIUHMH
COOTBETCTBYIOMEE O0YUCHHE ¥ 061aNAIONMMH COOTBETCTBYIOIMMH 3HAHHAMH H ONHTOM
HAVICKamCH SKCTIUIyaTalay ¥ OOpalcHHS ¢ AAHHEIMH H3ACTHAMY, H MIPEAHAIHATCHN 1IN
yKa3aHHOH B JaHHLIX HHCTPYKIHAX IPYINIHI NALHCHTOB,

Hcnons30BaTh H3AEAHE CACAYET B NOAXOAAINMX 1A TIPOBEHCHNA AHATH3A MOMEIICHHAX
npohecCHOHANBPHLIX MECAHIIMHCKHX YIpeXICHHIA.

Tpu HCoNB30BaHUA cleayeT cobnioaaTs HopMaTHBHEE TpeGoBaHUA 1 TpeSoBaHHA MECTHOTO
3aKOHONATENLCTRA.

9, Onucanue 6a30B0T0 JOTKA 1M 061eryennsa HCNONAbL30BAHUA

BazoBsiii 10TOK 14 O0JIErYCHAS HCTIONb30BAHMA NMO3BOJMET pasMecTHTh CHCTEMY MarucTpanei
KPOROMPOBOAAIMX JUIS 3KCTpAKOpIOpaibHO# Aerokcukaumu Kposu multiFiliratePRO Ha
annapare MaKCHMaILHO YAOGHEIM M OHICTpHIM crmocobom. Ha foTke 3aKpenneHH Bce 4acTH
CHCTEMBI MarHCTpasnieH.
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®oTo: 6230BHIT TOTOK A4 00JNErIeRMA HCNONBL30BAHNA

doTo: npuMep pasmelieHus 6a3soBoro N0oTka WA 00ACTUCHAA ACTIONB30BAHHA Ha ANnapaTe Ans
NpoBeAEHAA SKCTpakopnopanbHoi aeTokcrkanyun multiFiltratePRO
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XapaKTepucTMKM 6a30BOro N0TKa A/11 06/1eryeHms NCnosb30BaHus

Pasmepsbl
WwnpnHa 495 mm = 5%
BobicoTa 480 mm £ 5%
Macca 120r £5%

FO.OnuncaHne KOHHEKTOpa ANA peupKynaumn

MpeaBapuTeNbHO  yNakOBaHHbI  KOHHEKTOP ANA  pPeuupkynsyuu,  UCnonb3lyetca  Ans
peunpKynaLumM Ha cTagum NPUroToBAEHUS MOC/e 3anoNHEeHUA ANA MNOAKNIOYEHUA apTepuanbHOn U
BEHO3HOW MarucTpanu, BXOAAWMX B cocTaB CuUCTeMbl MarumcrTpaneii KpoBOMPOBOAALWMX ANA
3KCTpakopnopanbHOl geToKcukaumu kposu multiFiltratePRO.

Cxema: KOHHeEKTOp ANS peuupKynaumm

®0T0 : KOHHEKTOp AN peunpKynaymm

XapakTepucTUKN KOHHEKTOpA 4151 PELLMPKYNALUN

Pasmepbl

JnvHa ¢ Koinaykom 43,5 MM£5%
[OnunHa 6e3 Konnayka 42 Mmm=5%
BHYTpeHHUI gnameTp 4,3 mmMx5%
BHewHnn gnameTp 6,8 MM£5%
Ycunue oTKPbITUA 3arnyLKn He 6onee 5 H
LLlar pe3bbbl, Mm 2,1 Mm £5%
Macca 1,23r+5%
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11.PaGoune xapakTepHCTHKH

PaGoune xapakTepHUCTHKH NpHBEACHH COIacHO HMH$popMaimu, npueeaeHHOM B HHcTpykuun mo
IKCIUTyaTanMy Anmapara A4 NPOBEACHNS IKCTpakopnopansHoii Aeroxcukaunn multiFiltratePRO ¢
opusagnexHocTamu, PY Ne ®C3 2010/08757 or 11.01.2023 r.

