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company that the said documentis an original document signed by Mr. Mike
Costello as Director.

SIGNED and seal e aforesad on ®®September
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The information specified in this addition to Instructions for Use for use is o f priority on the
territory o fthe Russian Federation,

1 MEDICAL DEVICE NAME

Reveos NLR Set:
1. Whole blood bag - | unit.

2. Transfusable platelet unit bag - 1 unit.
3. Plasma bag - 1 unit.

4. Red blood cell bag - 1 unit.

5. Residual leukocyte bag - 1 unit.

6. Sample/diversion bag - 1unit.

7. Needle “ 1unit.

8. Needle injury protector - 1unit.

9. Sample tube holder/luer adapter - 1 unit.
10. Cross-connector - 1 unit.

11. Organizer - 1unit.

12. Y connector-2 units.

13. Blue clamp-2 units.

14. CLIKTIP frangible connector - 3 units.
15. White clamp - 1 unit.

May hereafter be referred to as Reveos NLR Kit, Reveos NLR Set, Product.

2 INFORMATION ON MANUFACTURERS OF THE MEDICAL DEVICE

Terumo BCT, Ltd.
Legal Manufacturer Old Belfast Road, Millbrook, Lame, BT40
2SH, United Kingdom
Terumo BCT, Inc.
10811 W. Collins Avenue
Developer Lakewood, Colorado 80215, USA
Tel:+1 303 231 4357
Fax:+1 303 542 5215
Terumo BCT Vietnam Co., Ltd.
Long Due Industrial Park, Long Due
Commune, Long Thanh District, Dong Nai
Province, Vietham
Terumo Russia LLC
123112, Moscow, Testovskaya str., 10,
Floor/premise/office 13/1/5
TEL +7-495-988-47-40
FAX +7-495-988-47-39
E-mail: Anna.Sabirova{2lterumobct.com

Manufacturing Facility

Representative office in Russia:

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



Reveos NLR

3 INTENDED USE

The Reveos NLR is intended to collect a unit of whole blood and process the unit on the Reveos
device, producing blood components.

Scope

Taking, processing ofblood into components, component storage and transfusion after processing.

4  FUNCTIONAL CHARACHTERISTICS

4.1 Indications
The Reveos NLR bag set is designed for the preparation and processing of a unit (dose) ofwhole
blood in the Reveos automated blood processing system in order to obtain hemocomponents.

4.2 Contraindications
There are no known contraindications.

4.3 Conditions of use

This product can be used by qualified medical personnel for the collection of whole blood (i.e.
phlebotomist, nurse, doctor). After whole blood collection, trained blood center personnel will
process the whole blood using the Reveos Automated Blood Processing System.

Whole blood collection using the Reveos NLR can occur at different locations as per the
customer’s operating procedures. The collected whole blood set should be stored and transported
under temperature-controlled conditions as per the customer’s standard operating procedures.
Processing of the collected whole blood contained in the Reveos NLR occurs in a laboratory
environment/setting.

The blood bag set is no longer sterile if any of the following conditions occur:

* You disconnect the sample/diversion bag before you seal the sample/diversion line.

* You remove blood samples before you seal the sample/diversion line.

* The integrity of the set is compromised for any reason.

Manage the blood bag set according to your institution’s standard operating procedure (SOP).

5 PRINCIPLE OF MEDICAL DEVICE OPERATION

The Reveos Automated Blood Processing System with which Reveos NLR is used is an
automated blood component separation system that uses centrifugal force to separate one to four
units ofwhole blood simultaneously into two (red blood cells and plasma) or three (red blood cells,
plasma and platelets), components from each unit of whole blood.

General description o fhow the Reveos system works:
First, whole blood is collected from a donor into the whole blood bag set of a Reveos NLR.

Next, the operator loads the whole blood bag set from the Reveos NLR in the centrifuge bucket of
the Reveos device. The other product component bags from the Reveos NLR are placed, with the
labels facing towards the operator, in the blood bag component holder of the Reveos device. Once
in place, this allows for routing of the cross connector and the tubings for whole blood, platelets.
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plasma, and residual leucocytes through the defined channels and valves in the centrifuge loading
assembly.

When less than four blood bags are processed at one time, the operator loads counterweight bags
until all four centrifuge buckets are filled.

The operator can select either a 2-component procedure or a 3-component procedure using the
Reveos System Manager or the touch screen display on the Reveos device. The operator will input
all the information required by the blood bank’s standard operating procedures before the
separation process can begin.

A “2 component” procedure will result in the separation of whole blood into red blood cells and
plasma and a residual product. A “3 component” procedure will result in the separation of whole
blood into red blood cells, plasma and platelets.

Once the procedure has been set up correctly, the operator can start the processing run. The Reveos
device uses standard centrifugation methods to separate the whole blood into distinct components
of differing density (red cells, plasma, leucocytes, and platelets).

There are 3 main steps:

Step 1LCENTRIFUGATION

When the procedure starts, the rotor begins to spin. The whole blood will be separated into different
component layers based on the density by centrifugal force.

Step 2 EXPRESSION

After the whole blood has been centrifuged and separated into components, the hydraulic bladder
fills with hydraulic fluid to express the components into their respective product bags.

Sensors in the centrifuge bucket and in the centrifuge loading assembly at the top of the rotor
identify the interfaces between the various components. Valves will open and close at appropriate
times during expression to route the blood components to their respective product bags depending
on the protocol.

This step is repeated for each ofthe other loaded whole blood units.

