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Date: November 2. 2021

To whom it may concern;

DECLARATION

We, Nipro Corporation, hereby declare that the attached document is a true and
original of Blood tubing set’'s IFU for Russia registration.

Sincerely yours,

f-

YOSHIKI Nagasawa,

General Manager,

Medical Regulatory Affairs Department,

Quality Assurance & Regulatory Compliance Headquarters
NIPRO CORPORATION
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I. flteiect name, information about manufacturer:
LLIoo™ tobing set fot"modialysis (hereinafter - blood lines, kit, lines).

0%, variants of the product:

1) Blood tubing set for hemodialysis A146R-V715R (REF: A146R-V715R-GT) including:
-Arterial blood line A146R with connected plastic “spike” needle with cap;

-Venous blood line V715R with connected recirculation connector;

- Drain bag.

2) Blood tubing set for hemodialysis A165R-V733R (REF; A165R-V733R-GT) including:
- Arterial blood line A165R with connected plastic “spike” needle with cap;

- Venous blood line V733R with connected drain bag;

- Recirculation connector.

3) Blood tubing set for hemodialysis A196R-V764R (REF: A196R-V764R-GT) including:
- Arterial blood line A196R with two connected plastic “spike” needles with caps;
- Venous blood line V764R with connected drain bag;
- Luer lock protection cap;
9 - Recirculation connector.

4) Blood tubing set for hemodialysis A197R-V765R (REF: A197R-V765R-GT) including:
- Arterial blood line A197R with two connected plastic “spike” needles with caps;

- Venous blood line V765R with connected drain bag;

- Line for substitution solution with connected recirculation connector;

- Luer lock protection cap;

- Recirculation connector.

5) Blood tubing set for hemodialysis A329R-V827R (REF: A329R-V827R-GT) including:
- Arterial blood line A329R with connected plastic “spike” needle with cap;

- Venous blood line V827R with connected recirculation connector;

- Drain bag.

6) Blood tubing set for hemodialysis A316R-V814R (REF: A316R-V814R-GT) including:
- Arterial blood line A316R with connected plastic “spike” needle with cap;

- Venous blood line V814R with connected drain bag;

- Recirculation connector.

7) Blood tubing set for hemodialysis A317R-V815R (REF: A317R-V815R-GT) including:
- Arterial blood line A317R with connected plastic “spike” needle with cap;

- Venous blood line V815R with connected recirculation connector;

- Infusion line with connected recirculation coimector and plastic “spike” needle with cap,
- Drain bag.

8) Blood tubing set for hemodialysis A363R-V849R (REF: A363R-V849R-GT) including:
- Arterial blood line A363R with connected recirculation connector;

- Venous blood line V849R with two connected extension lines;

- Plastic “spike” needle with cap;

- Luer lock protection cap.

9) Blood tubing set for hemodialysis A364R-V850R (REF: A364R-V850R-GT) including:
- Arterial blood line A364R;

- Venous blood line V850R with connected extension ling;

- Line for substitution solution with connected recirculation connector;

- Recirculation connector.
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tubing set.fe*emodialysis A365R-V851R (REF: A365R-V851R-GT) including:
'-~htedal blood line A565R with connected recirculation connector;
blood line V851R with two connected extension lines;
-fletisc “spike” needle with cap;
- Laer lock protection cap.

1) Blood tubing set for hemodialysis A366R-V852R (REF: A366R-V852R-GT) including:
* Arterial blood line A366R,;

- Venous blood line V852R with connected extension ling;

- Line for substitution solution with connected recirculation connector;
- Recirculation connector.

12) Blood tubing set for hemodialysis A274R-V785R-UNO (REF: A274R-V785R-UNO-GT) including:
- Arterial blood line A274R with connected plastic “spike” needle with cap;

- Venous blood line V785R-UNO with connected drain bag;

- Recirculation connector.

> 13) Blood tubing set for hemodialysis A434R-V914R (REF: A434R-V914R-GT) including;
- Arterial blood line A434R;
- Venous blood line V914R with connected drain bag;
- Line for substitution solution;
- Recirculation connector.

Manufacturer: Nipro Corporation, Japan
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510, Japan

Production site:
Nipro (Thailand) Coiporation Limited, Thailand.
10/2 Moo 8, Bangnornko, Sena, PhraNakhon Si Ayutthaya 13110, Thailand

2. Intended use and application of product

Intended Use
® This blood tubing set is indicated for use during hemodialysis to provide blood flow.

Application condition
Used in medical institutions by specialists nephrologists

3. Special characteristics

The various bloodline sets are to be used depend on various models of dialysis machines. The blood
tubing sets include Arterial blood lines. VVenous blood lines and may also include drain bags, infusion
lines, lines for substitution solution, extension lines, caps, “spike” needles, recirculation connectors
which are used to pump blood, infuse medications or fluids, sample blood and monitor pressure during
dialysis treatment. The appearance of products is given in a attachment 1

4. General indications, contradictions, potential complications,
Indications:

When used in hemodialysis, it is part of an artificial kidney system for treatment of patients with renal
failure or toxemic conditions. Compliance with possible configurations ofa blood tubing set is determined
by the responsible specialist.

Contraindications:

Alleraic reaction for PVC and silicone rubber.
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il complications™
Ais blood tubing set”s not, in itself, a medical treatment device, there is no absolute potential
’pitepiications to its use.

5. Warnings & Cautions
1 This blood tubing set is for a single use only. Do not reuse.
*Reuse or reprocessing of a single use device may lead to contamination and compromised device
function or structural integrity.
2 Do not use if the package is damaged.
3 Aseptic technique is required throughout set up and use.
4. Inspection prior to use and constant monitoring during the dialysis procedure is required in order to
insure the product is in proper condition for use.
5. Air entering the extracorporeal blood circuit may cause fatal air embolism. Use of an air detector is
recommended, in any case, continually observe the air trap for adequate blood level (at least filled to %
guide line of the air trap).
6. Leakage atjoints, connections, or any point on the extracorporeal circuit may cause blood loss or air
embolism. Observe carefully for leaks before and during treatment and take corrective measures as
necessary.
7. Avoid kinking or occlusion of tubing during treatment. Excessive pressure may damage the
extracoiporeal circuit or blood access site, or may cause disconnection and/or blood loss.
8 Fluid in the monitor lines should be avoided.
9. Keep the infusion line clamped except when administering fluid.
10. Serrated metal hemostats can cut or break heparin lines and should not be used with these blood tubing
Sets.
11. Keep air adjustment lines clamped except when adjusting the air trap level.
12. There may be slight variations in the vascular access devices and connectors provided by different
manufacturers. Check to make certain that the vascular access utilized is seated and taped securely. Failure
of connectors to fit tightly can result in serious blood loss and/or air embolism.
13. Do not use any needle larger than 20 gauge to puncture blood sample injection site.
14. Make certain that all connections are firm and secure.
15. Immediately prior to puncture, thoroughly disinfect the injection port (Ethyl alcohol 70% or Isopropyl
alcohol 70%).
16. Do not store at extreme temperature and humidity.
17. No conclusive or corroborated scientific evidence exists that phthalate exposure via medical
treatments has harmful effects in humans. Multiple or prolonged medical treatments may increase the
exposure level in patients. Special consideration should be given to potentially sensitive patients, such as
children, and nursing or pregnant woman. (For blood tubing set containing phthalate: A146R-V715R,
A329R-V827R, A165R-V733R, A274R-V785R-UNO, A316R-V814R, A317R-V815R, A196R-V764R,
Al197R-V765R, A434R-V914R)

6. Instruction for use

Set up the dialyzer and blood tubing set according to the instructions provided with the dialyzer and blood
tubing set.

1 Remove blood tubing set from protective plastic bag and cormect arterial (red) and venous (blue) lines
to the blood pump, monitoring equipments, dialysis machine and dialyzer. Make sure the pump segment
is not kinked or twisted.

2. Connect the monitor lines to the pressure monitors utilizing hydrophaobic filters.

3. Make sure all connections are secure and made in the proper manner before proceeding.

4. Insert the air trap or line into an air detector.

5. Prime the system according to dialyzer manufacturer's direction sheet.

6. Adjust air trap levels to 3/4 guide line of the air trap using a sterile syringe connected to the air
adjustment line.
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Irfood tubing Stt carefully making sure that all connections are secure and there are no leaks in
lines. , -
dialysis in Herordance with dialyzer and equipment manufacturers' instructions.

7.Transportation, storage and operation
fhoducts are transported by all modes of transport in closed vehicles in accordance with the rules for the
carriage of goods applicable to this type of transport in accordance with the conditions:

Transportation conditions: ~ Tetperallll: +5°G,- +40“ C

Humidity; 20-80 %

Atmosphere tMEHmM: 0-0,1 MPa
Storage  conditions and Temperature: +5°C - +40“ C
Operating conditions: Humidity: 20-80 %

Atmosphere 0-0,1 MPa

Store the product in the manufacturer's packaging in a dry, clean place, away from heat and direct sunlight,
ata controlled temperature. Shelflife is indicated on the label of each product.

)
8 Information on the sterility of the product
Bloodlines of the sets are supplied sterile.
Sterilization parameters:
- radiation sterilization method, gamma radiation in accordance vsoththe requirements of ISO 11137-1.
The product is apyrogenic.
Re-sterilization of the product is prohibited. Reuse is prohibited

9. Disposal Information

Dispose of the product in accordance with SanPiN 2.1.3684-21 for waste class B (epidemiologically
hazardous waste). After hardware methods of disinfection using physical methods and changing the
appearance of waste, eliminating the possibility of their reuse, waste of class B can be accumulated,
temporarily stored, transported, destroyed and disposed of together with waste of class A
(epidemiologically safe waste similar in composition to MSW) . The packaging of disinfected medical
waste of class B must be labeled to indicate that the waste has been disinfected. Dispose should be
performed in accordance with SanPiN 2.1.3684-21 for wastes class A if product was not used, individual
package damaged or product expired.

10. Guarantee

1 Our blood tubing set is manufactured under strict quality control and the quality is assured. If our blood
tubing set is defective (broken package, damaged product), however, it shall be replaced with a new one
at our cost upon return of the broken package or damaged product. We will not be responsible, however,
for the injury on a patient or any person or the damage to any object that is attributed to transport, storage
and operation in your institution.

2. Ifapatient or any person is injured or any object is damaged by use of our blood tubing set, we will not
be responsible for the injury or damage unless we are clearly identified as being at fault.

3. Ifa patient or any person is injured or any object is damaged by reuse

of our blood tubing set, we will not be responsible for the injury or damage of any nature.

4 We will not be responsible for any injury or damage caused by use of our blood tubing set after the
expiry date mentioned on the packages.

Information about expire storage date see on package. Expire date shown in YYYY-MM-DD format,

where DD - last day of the month despite the production date. Maximum shelf life/preservation sterility
is 5 years.

Manufacturer: Nipro Corporation, Japan
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-Nishi, Kita-ku-""saka 531-8510, JAPAN

representative of the manufacturer in the Russian Federation:
«BW» LLC

~N'Moscow, Prospect Mira, 101 bld.l, room 17
:N499) 2816768

ILMarking and packaging
product is sealed in a package for final sterilization (individual packaging). Further, together with the

ictions for use - in a box of cardboard. The product is sterile. Application in the event of packaging
lilure is strictly prohibited.

Ipackaging complies with ISO 11607-1-2018 and ISO 11607-2-2018.

The marking of individual package contains the lot number. The decoding number is shown in the figure
2.

Q®/2
t Expiry date of month e.g.30,31

Expiry month e.g. 01 (January) - 12 (December)
Expiry year e.g. 2023, 2024, ...