TMJ (H3IIT) Jnana3on noxazanui: ot -300 no +500 MM pr. CT.
Hmxuwmit nopor cpabarviBanna TpeBoru: -60 Mmm pr. cr.
Bepxauii nopor cpalarsBarms cHrEanks3awyn: +520 MM pr. CT.
Tourocts: 20 MM pT. CT.
NHauKaIiMg TONBKO Ha 3KpaHe MpOLCAYPsH / XapaKT. M3MCEH.
JAaBICHHA
TMJ oroGpaxaercs ¥ pacCUMTHIBAETCA No caeyiomeit dpopmyne:
TMH = ((Pven + PpreF) / 2) — P + CMemenne
TMJ = TpancMemOpanHoe JaBlICHHE
Pven = BeHO3HOE JaBNCHHAE
PpeeF = JlaBnenne nepen punstpoM
Pru = Jlanenne dnastpara
Casur = 20 MM pT. cT. (KOPPEKTHPOBKA NEpENafoB
THAPOCTATHYECKOTO JABNCHHA)

TM] (TII®) Aunanason noxasanmii: ot -60 10 +270 MM prT. CT.
Oxaa apapriiAO# CHrHATH3AIMH AABNICHUA
Hixnmit npesen aBapuiinolt cnrnanmmsapm: ~60 MM pr. cT.
Bepxnnuii npeaen apapuitHoi curHamsamm: ot +50 MM pr. CT. A0
MaKCHMAILHOIO BEPXHETO NpeAcia aBapnifHoNi CHrHaNH3alHH
MaxcuMansHBH BepXHuli Ipesien aBapHHON CHIHAM3anHH
MoxeT 6uiTE onpezenen B HacTpoiixax nosmsoparess Mexay +50
# +100 MM pr. cT.

TounocTs: 20 MM PT. CT.

TMJ orobpaxaercs H pacCIMTHIBAETCA 1O cleAyromeH

dopmyne:

TMA = ((Pven + PpeeF) / 2) — Prit + Cvemenne

TMJI = TpancmeMOpanHoe AaBNCHUE

Pven = Benosnoe aannenue

PpeF = JlaBnensue nepea puibTpoM

Pria = JlaBnenue puasTpara
Casur = 20 MM pT. CT. (KOPPEKTHPOBKA IEpenanos
THAPOCTATHYECKOTO NABJICHHA)

Hacoc xpoBR INoanpyXuHCHHKIE POJIHKH, NOJHOCTLIO OKKITIO3HBHEIE, C
OrpaHH9eHHEM JABJICHEA 0 2 Gap ANa CTAHAAPTHOMH
MAarucTpanmm ¢ cerMeHToM Racoca 6,4 x 1,8 (npn
KCMONL30BAHMH PEKOMEHAOBAHHBIX CHCTEM TPYDOK).

A Tpeaynpexnesne

PHCK IS NANWEATA B Pe3yILTATE HEAOCTATOUHOHN
HETOKCHKANNA

EclH faBieHN e B aprepHanbHO MarnCTpanu Nepesi HacocoM
KPOBM JOCTHIaeT KPHTHYECKNE OTPHIATEIbHBIC 3HAUCHHA,
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3T0 MOXKeT YMEHBIINTh NIOTOK KPOBH H 3PHEKTHBHOCTE
NpoLCAYPHL.

» IlpeanpHMHTE COOTBETCTRYIOMME MIArd, 10051 H36exaTh
KpaifHe OTPHIATC/IBHOTO NABICHHA.

CxopocTb noaaun:

H3IIT: 10-500 mu/mMun

H3IIT ¢ uyurpaTHO# anTHKOarynanuei: 10-200 ma/Mun
TII®: 10-300 mn/Mus

Paspemenue: 10 Mn/MuH

TourocTs pacxo/ia BHIIE

Jluana3on paBnenus > -300 MM pr. cT. < 10 %
CranaapTHBI} ILTaHr cerMeHTOB Hacoca 6,4 x 1,8 MM
ToO4HOCTS CHCTEMB NOJIAYH NOTOKa KpoBH: 10 % npu
Ha0moxeHHH B TeEeHHE BCEr0 BPEMCHH NPOUCAYPH,
ACHCTBHTENbHA AJIA THIHYHAIX CHTYyalHii.