Step 3 SEALING
When expression is complete, the valves will seal the lines to the product bags.
When the processing is complete, the outer lid of the Reveos device opens automatically.

The operator removes the product bags from the Reveos device.

6 Design and appearance ofthe device

6.1 Opportunities and ways of integration with other medical devices

The Reveos NLR Set is directly compatible with the Reveos Automated Blood Processing System
(Ne RZN 2017/5338 from 08 february 2017 year). The Reveos NLR has also been validated for
use with the Reveos Platelet Pooling Set. There are no other known compatible medical devices.
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ReveosNLR in a bae (unopened®

The Reveos NLR is a CPD/SAG-M Blood Bag Set without an RBC Leukoreduction Filter. The
set has been validated for use with the Reveos System. It allows the collection ofwhole blood and
storage of the blood components in their respective blood component bags after processing the
whole blood on the Reveos System. The Reveos System is an automated blood component
separation system that uses centrifugal force to separate one to four units of whole blood
simultaneously into two (red blood cells and plasma) or three (red blood cells, plasma and
platelets), components from each unit of whole blood. To create a clinically transfiisable dose of
platelets, multiple units of processed platelets are pooled together. It is a steam sterilized, single
use disposable set. The set consists of a needle connected to a sampling bag and a whole blood
collection bag (including 63 mL CPD solution) used in the collection 0 f450 mL whole blood from
blood donors. The whole blood bag is connected via a cross connector tubing to the plasma bag,
platelet bag and residual leukocyte bag. The whole blood bag is also connected via tubing to the
Red Blood Cell bag (including 100 mL SAG-M solution).

6.2 Specifications for the integrated solutions

The following solutions are NOT considered medicinal substances in the current intended use for
collection and preservation of whole blood and blood components. The amount of solutions is
calculated strictly for preservation of blood or blood components.

> SAG-M Solution

This solution is a red cell additive solution for preservation of red blood cells during storage.
The red blood cell bag holds 100 mL of Saline Adenine Glucose - Mannitol (SAG-M) solution.

Master Formula - Batch Contents to 1000 liters of SAG-M Solution:

IX'scriplion Mass (kg)
Adenine PhEur 0.169
Mannitol PhEur 5.25
Sodium Chloride PhEur 8.77
Dextrose Anhydrous PhEur 8.18
Water for Iniection PhEur up to 1000 liters
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> CPD Solution
CPD solution is an anticoagulant solution intended to prevent coagulation of whole blood
and blood components in the disposable set. This solution is NOT intended for direct infusion
to a donor or patient.
The whole blood collection bag holds 63 mL of Citrate Phosphate Dextrose (CPD) solution.
Master Formula - Batch Contents to 1000 liters of CPD Solution:

Dcscriplion

Monobasic sodium phosphate (monohydrate) PhEur

6.3 Information of marking and packaging

Citric Acid Anhydrous PhEur
Dextrose Monohydrate PhEur

Sodium Citrate PhEur
Water for Injection PhEur

Mass (ky)
2.22
2.99
255
26.3
up to 1000 liters

Products supplied in packing marked with the following information:
- device name and reference number;
- LOT ofthe product;
- logo and address ofthe manufacturer;
- Information about sterile;
- Number of products;
- expiry date;
- and other information and symbols.

Symbols:

Indicates the product quantity.

Indicates the manufacturer’s batch
code so that the batch or lot can be
identified.

Indicates a non-pyrogenic fluid
pathway.

Indicates a medical device that is
intended for one use, or for use on
a single patient during a single
procedure.

Indicates the medical device
manufacturer.

Indicates that the  product
packaging complies with

European Directive 9®62~C for
packaging and packaging waste.
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REF

Indicates the date after which the
medical device is not to be used.

Indicates the manufacturer’s catalog
number so that the medical device can
be identified.

Indicates the presence ofa sterile fluid
path. The method of sterilization is
steam.

Indicates a medical device that is not
to be resterilized.

Indicates the date when the medical
device was manufactured (or
sterilization date, if the product is
sterile).

Indicates that the product contains
phthalates, specifically Di(2-
ethylhexyl) phthalate (DEHP).
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X

CPD

Indicates a medical device that

needs protection from light
sources.
Indicates the range of

temperatures to which the device T
can be safely exposed.

Indicates the correct upright
position of the transport package.

Indicates that the user should
consult the instructions for use.

Indicates that the product should
not be used if the package is
damaged.

Indicates a donor needle. U 3L

Indicates the nominal volume of
the blood container.

Indicates the target whole blood
collection volume.

Indicates a plasma bag.

Indicates anticoagulant solution.

CE

Indicates a sampling site.

CPD-63 ml

100 mI-CPD

Acidum citricum (anhydr.) 0.299
Rlatrii citras (dihydr.) 2.63 g SAG-M
Mononatrii phosphas (Monohydr.)

0.222 g

Dextrosum (monogydr.) 2.55 g

Agqua ad ingiectabilia g.s. 100 ml.
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Indicates a medical device that needs
to be protected from moisture.

Indicates that the contents of the
transport  package are fragile;
therefore, it shall be handled with
care.

Indicates that the transport package is
not allowed to be vertically stacked
beyond the specified humber.
Indicates that the product should not
be used if the product, its sterile
barrier system, or its packaging is
damaged or shows any signs of
deterioration.

Indicates that the product should not
be vented.

Do not remove the end caps from the
set.

Indicates the length of time within
which the product must be used after
the packaging is opened.

Indicates a whole blood bag.
Indicates a red blood cell bag.
Indicates a processing container.

Indicates additive solution.