Manufacturing date e.g. 01-31
Manufacturing month e.g. A (January),..., L (December)

Manufacturing year e.g. 19 (2019), 20 (2020),...
Figure 2 - Lot number decoding

The marking of the individual packaging of the product contains the following information (including
information on the package itself (original mark rig) and sticker):

Product name Blood tubing set for hemodialysis A364R-
V850R (REF: A364R-V850R-GT)
including*:

- Arterial blood line A364R;
- Venous blood line V850R with connected
extension line;

* - Line for substitution solution with
connected recirculation connector;
- Recirculation connector.

*The exact design variant indicated as an

example
Identification code of the product (Design CODE
variant Code)
Batch code (LOT) ILOTI
REF number refl
Expiration Date
Pump segment size (internal diameter x PUMP SEGMENT (ID x Length)
lengdi)
Priming volume PRIMING VOLUME
Indication of compatible equipment EQUIPMENT
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"Radiation "\llzation" (sterile 1R 1
AMHpwbo! *ProbblLLbn of reuse”

L' instructions for use "

f  The symbol "He use when damaged
packaging"

mpribe symbol of "Caution! Refer to the A

do not contain latex

Temperature Range a0
s

On sticker:
Transport at temperature from +5 to +40®C.
: Store at temperature from +5 to + 40RC.
Symbol "Keep away from moisture”

Symbol "Avoid exposure to sunlight”

Symbol "not pyrogenic"

only as prescribed Rxonty
Phthalates (For bloodlines: A146R-V715R, oA
A329R-V827R, A165R-V733R, A274R- S"DEHP

V785R-UNO, A316R-V814R, A317R-

V815R, A196R-V764R, A197R-V765R,

A434R-V914R).

Do not contain phthalates (For bloodlines: inaiia
A363R-V849R, A364R-V850R, A365R- w v
V851R, A366R-V852R)

Manufacturer Information m |

Information about the place of production Nipro (Thailand) Corporation Limited
10/2 Moo 8, Bangnomko, Sena, PhraNakhon
Si Ayutthaya 13110, Thailand
On sticker: Made in Thailand
Authorized representative at the territory of Authorized representative at the territory of
Russian Federation Russian Federation:
Company «BW» LLC
129085, Moscow, Prospect Mira, 101 bld.I,

room 17

Not toxic Not toxic

Product use Blood tubing set for hemodialysis are
intended to provide blood flow during
hemodialysis

Information about registration certificate Registration certificate: No. from

For transportation, products are packed in corrugated cardboard group package. The number of packages
inthe box is shown in table 10. Product is transported in group package.

12 Compliance with the standards of the Russian Federation
GOST 1SO 8638-2012 «Blood tubing sets for haemodialysers, haemodiafilters and haemoconcentrators.

Technical requirements and test methods».
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62366-2Q]j3 «Medical devices. Designing medical devices with usability».
11607-1-2018. «Packaging for terminally sterilized medical devices. Part 1. Requirement for
barrier systems for sterilization and packing systems».
>0 11607-2-2018. «Packaging for terminally sterilized medical devices. Part 2. Requirements for
ition of the processes of formation, sealing and assembly».
EN 556-1-2011 «Sterilization of medical devices. Requirements for medical devices of the
>ory «sterile». Part 1. Requirements for medical devices subject to final sterilization».
>STR 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
f toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity».
GOST R 52770-2016. «Medical devices. Safety requirements. Methods of sanitation-chemical and
toxicological tests».
GOST 31209-2003 «Containers for blood and its components. Requirements for chemical and biological
safety and methods of testing».
GOST ISO 10993-1-2011. «Medical devices. Biological evaluation of medical devices. Part 1. Evaluation
and testing.».

I GOST R ISO 10993-2-2009. «Medical devices. Biological evaluation of medical devices. Part 2. Animal
r welfare requirements ».

GOST 1SO 10993-4-2011. «Medical devices. Biological evaluation of medical devices. Part 4. Selection
oftests for interactions with blood».

GOST ISO 10993-5-2011. «Medical devices. Biological evaluation of medical devices. Part 5. Tests for
invitro cytotoxicity».

GOST ISO 10993-10-2011. «Medical devices. Biological evaluation of medical devices. Part 10. Tests
for irritation and delayed-type hypersensitivity».

GOST ISO 10993-11-2011 «Medical devices. Biological evaluation of medical devices. Part 11. Tests
for systemic toxicity».

GOST I1SO 10993-12-2015. «Medical devices. Biological evaluation of medical devices. Part 12. Sample
preparation and reference materials».

State pharmacopeia. RF OFS.1.2.4.0005.15. Pirogenity.

PNDF 14.1: 2: 4.139-98 «Quantitative chemical analysis of water. Methodology for measuring mass
concentrations of cobalt, nickel, copper, zinc, chromium, manganese, iron, silver, cadmium and lead in
samples of drinking, natural and waste water by atomic absorption spectrometry».

MU 4628-88 «Guidelines for gas chromatographic determination of residual monomers and non-
polymerizable impurities released from polystyrene plastics in water, model environments and food
products».

MUK 4.1.650-96 «Guidelines for the gas chromatographic determination of acetone, methanol,

benzene, toluene, ethylbenzene, pentane, o-, m-, p-xylene, hexane, octane and decane in water».

MUK 4.1.653-96 «Guidelines for the reaction-chromatographic determination of formaldehyde in water».
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Attachment 1
The appearance of products

ice ofthe Blood tubing set on example of Blood tubing set for hemodialysis A146R-V715R:
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ofthe Blood tubing set on exam|>le of Blood tubing set for hemodialysis A165R-V733R:

ARTERIAL BLOOD LINE A165R heparinlire
nufttorBivY)
apre nediavkhcp
miHpaien® Ijedtionpart punpsegTet
toedlyzer
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ofthe Blood tubi ig set on example of Blood tubing set for hemodialysis A196R-V764R;

ZAl
ARTERIAL BLOOD UNE A196R STTHNe
JESgmenS ffiteic
kJnip(1)/* n \p«mp$*9nwn
todalyzr
almnp @

(R on

nunitoriNg)

fdfailaitonconnocto”™ VENOUS BLOOD UNE V7MR . o
aira<qutiro lirdz)
Kk pastinep
imMedvpert srmp O
from diaiyzar
maallor ine
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oftRE”bod tubing set on example of Blood tubing set for hemodialysis A197R-V765R:
RTERIAL BLOOD UNEA197R

spKen”™wtthe Hftisteo»» [T ———
--------------- fitparntrs
Insatfonpart
InescieviNezp
it im:
fromgafan
racraulationeomsco» looialyttr
4K " Ter loct pasdHn @),
LINE FOR SUESTrrUTION 60LUTION
sane Ine(z>
radrodationcomectar

VEKOUS BLOOD LIME V765R
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ofthe Blood set on example of Blood tubing set for hemodialysis A329R-V827R:

ARTERIAL BLOOD LINEA329R ~ ftN w
w . }--------saline (10#

spitaneedto with cap port

Iponipalltntlin*

line

m«fAorline(i)

toealyLf

VENOUS BLOOD UNE Y827R

InlKtonpon dr«*«lineiw
from daiyzer

\jrenjj Ot
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l.y N
-e ofthe Blood tubing set on example of Blood tubing set for hemodialysis A316R-V814R:

ARTERIAL BLOOD LINEA316A
idonport
] N c==
monNoriMd)
B =< N Ao
qtrpD
VENOUS BLOOD LINE V814R *)m'(drmrk(r}
N SS~

nuitrint @
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toe ofthe Blood tijping set on example of Blood tubing set for hemodialysis A317R-V815R,;
ARTERIAL BLOODLINEA3L7R saiint mt pifHnt

pillw I1.... e 3 — Mn

pump ttfinrutit
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appearance ofthe Blood fufSng set on example of Blood tubing set for hemodialysis A363R-V849R:

BLOOD UNEA363R mon*«lin.m
heperin Un*
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learance of the Blood turang set on example of Blood tubing set for hemodialysis A364R-V8MIK:

HpailnN't
Nel«clonpa/l
(odalyur
rvdroiiatton connector VENOUS BLOOD UNE V850R
airaMN
iniodlon port
&
LWEFOR SUBSmunON SOLUTION rectrcuteBon connyyy
CE3 --fa
_ monitor Uno<3)
ant
swmg segmont (2) LIIEI{EI,B i fm a
o
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apearance of the Blood tutrii)®iset on example of Blood tubing set for hemodialysis A365R-V851R:

R
hiptrtnlire

L

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



od tubing set on example of Blood tubing set for hemodialysis A366R-V852R:

ARTERIAL BLOOD LINE A366R
nwilk)fN ns» (1)

heparin tint
rtcireulalon connector  VENOUS BLOOD LINE V852R air 8<yuetfng line
inieckorpMt
tom «al)rer
UNEFCRsUBSimmON SOLUTION
Q am tS)

to pattem
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70,
A e appearance ofthe Blood ~1: ing set on example of Blood tubing set for hemodialysis

|IK74R-V785R-UNO: n
. "hW TERIAL BLOOD LINE A274R hqadnlirt

VENOUS BLOOD UNE V7B$R-UNO
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Attachment 2

TTdde 1- Material list for main component of product

fomppnenetr

Airadjusting line
Salire line
Monitor line
Heparine line
Pump segment
Extenstion line
Line for substitution solution
""Recirculation connector
, € Luer lock protection cap

f Dialyzer coimector and Dialyzer connector

@p
Airtrap
Injection port

T-valve
Drain bag
plastic “spike” needle

*Phtalates are part of PVC material
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Nateia]

PolwaMfIcliloride
PotelilK{"chloride
PolM&V Ichloride
PolvWyvlchloride
IJo”Avlichloride
Pofem”vicliloride
PolS™anylchloride
PollgpiODvlene

PISYTOpylene
7 Polyvinylchloride

Acrylonitrile-butadiene-

Polyvinylchloride
Acrylonitrile-butadiene-
styrene



Table 2—Weight and size parameters of package with product

Size: Individual

package (+ 5%)

SizeCarton,

(x 5%)

Total carton

weight (kg),
5%b)

Design variants
Al46R A329R AI165R

V715R V827R V733R

8.28 8.15 9.34
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A316R A317R A363R A364R A365R A366R Al9%6R Al197R

V814R VB815R VB849R VB849R V851R VB852R V764R V765R

250x320 mm

520x430%x250 mm
9.15 8.54 8.27 7.91 9.02 8.88 8.22 8.89

A274R  A434R

V785R V914R
-UNO

9.22 . 949



iDical characteristti’;

Itubingset: H‘
lat an overpressuredn jhe internal cavity that is 1.5 times the maximum pressure set by the manufacturer
iIHyX15 =900 mmHSir 1-223 kgf /o
ekt vacuum pressure in the internal cavity minus 200 mmHg
(npsegment of the blood tubing provides continuous operation for 24 hours under the worst operating
itions.
iconnedting dimensions of the parts that provide the connection of lines with hemodialyser, hemofilter or
Dncentrator comply with GOST 1SO 8638-2012 (Figure 1-3)

I0Omin

figre 1 - The main connecting dimensions of the parts that provide the connection of the blood tubings with
herrodialyser, hemofilter or hemoconcentrator

Anin

SKWMuO komnyc BHYIOPBHMWUII KOHYC

Houre 2 - The length of the cone mating parts that provide connection with the blood supplying cavity

i
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iwre 3 - Details of conical devices with a 6% cone to control the connection with the blood-supplying cavity of
itmodialyser, hemofliter or hemoconcentrator

Jelements o f the blood tubings that are designed for use with assistive devices, such as heparin lines and pressure
sor lines, end in a threaded connection with an internal cone of 6% (Luer)
Section units that are part of the kit’s lines remain airtight after piercing with a needle.

hysicl characteristics
3- Main characteristics

Design variants Pump Segment Size Priming Quantity of individual
for 100-300 mm. +15 mm Volume (ml) packages with product
for 301-500 mm. +25 mm +20%. in carton (pcs)

Al146R-V715R 8.0x12.0x240 133 24

A165R-V733R 8.0x12.0x326 169 24

A196R-V764R 8.0x12.0x234 191 20

A197R-V765R 8.0x12.0x234 192 18

A329R-V827R 8.0x12.0x350 126 24

A316R-V814R 8.0x12.0x350 156 24

A317R-V815R 8.0x12.0x240 110 24

A363R-V849R 8.0x12.0x233 132 24

A364R-V850R 8.0x12.0x233 132 20

A365R-V851R 8.0x12.0x233 231 20

A366R-V852R 8.0x12.0x233 231 18

A274R-V785R-UNO 8.0x12.0x350 171 24

A434R-V914R 8.0x12.0x310 153 20

imm pressure value inside circuit -200 mmHg - +600 mmHg
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Compatible equipment indicated on each'i**idual label (table 4).