AsapuilHas TPEBOra OCTAHOBKH HACOCa KPOBH:

B kauecTBe 3alHTHOM CHCTEMBI OT MOTEPH KPOBH H3-34
CBEPTHBAHMA HCMOMB3YETCA MOHMTOPHHT OCTAHOBKH paboTh
HAcOCa 110 BPEMEHH.

3amepxka BpeMEHH Nepell NOXaYCii CHrHana TPEBOTH NPH
OCTAHOBKE HACOCA KPOBH:

1 MunyTa (BO BpeMs mpoueaypH)

3 MUBEYTH (BO BpeMA NOJCOCAMHEHHA B OTCOSAUHEHHS
NALHEHTa)

TloBTOpP CHrHANA TPEBOTH NPH HPOROCMIKAIONICHCA OCTaHOBKE
HAc0Cca KPOBH: Kaxapie 60 c.

HAaTaux yposns 3anonnenns Ilpouenypa:
KanauuMTHBHOE H3MEpEHNHE
Touka nepexniodeBns 13 mMm, +4 MM OT BEPXHErO Kpas
Onrraecknii nerexrop IMpouexaypa: HHpaKpacHas TPAHCMHCCHA

Pa3znuuus:

- Kposs ne pacnoszHana (pacteop NaCl nnm Bo3nyx 8
CHCTEME MarncTpanei)
- KpoBs pacnosHaka (KpoBs B CHCTEME MarucTpaieit)

JerexTop BO3AYNIHBIX

Ny3bIPpbKOB ITponexypa:
H3mepenne ynbTPasBYKOM Ha MaruCTpany
Pacnosnapanue:

- Ily3bipekn BO3AYXa
— Kposanas nena (cMech KPOBH € BO3ZYXOM)

— Mukpony3sphska

ApapuiiRbiit CHTHANBI, KaCAIOWIHECS BO3AYXA:
- Kposanas nena

- Mukponyssipskn
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CenapuHOBbI Hacoc

3BYKOBOI CUTHan
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MoTok KpoBu < 100 MN/MUH:
Bo3aywHble Ny3bipbKn: 06beM >D20 MKN

- TMoTok KpoBMO> 100 MA/MUH:
10 ny3bIpbKOB BO34YyXa C 06beMOM KaXKA0ro nysblpbka <
50 MKn nnn 1nysbipek BO3gyxa ¢ 06beMOM KaXK4oro
nys3blpbkKall>M50 MKN nnnM KpoBaHaa neHa

YKa3aHHble JaHHble OTHOCATCA K HebaronpuaTHOMY
cnydyaro npu noToke Kposu oT Ofo 500 ma/MuH npu
MCNOMb30BAHUWN CUCTEMbI MarucTpanei, 4oNyLweHHON ans
paboTbl C Npubopom.

[MonHaa 4yyBCTBUTENLHOCTbL MPU MaKc, MOTOKE KPOBU,
HauynHaa c Beca nauneHTa = 45 Kr.

[ns coxpaHeHMsa TOro XXe YPOBHSA YyBCTBUTE/NIbHOCTH B
camoM HebnaronpuaTHOM cnydae (NajgeHue YpPOBHS B
yNnoBuUTENE Ny3blPbKOB) MpY Masom Bece nauueHTa Bblbepute
MaKC, CKOPOCTb Hacoca KpOBM COrNlacHO crnefytoLyei
Tabnuue.