Indicates that the product was
manufactured in accordance with
Annex Il of the European Council
Directive, 93/42/EEC, as amended.

SAG-M-100 ml

100 mI-SAG-M

Natrii chloridum 0.877 g
Adeninum 0.0169 g

Dextrosum (anhydr.) 0.818 g
Mannitolum 0.525 g

Agqua ad ingiectabilia g.s. 100 ml.
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Labeling

Projectofthe labeling in Russian language
Project of the labeling in Russian language for the foil packaging

KomnnekT mMellkoB ana Kposu Reveos NLR
CTepunbHO, annMporeHHo, HETOKCUYHO.
O6bem meLuka: 600 mn. Macca pactsopa CAIM: 100 mn. Macca pacteopa LUd[: 63 mn.
CogepXunmoe: KOMMNEKT MelkKoB Reveos NLR - 2 wr., ynakoBka norfotTuTens Kucnopoga - 2
LUT.
CM. ceputo/HOMep mapTun, faty WUCTEYeHUs CpoKa rogHoctu (MNu AaTy M3roTOB/IEHUSA, CPOK
rofHOCTM) Ha ynakoeke. He ncnonb3oBatb Npy OTCYTCTBUM UHOpMaLUK 0 rpynne Kposu. He
ncnosb3oBaTe MpU BUAMMBIX NOBpPeXxAeHUAX. WHQopMaumio Mo MUCNoMb30BaHUID CM. B
WMHCTPYKLUMU. CM. YCNIOBUA XPaHEHNS Ha yNaKoBKe.
Mpoussogutens: Tepymo BCT, /ita. (Terumo BCT, Ltd.), Old Belfast Road, Millbrook, Larne,
BT40 2SH, United Kingdom (Bennko6putaHus)
MecTto npowussoacTea: Terumo BCT Vietnam Co., Ltd., Long Due Industrial Park, Long Due
Commune, Long Thanh District, Dong Nai Province, Vietnam (BbeTHam)
CpenaHo Bo BbeTHame.
YNONHOMOYEHHbIN NpeacTaBUTeNb NPON3BOANTENS Ha TeppuTopun PP: OO0 «Tepymo Pyc»,
123112, r. Mocksa, yn. TectoBckas, 4. 10, at/mom/kom 13/1/5, Ten. 8 (495) 988 47 40.
PeructpayuoHHoe ypoctoBepeHue No oT

Project of the labeling in Russian language for the transportation packaging

KoMnnekT meLlkoB aAna Kposn Reveos NLR

Cm. ceputo/HOMep napTuu, AaTy WUCTEYeHUs Ccpoka roAHOCTM (Mnn  faty
N3roTOB/IEHNS, CPOK FOAHOCTM) HA YNaKOBKE.

KOpugnyecknin npomnssoamtens: Tepymo BCT, Mitg. (Terumo BCT, Ltd.), Old
Belfast Road, Millbrook, Larne, BT40 2SH, United Kingdom (BenukobputaHus)
M3rotosutens: Terumo BCT Vietnam Co., Ltd., Long Due Industrial Park, Long
Due Commune, Long Thanh District, Dong Nai Province, Vietnam (BbeTHam)
CpaenaHo Bo BbeTHaMme.

OrpaHu3saums, ynonHoMo4YeHHasa NpUHUMaTh NpeTeH3nn Hatepputopppu P® :000
"Tepymo Pyc", 123112, r. MockBa, yn.TectoBckas, gom 10, st/nom/kom 13/1/5.
Ten. +7-495-988-47-40.

PerncrpaunoHHoe Y gocToBepeHne X® oT

YcnoBusa TPaHCNOPTUPOBKMN M XPaHEeHNS:

He ponyckartb 3amopaxunsaHus. /136eraTb neperpesa.
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Packaging

Each shipping carton contains 21 Reveos NLR sets. Each foil pouch contains 2 individually
packaged products. The Reveos NLR foil pouch contains two oxygen absorber packs. The shipping
carton also contains the instructions for use.

7 MAIN PARAMETERS AND CHARACTERISTICS OF THE MEDICAL DEVICE

7.1 Materials of which the medical device or its main components are made

Product or part name and

accessories

Whole blood bag;

Transfusable platelet unit bag;
Plasma bag;

Red blood cell bag;

Residual leukocyte bag;
Sample/diversion bag.

SAG-M Solution in the Red blood
cell bag

CPD Solution in the Whole blood
bag

Needle

Needle injury protector
Sample tube holder/luer adapter

Cross Connector

Organizer

Y Connector

Blue clamp

CLIKTIP frangible connector

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

M aterials used in the maiuilaclure

Vinyl Sheet-PVC
Tubing Connectors - PVC
Outlet Ports-PVC
Tubings-PVC

SAG-M Solution, composition:

1. Sodium Chloride;

2. Adenine;

3. Dextrose Anhydrous;

4, Mannitol;

5. Water for Injection

CPD Solution, composition:

1 Citric Acid Anhydrous;

2. Sodium Citrate dihydrous;

3. Monobasic sodium phosphate (monohydrate);
4. Dextrose Monohydrate;

5. Water for Injection

Canulla - Stainless Steel

Needle - Hub

Needle cap - Polypropylene, PVC
Polypropylene

Holder and cap - Polypropylene
Sample Needle:

Canulla - Stainless steel

Sheath - ECCOBOND Epoxy
Hub - Polycarbonate

Hub-Needle Adhesive - Urethane acrylate (UV light)
Tube Sleeve - PVC

PVC

Polypropylene

PVC

Delrin Poly Acetal Blue
Connector - PVC

10
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White Clamp
Packaging:

Tape for closing box
Box

Oxygen absorber

Aluminum foil

Transparent packaging wrap

Bag labels
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Insert - Polycarbonate
Delrin Poly Acetal White
Adhesive Tape - Scotch® Box Sealing BOPP

Brown cardboard, double wall 5 ply corrugated carton
Iron Powder: 60.00 %

Diatomaceous Earth: 15.00%

Moisture: 15.00 %

Activated Carbon: 10.00 %

Packaging Material: PET TN100/ PAP Oil proofTE
Layer 1.