Ne Design
variant
1 Al46R-
V7I5R
2  Al65R-
V733R
3 Al9%6R-
V764R
4  AI97R-
V765R
5 A329R-
V827R
6 A316R-
V814R
7  A317R-
V8I5R
8 A363R-
V849R
9 A364R-
V850R
1 AB365R-
0 VB85IR
1 A366R-
1 V852R
1  A434R-
2  V914R-GT
A274R-

3 V785R-UNO

As indicated on
blood tubing set
package

SURDIALS55PLU
S
FORB.BRAUN
DIALOG

FOR NIKKISO
DBB-03/DBB.
05/DBB-07 HD
DN

FOR NIKKISO
DBB-07 ON LINE
HDF
UNIVERSAL 1
BLOOD LINE

UNIVERSAL
LINE

SURDIAL55PLU
S

SURDIAL X HD
DIF
SURDIAL X HDF

SURDIAL X HD
SN DIF
SURDIAL X HDF
SN

HDF DN FOR
B.BRAUN
DIALOG
UNIVERSAL 3
BLOOD LINE
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Manufacturer of the equipment

Nipro Corporation, Japan

B. Braun Avitum AG, Germany
NIKKISO Europe

GmbH, Germany

NIKKISO CO., LTD, Japan

Nipro Corporation, Japan

000 Zavod Dizet, Russia

Fresenius Medical Care AG &
Co. KGaA, Germany
Bellco S.r.l., Italy

B. Braun Avitum AG, Germany
Nipro Corporation, Japan

000 Zavod Dizet, Russia

Fresenius Medical Care AG &
Co. KGaA. GMraany
Bellco S.r.l, Italy

B. Braun AG, Germany
000 Zavod Dizet, Russia

Nipro Corporation, Japan
Nipro Corporation, Japan
Nipro Corporation, Japan
NASi Corporation, Japan

Corporation, Japan

B. Braun Avitum AG, Germany

Nipro Corporation, Japan

06Ul."vod & tet Russia
Fresenius Medical Care AG &
Co. KGaA, Geraiany

B«lL™* s.r.l., Itaty

B. Braun Avitum AG, Germany

Description

List ofequipment
models

Surdial 55, Surdial
55 Plus

Dialog, Dialog +

DBB-03, DBB-05,
DBB-07

DBB-07

Surdial 55, Surdial
55 Plus
Malahite

4008S, 4008B

Formula, Formula
2000, Formula 2000
plus

Dialog, Dialog +
Surdial 55, Surdial
55 Plus

Malahite

4008S,4008B

Formula, Formula
2000, Formula 2000
plus

Dialog, Dialog +

Malahite

Surdial 55, Surdial
55 Plus
Surdial X

Surdial X
Surdial X

Surdial X

Dialog, Dialog +

Surdial 55, Surdial
55 Plus

Malahite

4008S, 4008B

Formula, Formula
2000, Formula 2000
plus

Dialog, Dialog

Treatment
Hemodialysis
Hemodialysis

Hemodialysis

Hemodialysis and
Hemodiafiltration
On-line
Hemodialysis
Hemodialysis

Hemodialysis

Hemodialysis

Hemodialysis
Hemodialysis

Hemodialysis
Hemodialysis

Hemodialysis

Hemodialysis
Hemodialysis

Hemodialysis
Hemodialysis

Hemodiafiltration
on line

Single needle
hemodialysis
Single needle
hemodiafiltration
On-line
Hemodialysis and
Hemodiafiltration
On-line
Hemodialysis

Hemodialysis
Hemodialysis

Hemodialysis

Hemodialysis
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Registered No. 2175 “ 2021

NOTARIAL CERTIFICATE

This is to certify that Mr. ITO Hisayuki an agent of
Mr. Yoshiki NAGASAWA, General Manager, Medical Regulatory
Affairs Department, Quality Assurance & Regulatory Compliance
Headquarters of NIPRO CORPORATION has stated inmy very presence
that said Mr. Yoshiki NAGASAWA acknowledged himself to have
signed to the attached document.

Dated this 12th day of November, 2021

Notary
Osaka Legal Affairs Bureau
1-2, Hirano-Machi, 2-Chome,
Chuo-ku, Osaka, Japan

Osakal egal AffairsBureau

1-2.HIRANO-MAGHI. 2-CHOME,
CHUO-KU,OSAKA JAPAN
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 Country: JAPAN

This public document
2 has been signed by TAMAKI Shunjl

3. acting in the capacity of Notary of the Osaka Legal Affairs Bureau

4 bears the seal/stamp of TAMAKI Shunji, Notary
Certified

5. at Osaka 6. 12.24

7. by the Ministry of Foreign Affairs
8 21-Na 010159

9. Seal/stamp: 10. Signature

FUKUTANI Katsumi
For the Minister for Foreign Affairs
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Mepesopg ¢ AHTNNIACKOTO M ANOHCHOTO S3bIKOB Ha pyCCKVIVI A3bl K

Ha 6naHke komnanun HAMPO

[Jata: 2 Hos6ps 2021 T.

BceM 3amMHTEpecoBaHHbIM fiLIAM

LEKNTAPALUS

Mbl, «HVMpo KopropeiiuH», HaCTOSLMM 3asiBMISIEM, YTO MPUNOXKEHHBIN [AOKYMEHT SIBMISETCS TOUHBIM W
BEPHBIM OPUTMHAMIOM VIHCTPYKLM MO MpUMEHEHNI0 «KOMMIEKT KPOBOMPOBOAALLMX MarucTpanei ans
remMoauanii3a» B LieNsIX PEerucTpaLmm Ha Tepputopum Poccun,

Kpyrnas neuyatb: Hunpo KopnopeiH

/Mopnwuce/

MOLWWKN HATACABA,

[eHepanbHbIl AUpeKTOp,

JenapTtameHT no Bonpocam MeAuLNHCKOro yperynmpoBsaHus,

LleHTpanbHOe yupexaeHne nNo KOHTPO/O KavyecTBa M COBMOAEHNI0 HOPMATMBHbLIX TPeboBaHN
«HWUMPO KOPMOPEWLLUH»
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YTBEPXAEHO
eHepanbHbI AUPEKTOP

Mowwkun Haracaga
/Mopnuce/

NHCTPYKUUS MO NPUMEHEHMIO
KoMMNeKT KpOBOMPOBOAALLMX MarnucTpasien gnsa remognanmnsa
(Nipro Corporation («Hvunpo KopriopeiLuH»), AnoHus)

2021
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1. HanmeHoBaHWe U3aennsl, HoPMaLIMsi 0 NPOU3BOAUTENE

KoMnnekT KpoBONPOBOASLWMX Maructpaneid pana remoguanusa (ganee no TeKCTy -
KPOBOMPOBOASALLME MArUCTPanu, KOMNAEKT, MarucTpanm).

BapnaHThbl UCNOMHEHUA:

1) KomnneKT KpoBONPOBOASLLMX MarucTpanei ana remoananunsa A146R-V715R (REF: A146R-
V715R-GT), B cocTaBe:

- MarucTpanb apTepuanbHas Kposonposogsuas A146R ¢ npucoegMHEHHOI UrNONA
NNacTUKOBOW «Cnaik» ¢ KO/INaykom;

- MarucTtpanb BeHo3Haa Kposonposogawas V715R ¢ npucoefuHEHHBIM pelUpKYNALNOHHBLIM
KOHHEKTOPOM;

- MeLLOoK ApeHaXHbIIA.

2) KomnnekT KpoBONpOBOAALWMX MarncTpanei gns remognanunsa A 165R-V733R (REF: A165R-
V733R-GT), B cocTaBe:

- MarucTpans apTepunansHas Kposonposogswas A165R ¢ npucoeAUHEHHOW UINoM
NNacTMKOBOMN «CNaiiK» C KONauykoM;

- MarucTpans BeHo3Haa kposonposogdAwas V733R ¢ NpUCcOefMHEHHBIM MELLKOM APEHaKHbIM,
- PeumnpKynaunoHHbI KOHHEKTOP.

3) KoMnnekT KpoBOMNPOBOAALWMX MarucTpanein ana remognannsa A196R-V764R (REF: A196R-
V764R-GT), B cocTaBe:

- MarucTpanb aptepuanbHaa kposonposogdawas A196R ¢ AByMS NPUCOELUHEHHBIMWU UTaMK
NNaCTUKOBLIMU «CMank» ¢ Ko/naykamu,;

- MarucTtpasnb BeHOo3Has Kposonposoawaa V764R ¢ NnpucoefMHEHHbIM MELLIKOM ApPeHaXHbIM;
- Konnayok 3aunTHbIi ¢ coegnHeHnem fyap Jlok;

- PeLMpKynaLMOHHbIA KOHHEKTOP.

4) KomniekT KpOBONPOBOAALMX MarucTpanein ana remogmannsa A197R-V765R (REF: A197R-
V765R-GT), B cocTaBe:

- Maructpanb aptepunansHas Kposonposogawaa A197R ¢ AByMA NPUCOEANHEHHBIMU UTNaAMK
MNacTUKOBLIMU «CMarK» ¢ Konnaykamu,

- Maructpanb BeHo3Haa Kposonposogsawas V765R ¢ npncoeNHEHHbIM MELLKOM APeHaXHbIM;
- MarucTtpanb g4 3aMeLLaroLero pacTeopa ¢ NpUcoeAnHEHHbIM PeLUpPKYIALNOHHbBIM
KOHHEKTOPOM,;

- Konnayok 3auwuTHbIin ¢ coegnHeHnem Jyap J10K;
- PEeUMPKYNSALMOHHBIA KOHHEKTOP.

5) KomnneKkT KpoBOonNpoBoAsALWMX Maructpanein ans remognannsa A329R-V827R (REF: A329R-
V827R-GT), B cocTaBe:

- MarucTpanb apTepuansHas Kposonposogswas A329R ¢ NpUcoeANHEHHOI UrNoii
MNacTUKOBOMN «CMainK» C KONMauyKoM;

- MarucTpans BeHO3Haa kposonposogawasa V827R ¢ NnpucoefuHEHHbIM PELUPKYNALUOHHBIM
KOHHEKTOPOM;
- MeLoK ApeHaXxHbIiA.

6) KomnnekT KpoBOMPOBOAALINX MarucTpanei ans remoanannsa A316R-V814R (REF: A316R-
V814R-GT), B cocTaBe:

- Maructpanb apTepuanbHas Kpoonposogsauwas A316R ¢ npucoeaUHEHHOR MroiA
NNacTUKOBOMN «cnalik» C KOMNa4YKoM;

- Maructpanb BeHO3Haa Kposonposogawasd V814R ¢ npucoegMHEHHBIM MELWKOM APEHAKHbBIM;
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- PeLMpKYNSLUOHHbIA KOHHEKTOP.