O6uiee npegenbHoe sHavyeHune: 0,03 (Mn/MuUH)

Bec nayneHta Makc. JTumunTnpoBaHme
KO/MYecTBO MaKc, NoToKa
BO34yxa npu  Kposu (yern.
MUHUMaNbHOW BMIaXH.)

rpaHuue
noBpexaeHuns
40 Kr 1,2 Mmn/MuH 458 mn/mMuH
oT 45 Kr > 1,35 > 500 Mn/MUH
MA/MWH

Tun Hacoca: WNpULEeBoin Hacoc
CkopocTtb nogayu: 0,5-25 mn/y
PaspeweHune: 0,1 Ma/MuH
TouHOCTb: £5 % Ana ckopocTu nofaymn 1-25 mn/u um
BPEMEHU U3MEepPeHnd 2 yaca npu NpoTuBogaBneHnmn go 1,2
6ap. Mpu nogaye c pacxofom < 1,0 MN1/4 OTK/IOHEHME
MOXXeT BbIATU 3a Npefenbl YKasaHHOW TOYHOCTY B £5 %.
bontocHoe BBedeHue: 0,1-5 mn ¢ nowaroBbim
yBenmyeHmem Ha 0,1 mn (MakcumanbHbIli 06bEM
nogaBaeMoro 60/t0ca ycTaHoB/IeH Ha 5 M. 3TOT napameTp
MO>ET YyCTaHaB/INBATLCA HA MEHbLLEe 3HaYeHNe C IKpaHa
MapameTpbl CUCTEMDI).
CkopocTb 60ont0cHOro BeegeHus: 30 MA/MUH

[vana3oH LWyMOBOro ypoBHSA 3BYKOBOI0 CUrHana TPeBoru:
OwnanasoH rpomkocTun: 50-80 ab =5 ab

3aBojcKan HacTpoliika: > 65 ab

CurHan TpeBorun ¢ BbICOKUM npuoputetom: 60-80 gb = 5

ob
CwurHan TpeBoru co cpegHum npuoputetom: 60-80 gb £ 5

ab



Cuerunk kanenb Ci-Ca  Iuanason usMepennii: 0—5 xanenas/c (BHE 3aBHCAMOCTH OT

umTpara u Ca)
IIpuHIMN HIMEPECHUA: OMTHIECCKU

Jing npaBHALHOTO PACcTIO3HABAHMA KaNeib YPOBESHb
KUAKOCTH JIOJDKEH JIEXATh B JAAa30HE HAHCCCHHOR

MApKHPOBKH WIN HUKE,

Hacoc narpara Tan Hacoca: poAKOBLIi Hacoc
TousocTs noxauu: 10 %
Cxopocts nogayu: 10-600 M/a B 3aBHCHMOCTH OT
COOTHOMICHHSA IMTPAT / KPOBb.,

YcranapaMBaeMas JO3APOBKA.

KoH1LeHTpalua QHTpaTa Ha JUTP NOAABACMO# KPOBH: 26
MMOIB/I

maramu no 0,1 mmoms/n

CrannpaprHoe 3Hauerue: 4,0 MMons/n

Hacoc Ca Trn Hacoca: pONMKOBBIA HACOC
Tounocts nogaun: £10 %, npu noxaye co CKOPOCTHIO <6
MII/9 OTKAIOHEHHE MOXKeT cocTaBuATh £20 %
CkopocTs noaaun: euiki; 1-100 mur/4 B 3a8BHCHMOCTH OT
COOTHOIICHAA Ka/bithit / punsTpar.

‘YceranasimpaeMas JO3HPOBKA.

KoHuecHTpamms uaTpara Ha auTp ¢uneTpara: 0-3 MMons/n
maramu no 0,1 Mmone/n

3navenne no ymomanmo: 1,7 mmons/n

Koraa scransercsa/yaansercsa cermenT Hacoca Ci-Ca n
sanoaumoTtcs marucrpans Ci-Ca, nacocu Ci-Ca paGoTator
Ha Gonee BRICOKHX ckopocTax (400 mu/q).