Polyester: PET12/AL7/PE9

Layer 2:

Aluminum foil 12/CPP55

Layer 3:

Polyester: PET12/AL7/PE9

Layer 4:

White polyethylene

15pm BOPA (biaxially oriented polyamide film)/ 30pm

CPP (cast polypropylene)
Thermal transfer ink ribbon for plastic
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7.2 Rate Technical characteristics

The permissible deviation of the parameters is = 5 %. unless otherwise specified.

Bag Capacity .

Needle characteristics

Needle cap

Disposable Secondary
Packaging (box)

Disposable Primary
Packaging
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(jciicral Spccillcalions

Whole Blood bag: 450 mL £ 10 % plus 63 mL CPD

Transfusable platelet unit bag: Up to 600 mL

Plasma bag: Up to 600 mL

RBC bag: Up to 600 mL, including 100 mL SAG-M storage

solution

Residual leukocytes bag: up to 400 mL

Sample/diversion pouch: Up to 60 mL

Outer diameter: 1.65 mm

Inner diameter: 1.39 + 0.03 mm

Length of the needle:

- Length of the needle metal part: 33 mm, hub (connector
/ connector) - 30 mm and in total with the metal part -
63 mm

- Assembled needle cap (the thickness of the cap) - 7.5
mm, all 3 parts together - 70.5 mm

Weight of the needle: 3.5 g

Needle shall withstand a pulling strength of 5.4 Kg

Needle shall not deform on steam sterilization at 120°C for

40 min

Wall thickness: 0.229 + 0.0005 mm

Hardness up to 90 HRC

Ra no more than 0,32 pm for the outside;

Ra no more than 0,63 pm for sharpening surfaces of the

needle tip;

Ra no more than 20 pm for other surfaces.

Length 50 mm

Width 11.4 mm

Height 6.6 mm

Length: 410 £ 10 mm

Width: 320 £ 10 mm

Height: 280 £ 10 mm

Weight: no more than 0,5 kg

Disposable Tubing Sets with transparent packaging wrap

and foil: 410 + 5 mm x 260 £ 5mm x 30+ 10 mm (L x W

xH)

Sealing (seam) width: 10 + 2 mm.

Oxygen Absorber Pack (Each outer aluminum foil pouch

contains a sachet that absorbs oxygen and generates heat on

contact with air)

Length: 50 £ 5 mm;

Width: 40 £5 mm

12
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Length 400 £ 5 mm
Width 165 + 5 mm
Height 30 £+ 5 mm
Sealing (seam) width: 10+ 5 mm
Weight Up to 0.475 kg
Length: 180
Width: 125
Weight: 25.6 g
Length: 180
Width: 125
Weight: 27.8 g
Length: 180
Width: 125
Weight: 23.4 g
Length: 160
Width: 125
Weight;! 8.6 g
Length: 85 (97 including welded vinyl)
Width: 64 (80 including welded vinyl)
Weight; 7.4 g
Length: 85 (97 including welded vinyl)
Width: 64 (80 including welded vinyl)
Weight: 7.4 g

Transparent packaging

Whole blood bag (mm)

RBC bag (mm):

Plasma bag (mm):

Transfusable platelet unit bag
(mm):

Sample/diversion pouch
(mm):

Residual  leukocytes  bag
(mm):

Tensile properties (extension

strength) of connections more than SON

between bags and tubings

Length 10.9 cm

Width 4.7 cm

Height 2.5 cm

Weight Up to 0,0067 kg

Assembled 7,97 kg

Products 372 grams

Products in the original packaging 376 grams
Tolerance for the presented values +10g

Organizer

Mass ofthe set

The hole diameter of the

fitting on the bags 7.5 mm
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e ——— A mm epMekneto» mm  Weiaht, g
Needle injury protector 94 10.5 105 4.4
Sample  tube holder/luer 64.8 5.8 (at 5.8 (at bottom) 44
adapter bottom)
Cross-connector 20.7 20.7 11.7 11
At Needle:
33.2 24 6.5 13
Y connector ) i
At sampling device:
27.7 131 6.7 1.2
Blue clamp 24.9 17.9 9.5 11
CLIKTIP frangible connector 57 8 8 18
White clamp 24.9 17.9 9.5 1.1
The sachet of Oxygen Absorber Pack contains*:
- Iron powder;
- Activated carbon;
Water,;
- Salt

*Note: no contact with patient and medical staff.