7) KomnnekT KpoBOMpoBOAALWMX MarucTpanein ans remognanunsa A317R-V815R (REF: A317R-
V815R-GT), B cocTaBe:

- MarucTtpanb apTepuanbHas kposonposoaawas A317R ¢ npucoegnHEHHON UIoN
NNaCTUKOBOW «CNank» ¢ KOJINa4yKoMm;

- MarucTtpanb BeHO3Hasa Kposonposoasawas V815R ¢ npncoefuHEHHbBIM PeLnpKyNALNOHHbIM
KOHHEKTOPOM;

- NH(Y3nOHHas NMHUA ¢ NPUCOeANHEHHBIMU PELMPKYIALUOHHBIM KOHHEKTOPOM WU UT10iA
MNacTUKOBOM «CManK» C KOMMaykoMm;

- MeLwwoK ApeHaxHbIN.

8) KomnneKT KpoBonpoBoAAWMX MarucTpaneii ans remognanmsa A363R-V849R (REF: A363R-
V849R-GT), B cocTaBe:
- Maructpanb aptepuansHas kposonposogawas A363R ¢ npucoefnNHEHHbIM
pPeunpKynALMOHHBIM KOHHEKTOPOM,
- MarucTpans BeHO3Has kposonposogawasa V849R ¢ AByMs NpUcoeAnNHEHHbIMU
paclnpuTenbHbIMU TUHUAMU;

N - irna nnactnkoBasa «crnark» ¢ KoNavykom;
- Konnayok 3aWmTHbI ¢ coeguHeHnem J1yap J1ok.

9) KoMnneKT KpoBONpOBOAALMX MarucTpanei ans remognannsa A364R-V850R (REF: A364R-
V850R-GT), B cocTaBe:

- Maructpans aptepuansHas kposonposogsawas A364R;

- Maructpanb BeHO3Hast Kposonposogsawas V850R ¢ npucoeAnHEHHONM pacluMpUTeNbHOM
NINHNENR;

- MarucTtpanb gns 3aMeLlaroLL,ero pacteopa ¢ NPUCoOeAUHEHHbLIM PELMPKYIALUOHHBIM
KOHHEKTOPOM;

- PeypKynaLMOHHbIA KOHHEKTOP.

10) KoMnnekT KpOBONPOBOAALLMX MarucTpanein ans remognannsa A365R-V851R (REF:
A365R-V851R-GT), B cocTase:

- MarucTtpans aptepuansHasa Kposonposogdawas A365R ¢ npucoegUHEHHbLIM
PeLUPKYNALUOHHBIM KOHHEKTOPOM;

- MarucTpans BeHO3Has Kposonposogawasa V851R ¢ AByMSA NpUCOeLNHEHHbLIMU
pacWmnpUTeIbHbIMU TNHUAMU;

- irna nnactnkoBas «cnaik» ¢ KOAna4ykom;

- Konnayok 3alnTHbIA ¢ coeguHeHnem Jlyap Jlok.

11) KomniekT KpOBONPOBOAALWMX MarucTpanein ans remogmanusa A366R-V852R (REF:
A366R-V852R-GT), B cocTaBe:

- Maructpanb aptepmansHasa Kposonposogswas A366R;

- Maructpanb BeHo3Hasi KpoBonposogaw,as V852R ¢ npucoeAnHEHHON pacllMpUTebHON
NNHUENR;

- MarucTtpanb gnd 3aMeLlaroLLero pacTsopa ¢ NPUCOeANHEHHBIM PeunpKyNALNOHHBIM
KOHHEKTOpOM;

- PeuMpKynsiLMOHHbIA KOHHEKTOP.

12) KoMnneKT KpOBOMPOBOAALLMX MarucTpaneii ans remoananunsa A274R-V785R-UNO (REF:
A274R-V785R-UNO-GT), B cocTaBe:

- Maructpanb apTepuanbHas KpoBonposogsuwias A274R ¢ NpPUCOEANMHEHHON  WUrNOoW
NNacTUKOBOW «CMariK» C KONMayKoM;
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- MarucTtpanb BeHO3Haa Kposonposogauwas V785R-UNO ¢ npucoegMHEHHbIM MELLKOM
LPEHaXKHbIM;

- PeupKyNsLNOHHBI KOHHEKTOP.

13) KomnnekT KpoBOMPOBOAAWMX Maructpanein ans remogunanusa A434R-VI914R (REF:
A434R-V914R-GT). B cocTase:

- Maructpanb aptepuanbHas Kposonposogduan A434R;

- MarucTpanb BeHo3Haa kposonposogawaa V914R ¢ npncoefUHEHHBLIM MeLKOM APEHaXHbIM;
- MarucTtpanb Ana 3ameLyatoLLLero pacTesopa,

- PeunpKynsaLMOHHbI KOHHEKTOP.

MpounssoguTens: Nipro Corporation («<Hunpo KoprnopeiwH»), AnoHus
3-9-3, Honjo-Nishi, Kita-ku, Osaka 531-8510. Japan

MecToO npou3sofcTBa:

Nipro (Thailand) Corporation Limited («<Hunpo (TannaHg) KopnopeiwH Jiumuntes»), Tannag.
10/2 Moo 8. Bangnomko, Sena, PhraNakhon Si Ayutthaya 13110, Thailand

2. HasHaueHne 1 NPUMEHEHUS U3aenuns

Ha3HauyeHune

Komn/iekT KpOBOMPOBOAAWMX MarucTpaneii npeAHasHayeH Ans o6ecrievyeHWs KPOBOTOKAa BO
BpPeMsi reMofuanmnaa.

Ycnosua npuMeHeHus

MpUMeHsSeTCS B MEAULMHCKUX YUPeXAeHUAX cneunanmcTamMmmu Hedposoramm

3. Ocobble CBOWCTBA M3eNns
B 3aBUCMMOCTM OT MOAeNn annapatoB And remognannsa NMPUMeEHATCA Pa3Hble KOMMIEKTbI.
KomnniekTbl KPOBOMPOBOAALWMX Maructpanein BKAOYAKOT B cebsi apTepuasnbHble MarucTpan,
BEHO3HbIE MarmcTpann, a TakXe MOryT BKMIKOYaTb MELWKW APEeHaXXHble, I/IHbeBVIOHHbIe TMHUN,
mMarucTpanu ANs 3aMeLlaloLLero pacTsopa, pacluMpuTenbHble IMHUK, KONNAavyKKn, «Cnamk» Wrbl,
peunpKynaunoHHbIe KOHHEKTOPbLI, KOTOPblE WCMOMb3YKOTCA ANA obecneyeHuns KPOBOTOKa,

WHAY3UM NeKapCcTB UMW XKUAKOCTE, 0T60pa KPOBU M KOHTPONS AaBNeHMs BO BPeMs mpoLedypbl
remoavanusa.

Cxema BHELLHEero BUaa marucTpaneii npegcraeneHa B Mpunoxenun 1

4. O6lWMe roKaszaHus, NPOTUBOMOKa3aHNUA W MOBOYHbIe
3eKThbI

[Moka3aHusa:

Npn uncnonb3oBaHWM BO BpemMA nNpoUeaypbl remognannsa Maructpanu ABAAKOTCA 4acTbio
IKCTPaKOPNOJSIAPHOIo KOHTYpPa «CUCTEMbI VICKyCCTBEHHOVI MOYKWU» ANA neyeHnda nayneHToB C
MoYeYHolA HeLOCTAaTOYHOCTLIO M Pa3IMYHBIMU TOKCMYECKMMM cocToAHUAMUKU. COOTBETCTBME

BO3MOXXHbIX KOH(*)VIpraLI,VII\/II KOMIMEKTa MaFI/ICTpafIEI7| onpenenaeTcs OTBETCTBEHHbLIM
cneynanncTtom.

MpoTMBOMNOKa3aHUSA:
Annepruyeckne peakuuy Ha NOSIMBUHUAXN0PUL U CUTMKOHOBYIO PE3NHY

MoTeHUManbHbI/i OCNOXHEHUS:
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lEl,aHHI:-Il\/JI KOMMMEKT caM no cebe He sABAseTCs n3genmemMm Aana  nevyeHund, y Hero Het
noTeHUManbHbIX OC/TIOXKHEHWIA.

5. I'Ipe,u,ynpe>K,qu|/|ﬂ " Mepbl NPeaoCTOPOXXHOCTHU
1. [aHHbIAi KOMNIEKT KPOBOMPOBOAAWMX Maructpanein npegHasHayeH [A18 OLHOKPATHOro
ncnonb3oBaHusA. [MOBTOpPHOE WCNOMb30BaHWE WAWM MOBTOpPHasA CTepunu3auma OLHOPa30BOro
M3genns MOXET MNOBMeYb HapylleHUe CTPYKTYPHOW LeNoCTHOCTM uAnM (DYyHKLMOHMPOBAHUS
N3Lenunsd, a TakXKe He rapaHTUPYeT OT ero 3arpsasHeHus.
2. He ncnonb3oBaTh, ec/iv YNakoBKa NoBpexieHa.
3. YCcTaHOBKa M UCMONb30BaHMEe KOMMeKTa 40/KHbI NPOX0AUTL B aCENTUYECKUX YCIOBUAX.
4. Heobxoanma TwiatenbHas nNpoBepKa nepes UCrnonb3oBaHWeM U NOCTOSAHHOE HabnloAeHue BO
BpeMs Npoueaypbl, YTO6bl 6bITb YBEPEHHbLIM, YTO KOMMIEKT HaXOAUTCA B paboyem COCTOSHUM.
5. MonagaHve BO3AyXa B 9KCTPaKoOpPrnopanbHbli KOHTYP MOXeT Bbl3BaTb BO3LYLUHYH 3MBONMIO.
PekoMeHAyeTCA WCMNONb30BaHWe BO3AYLWIHbIX [EeTEKTOPOB W OCYLLECTBASATb MOCTOAHHbIN
KOHTPO/b 32 afeKBaTHbIM YPOBHEM KPOBM B BO3A4YLUIHON N0BYLWKe (MUHUMANbHOE HANO/IHEHME -
MO PUCKe Ha BO3AYLUHON NIOBYLUKE).
6. [poTekaHWe COeAVMHEHWUA WAXM  APYTUX  YacTell  3KCTPaKoprnopasbHOro  KOHTypa
KpPOBOOOpAaLLLEeHNS MOXET BbI3BaTb KPOBOMOTEPH WM BO3AYLWHYH 3mb6onuio. TuwarenbHo
[hoBepsAliTe KOMNNEKT Ha HaiMume nNpoTeKaHWi nepes NeyYeHMEM U B TEYEHMEe JieyeHus,
MPOBOANTE KOPPEKTUPYIOLLME MEPONPUATUSA B C/Ty4ae HEOOX0LMMOCTH.
7. WN36eraiiTe nepernboB WAM OKKAO3NIA Maructpaneid BO Bpems fedeHus. M36biTOUHOE
[aBNeHe MOXeT NOoBpeAnTL 3KCTPaKopnopasbHbIA KPyr KpoBOO6OpalleHns, MecTo COCyANCTOro
[0CTyna Uamn Bbl3BaTb HapyLUeHWe repMeTUYHOCTU COeAVHEHUI Y KPOBOMOTEPHO.
8. Heobxoaumo nsberatb nonagaHus >XMAKOCTU B IMHUU KOHTPOJIA MarucTpanei.
9. 'Hy3noHHas NnHUA [o/MKHA 6bITb Nepexxarta U OTKPbIBATbCA TO/IbKO B TeX C/yvasx, Korpa
TpebyeTca nNpoBefeHWe AOMNONHUTENIbHOW MH(Y3NOHHON Tepanuu.
10. Heobxoammo wn36eraTb MNPUMEHEHUSA MeTa//IMYECKUX 3aXKMMOB C 3a3ybpuHamm Ha
renapuHOBbLIX MMHUAX, TaK KaK OHW MOTYT paspe3aTb WU NOBPEAUTb NUHUN.
11. JInHUM [na perynvpoBKM BO3AyXa B BO3AYLUHON NOBYLIKE [AO/MKHbI ObiTb 3aKpbiTbl U
OTKPbIBaTLCA TOJIbKO B CIyHasiXx HEO6XOLMMOCTM 3amno/IHEHUA YPOBHS B JIOBYLLKeE.
12. BO3MOXHbI OTIMYMS B YCTPOMCTBAX COCYAUCTOr0 JOCTYNa U KOHHEKTOpax, NoCcTaBnsieMblX
pasfIMYHbIML  MPOM3BOAUTENAMMW.  YbeauTecb, UTO YCTPOMCTBA COCYAMCTOrO  AocTyna
YCTAHOB/NEHbl W HAAEXHO 3aUKCMPOBaHbl. HeHagexxHasa Qukcaums MOXeT MPUBECTU K
Cepbe3HOoI noTepe KPOBW UM BO3AYLUHON amMb0IMn.
13. He ncnonb3yinte nrny ¢ gnameTpom 6onblie, yem 20G, Ans NpoKofna yyacTKa marucrpanei
4NA B3ATUA NPo6 KPOBMU.
14. Y6eauTech, 4TO BCe COeAUHEHUA ABMAKOTCA NPOYHLIMU U 6e30MacHbIMU.
15. TwaTeNbHO MPOBOAUTE Ae3MHMEKLMI0 NOPTOB AN MHBLEKUWMIA (3TUNOBbLIA cnupT 70% wnn
N30MpPoNMNoBLIA cnnpT 70%).
16. He xpaHUTb Npu BLICOKUX TEMMepPATYpe 1 BAAXHOCTH.
17. HeT y6eauTenbHbIX W NOATBEPXAEHHbLIX HAy4YHbIX [OKa3aTe/bCTB, YTO BbICBOOOXAEHME
(bTanatoB BO BpPeMA MeLMLMHCKON npouefypbl WMeeT BpefHbIA 3(M(EKT Ha uYenoseka.
MHOXECTBEHHbIE WU MPOAO/IKUTENbHbIE fledebHble Mpoueaypbl MOTYT YBEMUYNTb YPOBEHb
BbICBOOOX/EHMe (hTanatoB B KPOBOTOK nauueHToB. Oco60e BHMMaHWe Ha 3TO [O/HKHO ObiTb
yAeneHo MOTEeHUWanbHO YYBCTBUTENIbHLIM MauueHTaM, TakuM Kak [eTW, KOopMmALlMe Wnu
6epeMeHHble XXeHLWMWHbI. (18 KpoBONPOMPOBOAAWMX MarucTpaneid, cogepxawjux ranarbl;
Al46R-V715R, A329R-V827R, A165R-V733R, A274R-V785R-UNO, A316R-V814R, A317R-
V815R, A196R-V764R, A197R-V765R, A434R-V914R).