Jarunx yporus 3anonnenns aan Ci-Ca

@OYHKUHA: PACNIO3HABAHHE WIH Pa3NIuCHHE 3aNI0THEHHOMH
wm  nycrolt xanemsHok kameprl Ci-Ca (He3aBHCHMO
A4 LIUTPATa B Kanbipa), [IpHAIRMI H3MEpEHNS:
ONTHICCKHA

JIna aBTOMATHUECKOrO PACHO3HABAHNA 3aNONTHEHHOT0
COCTOSHHS YPOBCHb AMAKOCTH AODKEH NCXKaTh B
BHana30He HAHECEHHOH MapXHPOBKH HJIA BHIIIE

JerexTop kacceTnl Pazmuuenue kaccer ¢ cHcTeMoit Ci-Ca # 6e3 nee ¢ noMomeio

LBETOYYBCTBHTENBHNX AATYHKOB H BETHOM MapKHPOBKH, HaHECeHHON! Ha KacceTy.

Kaccera 6e3 Ci-Ca: cHRAs MapKHpOBKa Ci-Ca xaccera: xenTas MapKHPOBKA

12. Bpems paforn: Mmarscrpann
MarucTpamm #eoGx0HMO 3aMEHHTE He MO3AHES YeM depes 72 gaca wiu 1250 nuTpos (xak
YKa3aHO Ha STHKETKAaX A3e/MH H B HHCTPYKLIHH N0 NPHMEHEHHIO).
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13. CKOpPOCTb NPOXOXAEHNA XNAKOCTEN
CKOpOCTb NOTOKA 3aBUCUT OT MeToAa Npoueaypbl.

Ckopoctb  CKOpoOCTb MOTOKa 3aBUCUT OT MeToAa
noToka npouesypbl.

MoTOK KpoBU

MoTok cybcTnTyata

MoTok gnanusarta

MoToK umnTparta

MoToOK renapuHa

MoTOK Kanbuma

CkopocTb ynbipapunbtpaynm (Y ®-ckopocTb)

MoToK unbTparta
Y ®-CKOPOCTb HETTO

14. O6bem 3anosIHeEHUS

0/10-500 mn/mnH = 10%
0/10-80 mn/muH
0/10-80 ma/muH
0/10-600 mn/y

0,5-25 mn/u

0/1-100 mn/u

0/10-180 mn/muH
0/10-180 mn/muH
0/10-990 mn/u

multiFiltratePRO multiFiltratePRO multiFiltratePRO multiFiltratePRO

Ci-CaHD Ci-Ca HDF HDF TPE
Obbem 116 £5% 116 5% 116 +5% 117 £5%
3anosiHeHuns
(maructpanu B
cbope)
15. CpoK rogHocTu
Cpok rogHocTv npofykra cocTaBnseT 3 roga.
16. MNpefenbHOe 3HaYEHNe faBneHns
AwvnanasoH
ApTepuanbHoe faBfieHne (Ha BXoge) -300 300 mMm pT. CT.
ApTepunanbHoe faBfieHne (Ha BbIXoae) - 50" 750 MM pT. CT.
BeHO3HOe gaBneHue - 100 500 MM pT. cT.
17, TexHMnYeckne xapakTepUCTUKHM
MpefensHoe
3HayeHue pacxoja 500 mn/muH
KpPOBMK
CoefnHeHUs co Ycunune paspylieHuns coeguHeHunsa He meHee 100 H
BCMOMOTraTenbHbIMK  DNEMEHTbI A1 COeANHEHMNSA CO BCMOMOraTe/lbHbIMW YCTPOMNCTBaMM
yCTpoiicTBAMMU OKaH4MBatTCA Pe3b60BbIM COEHEHNEM C BHYTPEHHUM KOHYCOM 6%
CoefjiHEeHVE C VHBEKLMOHHbBIN MOPT LO/MKEH COXPaHATb FEPMeTUYHOCTb Moc/e
MWHBbEKLNOHHBIM LeCTUKPATHOrO NPOKanblBaHUS UTrN0N BHYTPeHHUM gnametpom 0,8 MM
y3n10Mm (Ne21)
CoefunHeHue ¢
YyCTPONCTBOM CoefMHeHNe marucTpanu ¢ yCTpoincTBOM COCYAMUCTOr0 AOCTYMa fO/MKHO
COCYAUCTOr0 o6ecrneynBaTbCa COMPAXKEHNEM TUNA «J1yep-10K» KOHYCHOCTbIO 6 %.