Tubing specifications of Reveos NLR*

. Wall thickness, . Olller_ Inner diameter.
item £ 04 mm diameter, i 0.1 01 mm
mm

Access Needle Tubing 1.4 mm 4.4 mm 3.0 mm

Sample tube holder/luer adapter tubing (3) 2.6 mm 4.4 mm 1.8 mm
Tubing to Sample Bag 1.4 mm 4.4 mm 3.0 mm

Tubing to Blood Collection Tube holder 1.4 mm 4.4 mm 3.0 mm
Collection Line Tubing 1.4 mm 4.4 mm 3.0 mm
Processing tubing 14 mm 4.4 mm 3.0 mm

Tubing to Plasma Bag 1.4 mm 4.4 mm 3.0 mm

Tubing to Residual Leukocytes Bag 1.4 mm 4.4 mm ' 3.0 mm
Tubing to Platelet Bag 1.4 mm 4.4 mm 3.0 mm

Tubing to RBC Bag 1.4 mm 4.4 mm 3.0 mm

Tube to bag for whole blood 1.4 mm 4.4 mm 3.0 mm
Tube of a line of a bag for 14 mm 44 mm 3.0 mm

Sample/diversion of a blood
*Note: The tubing dimensions listed on this document are nominal values and are intendedfor use
in determining compatibility with various types o flaboratory equipment. The nominal values are
specified targetdimensions; however, because they are based on non-sterile tubing measurements,
and due to variations in the manufacturing process, the actual dimensions may be slightly
different.
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Reveos NLR

Tubing Pre- and Post-Sterile dimensions

Reveos NLR
Disposable 8ot
Cut Mo, LNGEHN

L1 L',. .

Position .
Length ji Tolerance ;

IAccoss Needle Line

1 260 mm 10 mm
Tubing
12 220 mm + 10 mm
10 1050 mm + 20 mm
9 34 mm +2 mm
13 470 mm + 15 mm
7 132 mm +3 mm
7 132 mm + 3 mm
8 longer line 756 mm +20 mm
8 shorter line 294 mm + 15 mm
Sateplteg Assembly Tubuwy
14 30 mm +2 mm
5 65 mm 5 mm
Plasma Line
6 405 mm + 10 mm

Tubing

247 mm

209 mm
1000 mm
32 mm
187 mm
125 mm
125 mm
750 mm
279 mm

28 mm
61 mm

390 mm

Tosfi|i9ih&ncth
} TolerWe 1

+5%

+5%
+5%
+5%
i +5%
+5%
+5%
+5%
+5%

+5%
+5%

+5%

The permissible deviation o fthe parameters is 5 %. unless otherwise specified.
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Reveos NLR

8 METHODS AND MEANS OF DISINFECTION AND PRESTERILIZING

CLEANING
Not applicable, the Reveos NLR is provided sterile and does not need additional sterilization.

9 METHODS AND CONDITIONS OF STERILIZATION, THE TERM OF

MAINTAINING STERILITY
This product is steam sterilized via a rain autoclave cycle that combines pressure and heated
water. Steam sterilization cycles achieve the same 10" sterility assurance level in accordance
with ISO 17665.
b. The Reveos NLR set sterilization process incorporates a drying step post-sterilization to
remove any excess water.
Sterilization validation was carried out on three sterilization cycles of Reveos NLR Sets filled
with SAG-M and CPD solution using sterilizer Super Heated Water Sterilization System TBVI -
BB2-AC1-0. The cycle provided a sterility assurance level greater than 1x 10*\ This cycle is
approved for use for routine production of the Reveos NLR disposable sets.

10 LIST OF HAZARDS RELATED OT THE USE OF THE MEDICAL DEVICE AND
DESCRIPTION OF MEASURES/METHODS TAKEN/USED TO ENSURE
ALLOWABILITY OF RESIDUAL RISKS

Terumo BCT performed a detailed Risk Analysis for the overall Reveos system including

hardware, software and disposable sets to identify all potential failure modes and the associated

hazards. This analysis has been performed in 2 phases. The purpose of the first phase was to
identify failure modes, causes and effects of the failure modes and to identify system and
subsystem requirements to provide the required protection. The purpose of the second phase was
to evaluate the effect ofthe detailed system and subsystem designs in alleviating the hazards. The
residual hazards were estimated to assure that the system provides the desired level of protection.

The purpose of the protection mechanisms is to either reduce the severity and/or likelihood
(probability of occurrence or increase the detection capability of the system. The impact of the
system design is indicated in the residual severity, the residual likelihood and residual detection.
The process of estimating these residual severity, occurrence and detection scores were the same
as was used to determine the initial scores.

Hazards for the Reveos System were identified; the risks were mitigated to the extent possible and
mitigations were verified and/or validated. Residual risks have been identified and were found to
be acceptable. Evaluation of the overall benefit versus the risks is found to be acceptable. Ongoing
periodic review of production information and reports from the field will continue to be conducted
and any impact on risk will be evaluated.

The Reveos NLR Set is considered safe to use.
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11 LIST OF NATIONAL AND INTERNATIONAL  REGULATORY
DOCUMENTS.STANDARDS, THE MEDICAL DEVICE COMPLIES WITH

List of applicable standards used:

- EN ISO 62366:2008, Medical devices - Application of usability engineering to medical
devices

- ENISO 13485:2012, Medical Devices - Quality Management Systems-Requirements for
Regulatory Purposes

- EN ISO 14971:2012, Application of Risk Management to Medical Devices

“ EN ISO 3826-1:2013, Plastics collapsible containers for human blood and blood
components Part 1. Conventional containers

- EN ISO 3826-3:2007, Plastics collapsible containers for human blood and blood
components - Blood bag systems with integrated features

- EN 1SO 1135-4:2012, section 5.4, Transfusion equipment for medical use - Part 4:
Transfusion sets for single use

- EN ISO 15747:2011, Plastic containers for intravenous injections

- EN 15986:2011, Symbols for use in the Labeling of Medical Devices - Requirements for
Labeling of Medical Devices containing Phthalates

- EN ISO 15223-1: 2012, Medical devices - Symbols to be used with medical device labels,
labeling and information to be supplied