6. IHCTPYKUMM N0 NPUMEHEHMIO
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YCTaHOBUTe [Mann3atop W KOMMAEKT KPOBOMPOBOAAWMX Marucrpaneid B COOTBETCTBUM C
WHCTPYKUUAMU 418 L1Mann3aTopos.

1. [ocTaHbTe KOMM/EKT KPOBOMPOBOAALWMX Maructpaneid M3 NAacTUKOBOW YMaKOBKU K
COefMHMTE apTepuanbHyt (KpacHyl) W BeHO3HyK (ronybyr) marmctpaim € HacOCHbIM
CEerMeHTOM, KOHTPO/IbHbIM 060pyJ0BaHMeM, annapatomMm WUCKYCCTBEHHAsA MOYKa, AMannm3aTopom.
Y6eanTechb, YTO HACOCHbIN CErMEHT HE COTHYT M He MepeKpyyeH.

2. CoeanHNTE NNHWUM KOHTPONA C AaTYMKaMy LaBNeHUs, UCNONb3ys TMAPOPO6HbIE PUNLTPDI.

3. Mepen Hayanom npoueaypbl ybeauTecb, YTO BCe COELVUHEHWA BbINONHEHbl Haf/eXxalium
06pa3oM 1 HafeXHbl.

4. YCcTaHOBMTE BO3AYLUHYIO NOBYLUKY UMW INHWIO B JeTEKTOP BO34YyXa.

5. 3anonHnTe CUCTEMY B COOTBETCTBMM C PeKOMEHAALUAMN NPOU3BOAMTENEN fnanm3aTopa.

6. 3anosHMTe BO3AYLUHYH /I0BYLWIKY Ha % MO PUCKE HAa BO3AYLWIHON /IOBYLWKE C MOMOLbIO
CTEPUNBLHOIO LWNPULA, COEANHEHHOIO C MHNE PerynmpoBKM BO3LyXa.

7. TpoBepbTe KOMMNIEKT KPOBOMPOBOAALMX MarucTpanei, 4tobbl y6eaumTbCcA, 4TO BCe
COEAIVIHEHNSA HafeXHbl U FTepMETUYHbI.

8. HauHnuTe npouesypy pAvanusa B COOTBETCTBUM C WHCTPYKLMAMM NPOU3BOAMTENEN
Ananunsatopa n 060pyoBaHuA

/. TpaHcnopTnpoBaHue, XpaHeHMe 1 aKcnyaTaumsa
M3nenns TpaHCNopTUPYOTCS BCEMU BUAAMMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX CPEACTBAX B
COOTBETCTBMM C MpaBUIaMy NepeBO3KM FPys30B, Ae/iCTBYHOLWMMY Ha JaHHOM BUAe TpaHCcnopTa B
COOTBETCTBUMN C YCNIOBUSIMW:

Y CcnoBums TPaHCNOPTUPOBKM: Temnepatypa Bo3ayxa: +5°C - +40@C

OTHOCUTENbHAsA BAaXXHOCTb: 20-80 %

ATMmocdepHoe aaBneHue: 0-0,1 MIMa

YCnoBuna xXxpaHeHns un
aKcnyaTaumm:

Temnepartypa Bo3gyxa: +5°C - +40@C
OTHocUTeNbHas BnaxXHocTb: 20-80 %

ATMocdepHoe aasneHune: 0-0,1 MMa

XpaHuTb U3feNnne B ynakoBkKe NpeanpusTUS-U3roTOBUTENSt B CYXOM, YUCTOM MeCTe, BAanu OT
( MCTOYHMKOB Temna M MNPSMbIX COMHEYHbIX Jyyeld, W 0CafKoB, MpW  KOHTPOAUPYEMOIA
Temnepatype. CpoK XpaHeHUs yKa3aH Ha 3TUKETKE KaXJoro n3aenms.

8. CBefleHNs 0 CTepUNbLHOCTU M3aeNns
Maructpanu KomniekTa nocTaBAsatOTCA B CTEPUIbHOM BUJE.
MapameTpbl CTEPUAM3ALUN:
- pafvauMoHHbIA MeTof CTepunusauuun, ramMMma-usnyyeHveM B COOTBETCTBUM C TpeboBaHMAMMU
ISO 1137-1.
3penvie anvporeHHo.
MoBTOpHas cTepunnsauma n3fenus sanpetyeHa. NMoBTOPHOE NPUMEHEHWE 3anpeLyeHo.

9. CsefieHUs1 00 yTuUnM3aymn
YTnansaumno nsgenus nposoauTs B cooTseTcTBumM ¢ CaHlMuH 2.1.3684-21 nng 0TX040B Kniacca
b (anngemunonornyeckn onacHble 0TXoAbl). Iocne annapaTtHbIX CNOCO60B 06e33apaXknBaHus C
npu.MeHeHnem (U3NYeCKMX MeTO40B M U3MEHEeHWA BHeLlHero BMAa OTXOAO0B, WUCKIOYaoLWero
BO3MOXHOCTb WX TMOBTOPHOrO MPUMEHEHMA, OTXOAbl KfaccoB B MoOryt HakannmeatbCs,
BPEMEHHO XPaHWTbCA, TPaHCMOPTUPOBATLCHA, YHUUTOXATbCA W 3aXOPaHMBATLCA COBMECTHO C
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oTxofamu Knacca A (3nMaeMunonornyeckn 6esonacHble 0TX0Abl, MO COCTaBy MPUBNNXKEHHBIE K
TBO). ¥YnakoBka 06e33apaXeHHbIX MeAMLMHCKUX OTX0A0B KfnaccoB b fgo/mkHa WMETb
MapKMpOBKY, CBWAETENbCTBYIOWYO O MpOBefeHHOM o06e33apaxunsaHuy 0Txogos. [pu
HEeMcnosib3oBaHUM W3AeNns, MOBPEXAEHUS WHAUBMAYANbHON YNaKOBKM W WUCTEYEHUU CpoKa

XpaHeHns yTunnsaumnio nposoanTs B cooteeTcTBumM ¢ CaHlMnH 2.1.3684-21 and oTX040B Knacca
A.

10. [MapaHTUn

1. KoMNneKT marmcTpanein n3rotoBaeH B YC/IOBMSAX CTPOrOro KOHTPOAs KayecTBa. B cnyyae ecnm
BCe-TaKM KOMMEKT MMeeT AedekTbl (HapylieHa ynakoBKa WM MOBPEXAeH cam KOMMEKT), OH
OyaeT 3aMeHeH 3a Haw CcYeT MOCNe BO3BPALLEHWS HaM MOBPEXAEHHOW YMNakKOBKW WK
MOBPeXAeHHOro npofykta. OfHaKo, KOMMNaHWA He HeceT OTBETCTBEHHOCTM B ClyYasx
NPUYNHEHNA yulepba naymeHTy uam nbomy gpyroMmy nuuy, B ciydae NOBPeXAeHUS KOMMNIeKTa
marucTpanein Kakum-nub6o npegMeToM uAM  (HaKTOPOM, €CAM OHWM CBfi3aHbl C YC/OBUAMYU
TPaHCMOPTMPOBKMN, XPaHEHUS UM HEMPaBUbHLIM MPUMEHEHVEM B BallueM yupexgeHuu.

2. Ecnv naymeHT mam no6oin 4pyroi YenoBek noctpagan, WaM Kako-nnmbo npeameT nonyyun
MOBPEXAEHNSA BCNeACTBME NPUMEHEHMSA AaHHbIX KPOBOMPOBOAALLMX MarucTpaneid, Mbl He 6yaem
HEeCTU OTBETCTBEHHOCTW 3a yLlepb MAM MOBPeXAeHUA, [0 Tex Mop, Noka Mbl He Byaem 4YeTKo
y6ex[eHbl B Hallel oLInOKe.

3. Ecnv nauneHT nnm Kakon-nnbo Apyroi 4enoBek NocTpagan, Manm Kakom-nn6o 00bekT noayuunn
NOBPEX/AEHNs BCMeACTBME MOBTOPHOIO MCMNO/b30BaHWA KOMMJIEKTOB MarucTpanei, T0 B 3TUX
Cnyyvasx Mbl He HeCeM OTBETCTBEHHOCTM 3a YLep6 Uam NOBPEXAeHMS N060r0 NPOUCXOXAEHNS.
4. Mbl He HeceM OTBETCTBEHHOCTM 3a KaKOl-nMbo yulep6 wamM nNOBPEeXAeHWsA Bbl3BaHHbIE
MCMNOMb30BaHNEM KOMMEKTa KPOBOMPOBOAAWMX MarucTpaneil nocne MUCTeYeHUs Cpoka
rOLHOCTM, YKa3aHHOr0 Ha ynakoBKe.