AgocTyna
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18, Macco-rafapuThbie XapaKTepHCTHKH

Macco-raGapuTHRIC XapaKTEPUCTHKH He TpeOYIoTcA MOTPEOHTEMO 1A IKCIUIYATAIMH, NOITOMY
HX ykazauue B MHCTpyKuHH 10 MpHMEHEeHnIo Takoke He Tpedyerca. Jlanuaa undopmaima MoxeT
OnITH MpeAOCTaBIEHA NOTPEOHTENIO MO 3aMPOCY.

19. CxeMb! HIPRCOSARACHRS

Cxempl (DHCYHKH), MNOACHAIOLIHE TOACOSAMHCHHE MarucTpane#fi K amnapaty s
BO3MOXHOCTH 6€30NacHOr0 UX IIPHMEHEHNS H YMEHBIICHAA PHCKOB NOTpeOHTENIA 0OTOOpaken:! B
VIHCTPYKIIHM N[O JKCIIyaTaMn K «Anmapary ;s OpPOBEACHHR IKCTPaKOpIIopansHoil
aAcroxcuxkanuu multiFiltratePRO ¢ npunagnexuoctamu» (PY Ne ©C3 2010/08757 or 11.01.2023
r.) m. 4 «Oxcruryatauwi» 1 1. 7 «PyHKIHORANBHOE ONTHCAHHE», W He Tpebyiorca B HucTpykumH
no npAMeHeHHI0 Ha CucTeMy MarucTpanell KpOBONPOBOAAIWIMX A IKCTPAKOPNOpaibHOH
Acroxcukaumn kpobH multiFiltratePRO.

20. CoBMECTRMOCTS MATHCTPAJIEH C APYrHMH HCHOIL3YeMbIMN YeTpolicrRaMn

MarucTpans COBMECTHMEI CO CIEAYIOIMMH UCTIONB3yEMBbIMH YCTPOHCTBAMY:

1 Annapart Aya npoBeAeHUA SKCTpaKopiopanbHoit nerokcukauuu multiFiltratePRO ¢
npuHagnexkHocTAMH PY Ne ®C3 2010/08757 or 11.01.2023 .
2 Tazoo6mennnii Mogyns multiFiltrate ECCO2R (npoxoanT npoleAypy perucTpanuH B paMmkax
perucTpanH HOBO#H Bepcun MporpaMMHOro obecnedenns Annapara Al DPOBEACHHA
IKCTpaKkoprnopanbHo# aeroxkcukamyn multiFiltratePRO).
3 Memox ana c6opa punsTpaTa - multiEffluent Bag 10 L (npoxoauT npoueaypy perucTpaiyn);
4 Tnamu3arop (remodwnstp) Ultraflux (Yastpadmioke) PY Ne ®C3 2010/07931
5 Pacrsop ana remodunsTpauun Mynstillak, 2 Mmone/n Kanus, PY Ne JIII-000706 or 28.09.2011
6 Pacteop 1A remopunsTpauyru MynstiJlak, 4 Mmomw/n Kamus, PY Ne JITI-000706 ot 28.09.2011
7 PactBop i remopunsTpamun MynstBuk, 2 Mmons/n Kanus, PY Ne JIT1-000706 or 28.09.2011
8 Pacreop ana remodumsTpamyn MynstHbrK, 4 MMons/n Kanus, PY Ne JITI-000706 or 28.09.2011
9 Ouannsupyongit pactsop Multiplus K+2 mmoV/L, 5000 mL, PY Ne $C3 2012/12411 or
25.07.2012
10 Muanusupylowmnii pacTeop (AHANM3AT) U1 FeMOAHATH3A ¢ HTPATHO-KANbIHEBOH
autHroarynanuei (PY Ne ®C3 2011/09209 ot 25.02.2011 r.):
- Ci-Ca auamusar K 2, 5000 mn. — Ci-Ca Dialisate K2 5000 m! - inanu3upyronpsit pactsop
(nmaynv3aT) 4719 FEMOANANIN3A C UHTPATHO-KANLLHEBOH aHTHIOATYISUNCH, COACPKAHNE KaNmHA 2
MMOJIB/ NI
- Ci-Ca auanusat K 4, 5000 mn, — Ci-Ca Dialisate K4 5000 m! - [Jsannsnpyiomuii pacTeop
(ananu3at) ANA FEMORNANA3A C MHTPATHO-KANLIMEBOH aHTHTOAryIAIHeH, cofepXaHKe Kanus 4
MMOIL/N
11 uanusatop (Femodunstp) Ultraflux (Yasrpadunoxc). Bapuanuts ncnonuenus (PY Ne @C3
2010/07931 ot 22.09.2010 r.):
-AV400 S
-AV 600 S
-AV 1000 S
- AVPAED
- EMiC2
12 Tnasmodunetput plasmaFlux P1 dry, plasmaFlux P2 dry (PY Ne P3H 2015/2389 ot 03.12.2020)
13 IsyxnpocBeTHR kaTeTep proVencare B HaGopax (PY Ne P3H 2017/6656 or 29.12.2017 r.):
- JIsyxnpoceernsiit kaTeTep B RaGope (AOCTYNHBIE pasMepsl, auaMerp, F/ anuna, mm: 6,5/75;
6,5/100; 6,5/125; 8/100; 8/120; 8/150; 11/150; 11/200; 11/250; 12/150; 12/200)
- BHICOKONOTOUHEIE ABYXTIPOCBETHELIE KATETEP B HaGope (0CTyNHbIE pasMepsl, Anamerp, F/ anuna,
muM: 11,5/150; 11,5/200; 11,5/250; 13/150; 13/175; 13/200; 13/250).
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14 JI1o60# TpexKOMIIOHEHTHHH WITPHLL I HACOCA MITH HHAXEKTOMATA, 3aPErHCTPHPOBAHHEN R
Tepputroprn PQO. Haubonee uacto HaMH HCNOMB3YeTCA CNEAYIOMEE MCAULHHCKOE H3ACTHE:
Impuitkl OAHOKPATHOTO NMPHMEHEHHA ¢ HIIaMH H 6e3 nrin: 1 M1, 2 v, 2,5 st 3 Mot, S Ma, 10 ma,
20 mn, 30 ma, 50 M, 60 M, 100 M, 150 Ma., PY Ne ®C3 2010/08748 or 31.12.2010 .

21. HugopMmanus o AaTe CTEPHANIANNE HA ITHKETKE.
JlaTa cTepuIn3anuK MEAWLIMECKHX H3AENHNNH HCUHCAAeTC Hexoaa u3 GopmaTa YY Y Y.MM nyTtem
npubasnenns cpoka 30 xaleHAapHEIX AHEH K AaTe IPOH3BOACTRA MEAHUHMHCKHX H3nennil. TaknM
of6pa3oM, BRMOMHAIOTCA TpeGOBaHMA K YNAKOBKE, MAPKHPOBKE M IKCIIYaTallMOHHOMH
aoxymentaipy . 6.1.1 FTOCT ISO 8638-2012 «KoMniexT XpoBONPOBOAAIMX MarucTpanei Ans
TeMOMMANM3ATOPOB, TeMOPHILTPOB M TIeMOKOHLICHTPATOpOB. TeXHHYECKHe TpeOoBaHMA M
METOIB UCTIHITAHHHY» OTHOCHTENBHO AATH CTEPHAH3ALMAY,
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/Tlepesod ¢ anznuticxo20 RA3LIKA KA PyccKkuid A3oIK/

3aBepennas xonnus

Horapaye
XaprmyT lgaiigep
Caaxr-Bengenn

HacrosmmM yocTOBepAIo, YT0 HIKEYNOMIRYTHH
MOKYMEHT SBAACTCA BepHOH xonueit Komnn AokyMenTa,
NpeACTaRIeHRON MHE CCTOANS.