- EN ISO 11607-1:2009, Packaging for terminally sterilized medical devices - Part 1
Requirements for materials, sterile barrier systems and packaging systems

- IS0 780:2015, Packaging - Distribution packaging - Graphical symbols for handling and
storage of packages

- EN ISO 3826-2:2008, Plastics collapsible containers for human blood and blood
components Part 2: Graphical symbols for use on labels and instruction leaflets

- EN ISO 1041: 2008 + Al 2013 - Information Supplied by the manufacturer with medical
devices

- ISBT 128: 2015, Standard Technical Specification Version 5.4.0

- ISTA 2A: 2011, Procedure 2A - Packaged products weighing 150 Ib (68 Kg) or less

- ISO 14644-1:2015 - Cleanrooms and Associated Controlled Environments - Parti:
Classification of air cleanliness

- ISO 14644-2:2015 - Cleanrooms and Associated Controlled Environments - Part2:
Specifications for testing and monitoring to prove continued compliance with 1ISO 14644-
1

- EN ISO 556-1:2001 + AC:2006 - Sterilization of medical devices - requirements for
medical devices to be designated “sterile” - Part 1: Requirements for Terminally sterilized
medical devices.

- EN ISO 17665-1:2006 - Sterilization of Health Care Products - Moist heat - Part I
Requirements for the development, validation and outline control ofa Sterilization process
for Medical Devices

- EN ISO 10993-1:2009, Overall Biological Evaluation of Medical Devices as part of Risk
Management.
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12 OPERATION CONDITIONS

The collection ofwhole blood using the Reveos NLR typically occurs at room temperature. The
processing of whole blood occurs in a laboratory setting using the Reveos Automated Blood

Processing System under temperature controlled conditions.

Reveos Automated Blood Processing

System Speciflcation Type Value
Humidity 10 to 80 % RH non-condensing
Operating temperature Recommended 18 °C to 27 °C (64.4 °F to 80.6 °F)
Altitude Up to 2000 m

'he patient's body temperature is 32 °C - 42 "C, hence the operating conditions are:

Parameter Value

Humidity Upto 100%
Operating temperature From 32 °C to 42

Pressure 700-1060 gPa

121 TRANSPORT AND STORAGE CONDITIONS

Storage conditions:

e Long-term storage temperature: 1®&Cto 30 °C

« Storage humidity: 35 % to 75 % relative humidity (RH), non-condensing

» Protect from freezing. Avoid excessive heat.

Use blood bag sets within 28 days after you open the outer aluminum foil pouch. To store unused
blood bag sets, return them to the outer aluminum foil pouch and re-close the pouch with tape or
a clip. Once you open the transparent packing wrap, you must use the blood bag set within 7 days,
not exceeding 28 days from when you opened the outer aluminum foil pouch.

Transportation conditions:

Parameter Value
Permitted humidity excursions:
Humidity - upto 85 % (= 5 %) up to 72 hours
- 15 % to 35 % for up to 6 months
Permitted temperature excursions:
Temperature - 20 °Cto | °C for up to 2 weeks
30 °C to 50 ®C for up to 1week
Avoid freezing and high temperatures.

18
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Reveos NLR
13 POSSIBLE SIDE EFFECTS WHEN USING THE MEDICAL DEVICE

Known adverse reactions related to blood collection
1 Local reactions related to needle insertion:
a. Vessel injuries: haematomas, arterial puncture, thrombophlebitis.
b. Nerve injuries: injury of nerve, injury of nerve by haematoma.
c. Other complications: tendon injury, allergic reaction (local), infection (local),
2. General reactions:
a. Vasovagal reaction: immediate type, delayed type.
3. Rare, significant complications:
a. Related to vessel injury: brachial artery pseudoaneurysm, arteriovenous fistula,
compartment syndrome, axillary vein thrombosis.
b. Accidents: accidents or injuries related to vasovagal syncope, other kinds of
accidents.
c. Cardiovascular reactions: angina pectoris, myocardial infarction, cerebral
ischaemia.

Source: Guide to the preparation, use and quality assurance of blood components
(Recommendation No. R (95) 15, 17th Edition) published by Directorate for the Quality of
Medicines & Healthcare of the Council of Europe (EDQM).

14 INDICATION OF POSSIBILITY AND PECULIARITIES OF USING THE
MEDICAL DEVICE BY PEOPLE WITH IMPLANTED MEDICAL DEVICES,
PREGNANT WOMEN, BREASTFEEDING WOMEN, CHILDREN, ADULTS

WITH CHRONIC DISEASES
The Disposable Kits described here contain phthalates (DEHP). Patient groups including pregnant
or nursing women and children are considered to be the most at risk of harmful effects due to
DEHP exposure. Based on five decades of successful use in medical devices without a reported
adverse eventrelated to DEHP, the risk of not doing a needed procedure is far greater than the risk
associated with exposure to DEHP.

15 INFORMATION ON CAPABILITY OF THE MEDICAL DEVICE TO AFFECT

THE ABILITY TO OPERATE VEHICLES, MECHANISMS
Not applicable.

16 INDICATION, IF REQUIRED, OF SPECIAL PRECAUTION MEASURES TO
BE TAKEN WHEN DESTROYING UNUSED MEDICAL DEVICES

The Reveos NLR should be disposed of in accordance with local regulations.

According to hazard category 0f2.1.7.2790-10 SanPiN:

Unused Reveos NLR is Class A - epidemiologically safe waste, approximate in composition to

solid household waste.