WH(popmaumio o gate UCTedyeHUs CpOKa XpaHEHUSA CM. HA MapKUPOBKe YNakKoBKW u3genus. [Jarta
NCTeYEHNA CpoKa XpaHeHus npegocTasnseTcd B gopmate NCrr-MM-44, roe A4 - nocnefHee
4MCNo MecsiLa BHE 3aBMCUMOCTM OT AaTbl NPOU3BOACTBA. MaKCUManbHbIA CPOK XpaHeHWs/CpokK
COXpaHeHUs CTepuIbHOCTK cocTasnseT 5 neT.

MpoussognTenb:

Nipro Corporation («Hunpo KopnopeiwH»), AnoHus
3-9-3, Honjo-Nishi. Kita-ku, Osaka 531-8510, JAPAN
Ten:+81-6-6372-2331

YNONHOMOYEHHbIA NpeACTaBuTENb MPOM3BOANTENS HA TeppuTopun Po:
00O «KomnaHus «buBu»

129085, r. Mockga, Mpocnekt Mupa, 4. 101, cTp. 1, nom. 17

Ten: +7(499)2816768

11. MapKunpoBKa 1 ynakoBKa
Kaxpgoe wu3genMe repMeTUMYHO YMNakoBaHO B NakeT AN  (MHUILIHON  CTepuansauun
(MHoMBMAyanbHas ynakoska). [lanee BMeCTe C MHCTPYKLMER No NPUMEHEHUIO - B TPYMNMnoByto
yNakoBKy - KOpOOKY M3 MIOTHOr0 KapToHa. W3genune ctepunbHoe. KaTteropmyeckn 3anpelleHo
NPYMeHeHne B Cyyae HapyLeHns UHANBUAYAIbHOW YNaKOBKM.
YnakoBka cooteetcTeyet ISO 11607-1-2018 n ISO 11607-2-2018.

MapKupoBKa ColepXXMT HOMep napTuun. PaclundpoBKa HOMepa yKasaHa Ha PUCYHKe 2.
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[Jarta okoH4YaHuA cpoka rogHocTu, Hanpumep 30, 31

--------- Mecsu nsrotosneHus, Hanpumep A (AHBrb),

MecsiL, OKOHYaHWa cpoka rogHocTu , Hanpumep 01 (AHBrb) - 12 (ekabpb)
04 OKOHYaHMA cpokarogHocTu, HanpumMep 2023,2024,

JatansrotosnieHuns, HanpumMep 01-31

.. L (dekabpb)

--------- op Bbinycka, Hanpumep 19 (2019), 20 (2020),...
PucyHok 2 - PacwimpoBka HoOMepa naptum

MapKupoBKa WHAVBUAYaNbHOW YNaKOBKN U3AeNns COAepXUT CnefyoLLyo UHPopmaLmio
(BKMKOYAA UHOPMALLMA Ha CaMOl YNakoBKe (OpUrMHaibHas MapKUpPOBKa) U CTUKEPE):

HanmeHoBaHme

W aeHTU(MKaumoHHbIA kog nzgennsa (Kog BapraHTa
UCTONHEHMA)

Kog naptum (LOT)
Howmep no karanory

JlaTa ncTeyeHNs CpoKa roAHOCTM

Pa3mep HaCOCHOT0 CErMeHT (BHYTPEHHUIA AnameTp X
LNHA)
O61beM 3anonHeHns

YCnoBHoe 0603HaYeHMe COBMECTVIMOTO 060pY/A0BaHNS
CUMBON «PaanaLmoHHas CTEPUIN3ALINS»

CUMBON «3anpeT Ha NOBTOPHOE NPUMEHEHNE»

CvmBon «OcTopoXHO! OBpaTUTECH K MHCTPYKLMN MO
MPUMEHEHUIO»

Cumson «He 1cnonb30BaTh NPY NOBPEXAEHNN
YMaKOBKU»

CUMBO/ «He COAIEPXKMT NaTeKc»

TemnepaTypHblii yanasoH
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KoMnneKT KpoBONPOBOAALLMX MarucTpanein ans
remogmanmnza A364R-V850R (REF: A364R-V850R-
GT), B cocTase;*

- MarucTpanb apTepyanbHas KpoBOMpOBOAALLASA
A364R;

- MarucTpasnb BeHO3Has Kposonposogsad V850R ¢
NPUCOEANHEHHON pacLUMPUTENbHOW TMHUER;

- MaruvcTtpanb ons 3ameLLaroLLero pacTsopa ¢
NPUCOEANHEHHBIM PELMPKYIALMOHHBIM
KOHHEKTOpPOM;

- PeLmpKynaUMOHHbIA KOHHEKTOP.

* KOHKpeTHbIi BapuaHT yKa3aH B KauecTBe npumepa

CODE

ILOTI
IREF}

S

PUMP SEGMENT (ID x Length)

PRIMING VOLUME
EQUIPMENT

STERILE R

A
®

n"-oc
W’
Ha ctukepe:
TpaHcnopTUpOBaTh Mpu TemnepaType oT +5 4o +
40+C.
XpaHnTb Npu Temnepatype oT +5 go +40 "C.



Cumson «bepeyb OT Bnaru»

CuMBON «He A0MNyCcKaTb BO3AENCTBUSA COMHEYHOTO
CBETa»

CUMBON «ANUPOTreHHO»

Mo npeanucaHnio Rxoniy

CopepxaHue branatos (4na maructpaneii: A146R-
V715R, A329R-V827R, A165R-V733R, A274R-
V785R-UNO, A316R-V814R, A3 I7R-V815R,
A196R-V764R, AI97R-V765R, A434R-VI14R).

He cogepxuT thtanatel (4ns marnctpaneit: A363R-

V849R, A364R-V850R, A365R-V851R, A366R- B

V852R)

WHthopmaumio OnpounssoauTene Mil

VHopmaumio OMecTe NPOM3BOLCTBA M3aeNNs «Hwunpo TannaHg KopropeiiwH JIHMHTea»Nipro

(Thailand) Corporation Limited

10/2 Moo 8, Bangnomko, Sena, PhraNakhon Si
Ayutthaya 13110, Thailand

Ha ctukepe: CaenaHo B TavnaHge

YNOMHOMOUYEHHbI NpeCTaBUTe b NPOU3BOANTENSA HA  YTNONHOMOYEHHbI NpeAcTaBUTENb NPOU3BOAUTENS

TeppuTopun PO Ha TeppuTopun P®: OO0 «KomnaHus «bruBu»
129085, r. Mocksa, Mpocnekt Mupa, g. 101, cTp. 1,
nom.17

He TokcuyHO He ToKCcU4YHO

MpvmeHeHe n3genus KoMnieKT KpoOBOMPOBOAALLMX MarucTpanei ans

remogunanusa npegHasHayveH ansa obecneyeHus
KPOBOTOKa BO BpemMs remoguannsa.

CBefleHVIs O PErncTPaLyOHHOM YA0CTOBEPEHUM PermcTpaLmoHHoe yaoctoeepeHns: Ne ot

NS TPAHCMOPTMPOBKM U3[ENNS YyNaKOBbLIBAOTCA B TPAHCTMOPTHYHO YNAaKOBKY M3 KapTOHa.
KonnuecTBo ynakoBoK B KOpo6Ke ykazaHo B Tabnumue 10.

WN3genune TpaHCNopTUPYETCA B rPynnoBoi ynakoBKe.

12. CooTBeTCcTBME CTaHAapTam Poccuinckoin defepauinm
roct ISO 8638-2012 «KomnnekT KpoBONPOBOAAWMX MarucTpanein Ansa reMoavann3aTopos,
reMo(hMNbTPOB Y FreMOKOHLIEHTPATOPOB. TexHUYeCcKue TpeboBaHNA U METOAbI UCTbITaHWUIA»
FOCT P M3K 62366-2013 «3aenuna meamumHckme. MpoeKTMpoBaHe MeAULUMHCKUX M3AENNI C YHETOM
3KCNNyaTauMoHHOW MPUrogHOCTM»
FOCT 1SO 11607-1-2018 “YnakoBKa A1 MEAULMHCKMX W3AENWA, NOANeXalimX QUHULLIHON
crepunmsaymm. Yactb 1 TpeboBaHusi K MaTepuanam, 6apbepHbIM CUCTEMaM A8 CTepunmnsaumm u
YNaKoBOYHLIM cucTteMam”
FOCT 1SO 11607-2-2018 “YnakoBka [ MEAULUMHCKMX W3LeNWiA, NOAMeXawmX (QUHULLHON
crepunusaumn. Yactb 2. TpeboBaHWS K BaMAaLMmn NpoLeccoB POpMMpoBaHns, repMmeTusauum n c6opkm”
FOCT EN 556-1-2011 «CTtepunusauma MeauLMHCKUX n3genuii. TpeboBaHWs K MeAVLMHCKUM U3LeNnaMm
Kateropum "cTepunbHble”. YacTb 1 TpeboBaHWA K MEAULIMHCKAM W3AenusaMm, NOASexalyM (QUHULLIHOR
cTepunnsadnmn»
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roct P NCO 15223-1-2020 «M3genms MeguumHckme, CUMBOSIbI, MPUMEHSEMbIE NMPX MapKUPOBaHUW Ha
MEAULMHCKMUX U3AenusaX, 3TUKETKaX W B COMPOBOAMTENbHOM AOKyMeHTauuu. Yactb 1 O6wme
TpeboBaHWs»

FOCT 31214-2016 «W3genms  meguumHcKkue.  TpeboBaHMs K obpasuam M [OKYMEHTauuu,
NpeacTaBnsieMbiM Ha TOKCMKOMOTMYECKME, CaHWUTapPHO-XMMWYECKME WCCNeA0BaHMA, WCTbITaHUA Ha
CTEPUNBHOCTb U MUPOrEHHOCTLY;

FOCT P 52770-2016 «W3genns wmeguumHckue. TpeboBaHus 6e30macHOCTW. MeTodbl CaHWUTapHO-
XUMUYECKMX 1 TOKCMKONOTMYECKMX UCTbITAHNIA;

FOCT 31209-2003 «KoHTeilHepbl AN KPOBM W ee KOMMOHEHTOB. TpeboBaHMSi XMMUYECKOA W
6110N10rMYecKoin 6e30NacHOCTM U METO/IbI UCMbITAHNIA,

FOCT ISO 10993-1-2011 «W3penuna meamumHckue. OLeHKa 6MOM0rMyeckoro AeicTBUsS MeaULIMHCKNX
m3genuin. Yactb 1 OLeHKa U NCCNeaoBaHns;

FTOCT P WNCO 10993-2-2009 «W3genmst  meanupmHckne. OLleHKa  OGMONOrMYecKoro  AeiCTBumS
MeAVLMHCKMX n3aenuia. YacTb 2. Tpe6oBaHMS K 06paLLEHNIO C XKUBOTHBIMUY;

FOCT 1SO 10993-4-2011 «W3genms MegmuuHcKme. OueHKa B1M0M0rMyeckoro AencTems MeauLMHCKMX
nsgenunii. Yactb 4. VccnefoBaHns U3fenuid, B3aMOLENCTBYOLLMX C KPOBbHOY;

FOCT ISO 10993-5-2011 «W3genus meguumHckve. OueHKa 61MON0rMyYecKoro AecTBUA MeAULIMHCKMX
n3genwnia. Yactb 5. MiccneoBaHns Ha LMTOTOKCUYHOCTb: METOABbI in Vitroy;

FOCT ISO 10993-10-2011 «W3genusi meguumHckue. OueHKa 61MoNorMiyeckoro AecTBms MeANLMHCKNX
n3gemnmii. Yactb 10. ViccnefoBaHns pasapakatowero 1 CEHCUOWIN3NPYIOLLIEro AeCTBUA»;