Cankr-Benaens, 22 masa 2023 .
/Ilodnucano/
Tgaitpep
TlocynapcTBeHHEIH HOTapHyC
Horapuyc Xaprmyt Ipatidep

Toneitep mrrpacce 3 A, D-66606, Canxr-Benaens
Ten.; 0049 6851 / 97808-0, Daxc: 0049 6851 / 97808-29
mail@notar-pfeifer.de - www.notar-pfeifer.de
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{Jlorori/  FRESENIUS
MEDICAL CARE

Jononaenue K

HRCTPYKIHEA N0 NPHMEHEHHI0

CHcTeMBbl MATHCTPAJICH KPOBOTPOBOANINAX
AAf JKCTPAKOPNOPAALHOH NETOKCHKAIHA
xposn multiFiltratePRO

(u10mn 2022 1)

Hara Brinycka:

Maii 2023 .

JlonoJinenne K AACTPYKANA N0 NPHMEHEHHID

A

CHCcTeMBl MarucTpaneii KpOBONIPOBOAAIHX Y1 IKCTPAKOPIOPAIBHOK
AeTOKCHKaluu xpobH multiFiltratePRO
{uioneb 2022 1)

(Oarnvie donoanenus ommocamen k CT u evinucxe us CTH Ne 2.

-

arnbie OOKYMERM

Canxr-Benaens, 22 man 2023 .

menbibi morbko o Poccuii

i Deoe,

/Mleuars Opesennyc Meankan Kea AT &Ko.KTl'aA,
Ans3e-Kpénep-Llp 1,61352, Ban-Xom6ypr, Fepmanna/

/Todnucano/

Modnucano/

B Ka9€eCTBe NpefCTaBUTeNA JOKTOp Mapuha
Benke-Tlpaiigep (Marina Wenke-Pfeifer)
Crapuuit pykOBOIHTENb OTACNA HOPMATHBHO-

NpPAaBOBOIQ PErYIHPOBaHKA B o6panicHNa
MenruMHCKHX u3nennit

Dpesennyc Memukan Kea AT &Ko.KI'aA
Ons3e-Kpénep-1liTp. 1, 61352, Baa-XomOypr,
Tepmanns)

B KauecTBe IpeACTaBuTeNA AoKTOop KpHcTHaH
Berit (Christian Betz)

CrnemmamicT oraena HOPMATHBHO-ITPABOBOTO
peryaupoBaHHA ¥ oOpamenns MemmiMHCKHX
H3eNui

Opesennyc Menukan Kea AI'&Ko.KTI'aA
Snp3e-Kpénep-11Itp. 1, 61352, Ban-XomO6ypr,
Tepmanns)




Mepesop dgrtfi*eo TekcTa BbINOAHEH NepeBoAUYNKOM KoTnsipoBbiM AHTOHOM Viropesuyem,

Poooniaren derepayA
Ngoogo Mooea

Moo A e Th oM B0 A TH TRETEEO IR

ﬂ' Kopcuk Bnagnmnp KoOHCTaHTMHOBUY, HOTapuyc ropoga MocCKBbl, CBUAE T ENbLCTBYIO NOANNHHOCTb
nognucu nepesoguynka, Kornaposa AHTOHa Miropesunya.

Mognuce caenaHa BMOeEM MPUCYTCTBUN.

TnyHOCTb NOAMMCABLIEro JOKYMEHT YyCTaHoB/eHa.

3aperncrTpupoBaHo BpeecTpe: N° 77/2138-H/77-2023-

YnnayeHo 3a COBeplleHMe HOT apuanbHoro geicTeua: 400py6. 00 ko N

B. K. Kopcuk

Bcero npowHypoBaHO
W CKpPEenJieHo neyaTblo

HoTapwnyc
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