Used Reveos NLR is Class B - epidemiologically hazardous waste.
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17 REQUIREMENTS FOR MAINTENANCE AND REPAIR OF THE MEDICAL

DEVICE
The Reveos NLR is a single-use medical device and it does not need technical maintenance or
repair.

18 Requirements for installation and set-up
Not applicable, device supplied assembled.

19 WARRANTY LIABILITIES

Warranty shelf life: 2 years.
When purchasing a Terumo BCT product, the general terms and conditions are applicable. This
includes the following warranty statement:

LIMITED WARRANTY. Warranty information applicable to the equipment or disposables
specified on this invoice is set forth in the price list and any contract for such equipment or
disposables and shall be provided by Terumo BCT upon request. For a period of ninety (90) days
from the date of the invoice, Terumo BCT will repair or replace Terumo BCT spare parts or
optional feature components that Terumo BCT finds defective in material or workmanship.
Terumo BCT is not responsible for, and shall have no obligation with respect to any failure caused
by normal wear and tear, misuse, unauthorized alterations, accident, neglect, use of non-standard
accessory attachments, and/or improper customer maintenance. Terumo BCT does not verify the
safety or efficacy of, and makes no warranties, express or implied, with respect to any non-Terumo
BCT components or non-Terumo BCT spare parts included at Purchaser’s request or any
components or products used other than as expressly intended by their manufacturer. Failure to
perform preventive maintenance procedures will invalidate this warranty. Terumo BCT is not
responsible for any events related to non-Terumo BCT parts installed in the equipment. THIS
LIMITED WARRANTY CONTAINS THE PURCHASER’S EXCLUSIVE WARRANTIES
AND REMEDIES.

20 CLAIM

When purchasing a Terumo BCT product, the general terms and conditions are applicable. This
includes the following liability statement:

Limited liability: To the extent permitted under applicable law. Purchaser's exclusive remedy with
respect to any claim, whether in contract, in tort, under statute, under warranty or otherwise shall
be limited solely to the refund of the purchase price or replacement of all Products shown to be
other than as warranted. Terumo BCT’s liability for losses which do not affect the Product (e.g.
indirect, incidental, consequential losses, damages caused by delay) shall be excluded. To the
extent the foregoing limitation is not permissible under applicable law, the applicable legal
limitation of liability under statute or otherwise if there shall be one, shall apply.

20
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Reveos NLR

Representative office in Russia:

Terumo Russia LLC

123112, Moscow, Testovskaya str., 10 floor/placement/room 13/1/5
Floor/premise/office 13/1/5

TEL +7-495-988-4740

FAX+7-495-988-4739

E-mail: Anna.Sabirova@terumobct.com.
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(nepeBof, C aHrMIACKOTO i3blKa Ha PYCCKUA i3bIK)

/Kpyrnas penbegyHas nedaThb ¢ 3y64aThbiMu Kpasmu/: CyHnTa Kymepn*HoTapuyc

OA BYAET M3BECTHO, uto 1, CyHuta Kymepu, J0MKHbIM 06pa3oM YNoNHOMOYEHHbIA HOTapuycC
(agpec: 268 Bath Road, Slough, Berkshire, BennkobpuTaHus),

YOOCTOBEPAK TOJIbKO To0, uTto bpaitaH Maiikn Xoy3, KOTOpbIii XOPOLLO MHE M3BECTEH W
KOTOpbI AOMKHB[M 06pa3om ynosHoMouveH komnaHueidt Terumo BCT Limited (ganee «KomMnaHus»)
NpeACTaBNATb UX B 3TOM BOMPOCe, CEroAHA NPeabsaBua MHe npunaraemoe JonosiHeHne K VIHCTpyKumn no
JKCnyataummn 41s Komnnekra Mewwkos 414 Kposu Reveos NLR 1 pa3bacHuA OT MMeHn KomnaHum, 4To
[OOKYMEHT SB/IIETCA OPUrMHANIOM, NOANMUCaHHbIM r-HOM Maiiknom Koctenno B kavecTse JupekTopa.

MOAMNCAHO u ckpenneHo nevatbio B odnce no agpecy 268 Bath Road, Slough, Berkshire,
BenukobputaHus 1ceHTabpsa 2020 T.

Inodnucbl:
CyHuta Kymepu
HOTapuyc
AHIMA 1 Yansc

Mpotokon Ne 37/20

/KpyrnaspenbegHas neyaTs ¢ 3y6uaTbiMu Kpasmu/: CyHnTa Kymepu*HoTapuyc
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ANOCTWIb
(FCaarckast KOHBEHUMSA OT 5 okTA6pa 1961 r)  ———eeee

1. CtpaHa: CoefmHeHHOe KoponescTBo BenmkobputaHmum n CesepHoit VipnaHgum
HacToAwunin opuunanbHbIil [OKYMEHT
2. Mognucan CyHuToin Kymepu
3. BoicTynatouyeli B kayecTse HoTapuyca
4. CKpen/ieH neyatblo/WTamnom BblLLIeyKa3aHHOro HoTapuyca