FOCT ISO 10993-11-2011 «W3genms megmumHckme. OueHka 610N0rM4eckoro AencTemng MeauLMHCKNX
nsgenuin. Yactb 11. NccnenoBaHns 06LLETOKCUYECKOTO AENCTBUSAY;

FOCT ISO 10993-12-2015 «M3genms megmumHckme. OueHka 61onormiyeckoro AeicTBms MeauLMHCKMX
nsgenuia. Yactb 12. MpurotoBneHe Npod 1 KOHTPO/bHbIE 06pasLbI»;

"ocypapcTeeHHas thapmakones PO OPC. 1.2.4.0005.15 «IMMpOreHHOCTb»,

MHO & 14.1:2:4.139-98 «KonnyecTBEHHbI XUMUYECKMIA aHann3 Bod. MeToanKa U3MepeHnin MacCoBbIX
KOHLeHTpauuin kobanbTa, HUKeNs, Meau, LUMHKa, XpoMa, MapraHua, Xenesa, cepebpa, kagMus 1 CBUHLA B
npo6ax MUTLEBbLIX, MPUPOAHbLIX U CTOYHbIX BOJ METOAOM aTOMHO-a6COPOLMOHHON CNEKTPOMETPUM;

MY 4628-88 «MeToauyeckre ykasaHWA MO ra3oxpomMarorpamyeckoMy OnpefeneHnt0 OCTaTOUHbIX
MOHOMEPOB 1 HENONMMEPU3YIOLLMXCA NPUMECER, BbILENSIOWMXCA U3 MOMMCTUPOSbHBIX NNaCTUKOB B
BOZe, MOAENbHbIX Cpefax v MULLIEBLIX NMPOLYKTaxX»;

MYK 4.1.650-96 «MeToanyeckue yKasaHWA MO rasoxpoMaTorpauuyeckomy OnpefeneHnto aLleToHa,
meTaHosna, 6eH3ona, Tonyona, 3TUNGeH30Ma, MeHTaHa, 0-, M-, M-KCWMOMa, rekcaHa, OKTaHa W [ieKkaHa B
BOJE»;

MYK 4.1.653-96 «MeTognyeckme yKasaHMS MO peakUMOHHO-XpoMaTorpatmyeckoMy OrpeaeneHunto
thopmaibaernaa B Boe».
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MPNNOXEHWE 1
CxeMa BHELUHero BMaa KpoBoNpoBOAALLMX MarncTpanei, Ha npumepe KoMnaekTa
KPOBOMPOBOAALLMX MarucTpanei ana remognanmsa A146R-V715R

Al46R

V715R
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CxeMma BHELUHEro BMa KpoBoNpoBOAALLMX MarnucTpanein, Ha npumMmepe KOMMiaeKTa
KpPOBOMPOBOAALLMX MarucTpanei gna remognannsa A165R-V733R

A165R

V73W
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Cxema BHeLUHero BMaa KpoBOMpoBOAALLMX MarucTpasen, Ha npruMepe KOMMeKTa
KPOBONPOBOAALMX MarucTpanein gns remoamanmsa A196R-V764R

Al196R

V764R
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CxeMma BHELLHero Buja KpoBOMPOBOAALLMX MarucTpanei, Ha npumepe KOMMIeKTa
KpOBOMNPOBOAALWMX MarucTpanein ona remoamnanmsa A197R- V765R

A197R
MnacmxoBas wna JnHy» eonnHero pacteopa {1)
-Cnait C COM»«0« WHDYyLl HH«AN
FenapuHoBas NMNHUA
MnactmoBasa urna MopT gnia HH ectW
-Cnaii*" ¢ tonnamHpm
Konnavioc aalumbbiii e
coefuHeHviem My*P Jlo* JInHua BoHTpons (2> \  Bessylukas noeypka {2)

MaruncTtpanb gng 3amewarLlWero pacTteopa

JInHus consiHoro pacteopa (4)

Hacoc”™ii oeryeHT(2) n " MopT ANA NHbEKUMIA

— TN e — Lbrz— A -

V765R

JInHMA consiHoro JIHWA perynupoBxu Bo3ayxa (2)
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Cxema BHELLHEro Buja KpoBOMNPOBOAALWMX MarnucTpanein, Ha npumepe KOMMNaeKTa
KPOBOMPOBOAALLMX MarncTpanein ana remognanmsa A329R-V827R

A329R
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Cxema BHeLUHero B1Maa KpoBOMpPOBOAALLMX MarucTpanen, Ha npuMepe KomnaekTa
KpPOBOMPOBOAALLMX MarnucTpanein gna remoguanmsa A316R-V814R

A316R

rw MuHun g n«onor=*lecosre
-0 -C3 F*nqg»

Ceiim ccaTmom [y y»
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Cxema BHELLUHEr0 BMAa KPOBOMPOBOAALLMX MArncTpanei, Ha npuMepe KoMniaekTa
KPOBOMPOBOAALLMX MarucTpanei ana remognanmsa A317R-V815R
A317R
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Cxema BHELUHero B1ja KpoBONPOBOAALLMX MarncTpanei, Ha npumMmepe KOMMiekra
KpPOBONPOBOAALLINX MarucTpanein gnsa remogmanusa A363R-V849R

A363R

V849R

n
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Cxema BHELUHero BMa KpoBONpoBOAALLMX MarnucTpanein, Ha npumepe KOMNiaeKTa
KPOBOMPOBOAALLMX MarucTpanei ana remognanmsa A364R-V850R

A364R

V850R
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Cxema BHELUHero Bnga KpoOBONPOBOAALLMX MarncTpanei, Ha npuMepe KOMMNekTa
KpPOBOMNPOBOAALLIMX MarucTpanein ana remoananmsa A365R-V851R

A365R

V851R
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Cxema BHELUHero BMa KpoBOMpoBOAALWMX MarnucTpanein, Ha npumepe KOMMeKTa
KPOBOMPOBOAALLMX MarucTpanein ana remoanannsa A366R-V852R

A366R
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Cxema BHELLHEro Buja KpoBoMpoBOAALWMX MarucTpanei, Ha npumepe KOMMeKTa
KpPOBOMPOBOAALLMX MarucTpanein ana remogunanmsa A274R-V785R-UNO

A274R

r8nu»1tOM)1 fmrf»

Oor

V785R-UNO
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Cxema BHeLLHero BMa KpoBOMpPOBOAALLMX MarucTpasnen, Ha npumepe KoOMiekTa
KpPOBOMPOBOAALWMX MarucTpaneit gna remognanusa A434R-V914R

A434R
PfejWwpCyfWg»0«ilMWIOH k cTop
m>u|x)n««caro pacracta (1) cptopon» (1>
r | /r ronactHomMs NumM»
McpTana
I l=:=mm:N11b-="n
OT nad««Kkrs \ Haooofcip c«rwe*a (1)
Kamn>wTtopy
1A — JIMHWA usnoTIOrMMMcoTa
BOASAYLLOS MOLLYMU fi)j nu  p*cTiop«l?)
a Ll = = = = A = = = d
fiwiiiw KoHTpons (2\,
V914R
JInHus ursnononmeocoro
pact*op4(4) N JInHua dusmono*um«caoro pacteopa (5)

1 i>=fe=|
Hacoctw s«rw»T '2)

Lf — ot
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NMepeBon C aHFAMMNCKOTO M ANOHCHOTO A3bIKOB Ha PYCCKUIA A3bIN

MPNNOXEHWNE 2

TexHn4yeckad CI'IeLI,VIdDI/IKaLI,I/IFI
Tabnuua 1- MaTepmanbl OCHOBHbIX COCTaBHbIX YacTeil n3genus

CocTaBHas 4acTb Martepnan*
JNInHna perynnposku Bo3gyxa NONIMBUHUNXNOPUL
JNInHns hmsnonornyeckoro pacTsopa NONIMBUHUNXNOPUL
NTnHna KoHTpons NONIMBUHUNXNOPUL
enapuHoBas nMHUA NMONMBUHUNXNOPUS
HacocHbIli cermeHT MOMMBUHUNXNOPUL
PaclwupuTenbHas NnMHUA MOMMBUHUNXNOPUL
MarucTpanb A5 3amelLatoLLero pacteopa MoV BUHUNXTOPUA
PeuunpKynaLMOoHHbI KOHHEKTOP NoANNPONUIIEH
Konnayvok 3aluTHbIl ¢ coeguHeHnem Jlyap

Nok nonuMnponuieH
Pa3beM gnanusatopa ¢ KpblwKoi

BosgyuwHas noByLuka NOSIMBUHUNXNOPUL

MopT ANs MHbLEKLWIA

aKpUNOHUTPUN-ByTaaneH-
cTMpon

T-knanaH

MeLLOK ApeHaXHbI MONVBUHUNXIOPUA

aKpUNOHWUTPUN-6YTaNEH-
cTupon

Wrna nnactukoBaa «Cnaik»

*®TanaTbl BXOAAT B COCTAB MaTepuana NnoNnBUHUAXN0pPULA
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>93t>1t<C>Q MO pyccKu i

Tabnuua 2 - Macca-rabapyTHble XapakKTEPUCTUKM YMaKOBKM C U3AEMEM

BapVIaHTbI MNCNOTHEHNA

Al46R  A329R AI65R A316R A317R  A363R A364R A365R A366R Al96R AI97R  A274R-  A434R
. V785R-

V7I5R  V827R V733R V8l4R VB8I5R V849R V849R VB51R VB852R V764R  V765R UNO VII4R
a6apuTHbIE pasmepsbl:

VHavBuayanibHas 250x320 mm

YNakoBkKa, (£ 5%)

abapuTHble pa3Mepbl:

Kopobka, (+ 5%) 520x430x250 Mm

O6Lymit BeC KOpOGKY 8.28 815  9.34 9.15 8.54 8.27 7.91 9.02 888 8.22 8.89 9.22 9.49

(kr), (£ 5%)
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MexaHuuyecKkune xapakTepucTUKu
MarucTtpanu Komniekra:
- TepMeTUYHbI NPY U36bITOYHOM [aBNeHU BO BHYTPEHHER NonocTu, npesbllatoLiem B 1,5 pasa

MaKCMMasibHOE 3HavyeHWe 4aBfieHuns, yCTaHoBeHHoe nusrotosmutenem 600 mm pT.cT X 1.5 = 900
MM pT.cT= 1.223 Krc/em?

- TepMeTMYHbI NPXU BaKyyMMeTPUYECKOM [1aB/IeHUN BO BHYTPEHHel nonoct MuHyc 200 Mm
pT.CT.

HacoCHbIl CerMeHT MarucTpanyt 06ecrneymBaeT HeMpPepPbIBHbI PEXUM paGoThl B TeueHue 24 4
MPU HaUXyLWKUX YCIOBUAX IKCNAyaTaLuu.
MpucoeavHNTENbHbIE pa3Mepbl AeTasnei, 06ecreunBatoLLMX CoeUHEHE MarucTpanei ¢

remoanann3aTopom, reMo@unbLTPOM NN reMOKOHLEHTpaTopom cooTeeTcTBYOT TOCT ISO
8638-2012. (cm puc 1-3).

PrcyHok 1 - OCHOBHbIE NMPUCOEAUHNTENbHbIE Pa3Mepbl AeTanei, 06ecneynBaroLLMX CoeuHeHNE
MarucTpaneit ¢ reMoanan3aTopom, reMounLTPOM U FTEMOKOHLEHTPATOPOM

PVUCYHOK 2 - [1N1MHa KOHYCHOTO CONPSXXeHUs AeTaneid, 06ecneunBatoLMx COeaNHEHNE C
KpOBONPOBOAALLEN NONOCTbIO
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(96.53}

L

96.C0S1

»6.502Jacs

*kk)

&4

PUCyHOK 3 - [leTann KOHUYECKUX NPUCNOCOGNeHN ¢ 6%-HbIM KOHYCOM A1 KOHTPONS
COEAVHEHUs C KPOBOMPOBOASLLE MONOCTbIO FeMOAMann3aTopa, reMopunbTpa unm
reMOKOHLeHTpaTopa

Bce a1eMeHTbl KpOBOMPOBOAALLUX MarucTpanei, npegHasHaueHHble 415 UCNO/b30BaHUSA C
BCNOMOraTesibHbIMU YCTPOMCTBAMU, HANPUMEp renapuHOBbIE IMHUN U IMHUW AaTYNKOB
[laB/leHNs, OKaHYMBAKOTCS Pe3bb0BbIM COeJMHEHNEM BHYTPEHHUM KOHYycoM 6% (Jlyep)

VNHBEKLMOHHbIE Y3/bl, BXOAALLME B COCTaB Maructpaneid KOMNAeKTa, COXpaHsoT
repMeTMYHOCTb MOC/e NPOKaibiBaHWUA UTNOMN.

dun3nyeckne xapakTepUCcT KN

BapuaHThbl Pasmep HacocHOro O6bembl Konunuectso
ncnonHeHns cermeHTa (Mm) 3anonHeHus NHANBUAYaNbHBIX
ana 100-300 mm. £15 Mm (Mn1) £20%. YMNaKoBOK C U3fenvem
an1a 301-500 mm. £25 MM B KOPOOKe (LT)
Al46R-VT715R 8.0x12.0x240 133 24
A165R-V733R 8.0x12.0x326 169 24
A196R-V764R 8.0x12.0x234 191 20
Al197R-V765R 8.0x12.0x234 192 18
A329R-V827R 8.0x12.0x350 126 24
A316R-V814R 8.0x12.0x350 156 24
A317R-V815R 8.0x12.0x240 rno 24
A363R-V849R 8.0x12.0x233 132 24
A364R-V850R 8.0x12.0x233 132 20
A365R-V851R 8.0x12.0x233 231 20
A366R-V852R 8.0x12.0x233 231 18
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A274R-VT785R-UNO
A434R-V914R

8.0x12.0x350

8.0x12.0x310
MpefenbHOe 3HaYeHWe faB/ieHUs BHYTPWU KOHTYpa, -200 MM pT. CT. - +600 MM pT. CT

171
153

24
20

Ha KaXaoi nHaMBuayanbHOW MapKMPOBKe YKa3aHbl COBMECTUMbIe 060pyf0BaHuUS (Tabn.4)

Tabnuua 4 - CoBMecTuMoe 060pyfoBaHue (He BXOAUT B KOMMIEKT NOCTaBKM)

BapuaHT
Ne WCMNOMHEHNSA
Al46R-
1 V715R
Al65R-
2 V733R
AI96R-
3 V764R
A197R-
4 V765R
A329R-
5 V827R
A316R-
6 V814R
7 A317R-
V815R
A363R-
8 V849R
A364R-
9 V850R
A365R-
10 V85IR
A366R-
1 V852R
A434R-
12 V914R-GT

YcnosHoe
00603Ha4YeHne Ha

ynakoBKe KoMnnekTa

marucTpaneii

SURDIALS55PLUS
FOR B.BRAUN
DIALOG
FORNIKKISO
DBB-03/DBB-
05/DBB-07 HD DN
FORNIKKISO
DBB-07 ON LINE
HDF
UNIVERSAL 1
BLOOD LINE

UNIVERSAL LINE

SURDIALS55PLUS

SURDIALXHD
DIF

SURDIALXHDF

SURDIALXHD SN

DIF
SURDIALXHDF
SN

HDF DN FOR

B.BRAUN DIALOG
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Mpown3soauTens
060pyaoBaHus
Nipro Corporation,
AnoHna

B. Braun Avitum
AG, NepmaHns

NIKKISO Europe
GmbH, MepmaHus

NIKKISO CO.,
LTD, AnoHwna
Nipro Corporation,
AnoHua

000 «3aBof
[nsat», Poccums
Fresenius Medical
Care AG & Co.
KGaA, NepmaHns
Bellco S.r.l.,
Wtanna

B. Braun Avitum
AG, 'epmaHus
Nipro Corporation,
AnoHna

000 «3aBop
[n3at», Poccus
Fresenius Medical
Care AG & Co.
KGaA, NepmaHus

Bellco Sr.l.,
Utanna

B. Braun Avitum
AG, N'epmaHus
000 «3aBof
[un3at», Poccus
Nipro Corporation,
FAnoHua

Nipro Corporation,
FAnoHus

Nipro Corporation,
AnoHus

Nipro Corporation,
AnoHna

Nipro Corporation,
AnoHua

B. Braun Avitum
AG, MepmaHus

MNepeyeHb
mogeneit
060pya0BaHus
Surdial 55,
Surdial 55 Plus

Dialog, Dialog +
DBB-03, DBB-
05, DBB-07

DBB-07

Surdial 55,
Surdial 55 Plus
Manaxut
4008S,4008B
Formula, Formula
2000, Formula
2000 plus
Dialog, Dialog +
Surdial 55,
Surdial 55 Plus
Manaxut
4008S, 4008B
Formula, Formula
2000, Formula
2000 plus
Dialog, Dialog +
Manaxut
Surdial 55,
Surdial 55 Plus
Surdial X
Surdial X
Surdial X

Surdial X

Dialog, Dialog +

Mpoueaypa
"emoguanuns

Memognanus

"emoguanus

Memogmanms n
"emoguamabTpaums
OH NaiiH

Memogmanus n
lemogmanuns

Memoguanus

"emoguanus

"emoguanns
["emopgnanus
["emopgnanus

["emopgnanums

Memopgnanus

"emogmanus
"emopgmanus
"emognanus
"e.mognanu3
"emogmadunbTpaums

OAHOWIoNbHbIl
reMoguianms
OpHouronbHas
remoguamnbTpaums
emoguanns n
emogmatnnbTpaLms
OH faiH



A274R-
V785R-
13 UNO

UNIVERSAL 3
BLOOD LINE
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Nipro Corporation,
AnoHuA

000 «3aBop
An3aTt», Poccma
Fresenius Medical
Care AG & Co.
KGaA, lNepmaHus

Bellco S.r.1.,
NTanua

B. Braun Avitum
AG, l'epmaHus

Surdial 55,
Surdial 55 Plus

ManaxuTt

4008S, 4008B
Formula, Formula
2000, Formula

2000 plus

Dialog, Dialog +

emognanus

Femoguanns

Femogvanns

Femogvanns

emognanns



PerncTpaumnoHHblii Homep: 2175-2021

HOTAPMANBHOE CBUAETE/NILCTBO

HacTtoswmum noatBepXaaro, 4to r-H Xwucatokm MTO, ynonHOMOYEHHbIA MNpeacTaBUTENb r-Ha
Vowwnkn HATACABA, reHepantHoOro gupekropa [lenaptaMmeHTta no sonpocam MeLULWHCKOro
yperynupoBaHusa LleHTpasbHOro Yy4ypexpgeHus Mo KOHTPO/0 KayecTsa W COOG/MIOAEHUIO
HOPMAaTMBHbIX Tpe6osaHuit KomnaHum «HUMPO KOPMOPEWLLIH», noatsepaun B MoeMm
NPUCYTCTBUM, UTO YNOMSIHYTbIA T-H Mowukn HATACABA npusHaeT ce6s NULOM,
MOANMCABLUUM MpUiaraeMblii JOKYMEHT.

[JatuposaHo cerofHs, 12 Hosopa 2021 .
/nognuce/

CroHgsn TAMAKN
Hotapuyc
Btopo no npasoBbIM Bonpocam r. Ocaka
XupaHo-matn 2-1-2,
paiioH Ttoo, Ocaka, AnoHus

/nevats/
Btopo no npaBoBbIM Bonpocam r. Ocaka

HOTAPNYC
XupaHo-MaTn 2-1-2,

palioH Ttoo, Ocaka, AnoHmA

CBUAOETENBCTBO

CBUAETENLCTBYETCS MOAMHHOCTL NOANMCH, MOCTaBEHHOM HOTapuycoM Btopo Mo NpaBoBbIM BOMPOCAM

r. Ocaka, a TaKxxe NMog/IMHHOCTb OTTUCKA ero neyaru.

12 Hos6ps 2021 T.

HauanbHrk Btopo no npaeoBbIM Borpocam . Ocaka Cyruypa ToKyxwpa

MevaTb: HauanbHWK Bopo Mo NpaBoBbIM Borpocam . Ocaka
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AMNOCTWU/b
(Faarckast KOHBEHUMS OT 5 oKTA6pa 1961)

1 CtpaHa: ANOHWNA
HacTosAwmnii opmymanbHbIin LJOKYMEHT
2. nognucaH CroHA3nm TAMAKN
3. fiecTBYIOLWMM B KayecTBe HOoTapuyca bopo no npaBoBbiM Borpocam Ocaku

4. ckpenneH nevatbto/wTtamnom CroHasn TAMAKWN, HoTapuyca

YaocToBepeH
5. B Ocake 6. 12 Hosi6psa 2021 .
7. MUHNCTEPCTBOM UHOCTPaHHbIX fen
8. 21-Ne 010159

9. Meuyats/ wWramn: 10. Mognuck (nognuck)
MWHNCTEPCTBO MHOCTPAHHbLIX fen dykyTaHn Kauymu
AnoHun OT MeHNn MUHUCTPA NHOCTPAHHbBIX Aen
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MepeBog LaHHOMO TEKCTa CAenaH MHOW, NepeBogYNKOM YepHocnToBbIM CepreeM
NropbeBnyem.

NnoANuchb

Poccuiickas ®eaepayms
Mopog Mocksa
[eBATHaALAaTOro HosA6ps ABe ThiCAYM [BajLaTb NEPBOro roga

A, Bepemuii KOnuns NropesHa, BpEMEHHO UCMNOJHAKOLWAA 0643aHHOCTN HOTapuyca ropoja
Mocksbl  Kopcuk Mapun  AnekcaHfpOBHbl, CBWUAETENbCTBYIO  MOASIMHHOCTL  MOANUCU
nepesofunka YepHocutosa Cepres Viropbesnya.
Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JInyHoCTb NognucasLLIEro AOKYMEHT YCTaHOB/IEHa.
3aperucTpuposaHo B peectpe: Ne 77/2139-H/77-2021-
YnnayeHo 3a COBEpLUEHME HOTapuanbHoro geinctemsa: 400 py6. 00 kon.

NoANMMCb

HO.N. Bepemuii
MepboBas neyatb Mep6oBas neyatb
HoTapuyca r.MockBbl  HC™nyca r.MockBbl
Kopcuk M. A. Kop'

Bcero npowHypoBaHo, NPOHYMepoBaHO
1 ckpenneHo nevatbto  Q-j  nwmct(a)(oB)

Bpvo HoTtapuyca

noAnuch

PoccHiickas Pefepauys
["opog Mocksa
[JesATHagLUaToro Hosabps fiBe ThiCAYM fBafLaTb NepBOro roga
1ropesHa, BPEMEHHO MCMOMHAIOLAsA 06513aHHOCTM
)otapW)("a ropoga btamebl Kopemk Mapun AnekcaHApOBHbI,
CMMNeTANLCTBY” BeM0%> KOMHW C NpefCcTaBNeHHOro MHe JOKYMeHTa.
Ne77/2139-n/77-2021-

apuanbHoro AciicTans:37/0py6. 00 kon,.

0. N. Bepemuii

Bcero npowmTo, N 3HyMepoBaHO, CKPEN/eHOo
neyartbto 1 c1(a)

Bpno HoTapuyca
HO. N.Bepemnii
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