Y [0oCcTOBEPEHO

5. B I. JIOHOOH 6. nata 02 ceHT6pa 2020 r.

7. MMHICTPOM MHOCTPaHHbIX Aien 1 no aenam Coapyxkectea Hauywii

8. 3a HoMepoMm APO-2022750
9. neyatb /WiTamnm: 10. Mopanuce:
/MeyaTb/: MUHUCTEPCTBO MHOCTPaHHbLIX Jef, Inodnuchbl P. Dxeimc

no genam Coppy>kecTsa npa3suTusa *J/IoHL0H

MOZ/MHHOCTL MOAFCH, MEYATV N LLITAMIA Ha MPUSIOMEHHOM OdLIVIasTbHOM JOKyMeHTe BerkoGprTaHii. OH He MpeiHasHaueH Ay
MOATBEYKIEHVA MOZ/MHHOCTB MPMIOMEHHOTO IOKYMEHTA, ANIOCTWI, MPUWIOKEHHBIE K 0KYMEHTaM, KOTOpbIE Gbii (h0TOKOMMPOBaHb 1
CEPTUGMLIPOBAHBI HA TEPPTOPIV BeNMKOGPUTaHN NOLTBEMKIAKIT NOLMHHOCTL NOATINCH OGWLIMATIBHOTO JIMLA B BEMMKOGPUTaHIN KO
MPOBOAIO VICK/TOMIATENBHO CEpTUGMKALKO. [aHHbIE arOCTWI HUAKOVIM 0GPa30M He MOATBEPKAAHIT HiA MOLIMHHOCTb NOAIMCY Ha OpUrvHaN
[JIOKYMEHT, H COMIEMaHIE OPUIVHAMA OKYMEHTA.

B TOM Cyiae, eC/m JaHHb I IOKYNHT VCTIONE3YETCR B CTPAHE, He MDHIVBBLLEN YaCTVe B aarckoli KOHBEHLMN OT STkerBm | = -
JO/MKEH BbITb MPeaCTaB/eH B KOHCYNLCK OTAEN MACCIM, MPEACTABNSOLLIEN AaHHYHO CTpaHy. Ve,

IMpoBepka anocTs MPOBOAMTCS Ha BEO-CAIATE WWW.VerifvaDOStiHe.service.gov, ML
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Reveos NLR
TERUMO BLOOD AND CELL TECHNOLOGIES

AononHeHne K MHCTpyKUMKM No aKcnayaTauumn

KomnnekT mMelwKoB ana kKposu Reveos NLR

ABryct 2020 r.

Jata: 26 asrycrta 2020 r.

JomkHocTb: AupekTtop, Tepymo BCT, Jita. (Terumo BCT, Ltd.)
Wwms: r-H Maiikn Koctenno

Mognucek: Inodnuchl

LUtamn:

/WTamn/: TERUMOBCT
Terumo BCT Ltd.
Old Belfast Road,
Millbrook, Larne,
CesepHas Vpnangus,
BT40 2SH, United Kingdom (Bennko6puTaHus)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Reveos NLR
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Reveos NLR

NHdopmauns, ykasaHHas B AaHHOM AOMOMAHEHWW K MHCTPYKLMU NO 3KCnayaTauuu, sBnseTcs
NPUOPUTETHON Ha TeppuTOopun Poccuiickoii degepaunm.

1 HAMMEHOBAHWE MEAVWNUWHCKOIO U3AENTNA

«KomMnnekT MelKoB ansa Kpoeu Reveos NLR», B cocTaBse:
MeLoK Ans LenbHOM KpoBKM - ! T,
lMepeHOCHOM MeLwoK Ans TpoM6ouMTOB - 1 1WT.
Mewok ans nnasmbl - 1 Wr.

MeLloK gns apuTpoumToB - 1 Wr.

MeLLoK 415 OCTAaTOUHbIX NeAKoLMTOB - 1 WT.
Mewok ans npo6/0oTBoAa Kposu - 1 WT.
Mrna-lwr.

Hacagka urnol 3awmtHag - 1 wr.

Lepxatenb npobupok /Jlysp-agantep - 1wr.

. CoenHUTeNb KPeCTOBMAHLIN - 11T,

1. Jepxatenb MellKa Kposu - 1 T,

12. CoegnHnTENb Y -06pasHbIiil - 2 LT,

13. 3aKUM CUHWIA - 2 WT.

14. CoeaunHutens CLIKTIP xpynkuit —3 wr.

15. 3aK1M 6enblil - 1 Wr.

l—‘lappo.\l.@sﬂ.b.wr\’!—‘

[anee moxeT ynommHaTtbcs Kak kKomnnekT Reveos NLR, Ha6op Reveos NLR, nsgenue.

2 UH®OPMALMA O MPOU3BOAUTENAX MEAULMHCKOTO
N3NENNSA

Tepymo BCT, Nita. (Terumo BCT, Ltd.)
Old Belfast Road, Millbrook, Larne, BT40 2SH, United Kingdom
(BenukobputaHus)
Ten:+1 303 231 4357
dakc: + 1303 542 5215
1 Tepymo BCT, UHK. (Terumo BCT, Inc.)
10811 W. Collins Avenue Lakewood, Colorado 80215 USA (CLUA)
Ten.:+1 303 231 4357
dakc:+1 303 542 5215
Terumo BCT Vietnam Co., Ltd.
Long Due Industrial Park, Long Due Commune, Long Thanh District,
DongNai Province, Vietnam (BbeTHam)
O6WeCcTBO C OrpaHMYeHHO OTBETCTBEHHOCTLIO "Tepymo Pyc"
00O "Tepymo Pyc"
MpeactaBuTenscTBO  Ha 123112, r. MockBa, yn.TectoBckas, gom 10, at/nom/kom 13/1/5
Tepputopumn Poccuu: Ten. +7-495-988-47-40,

(hakc +7-495-988-47-39

E-mail: Anna.Sabirova(o)4erumobct.com

OgmuymnanbHbIii
NMpon3BOAUTE b

Pa3paboTunk

MecTo Npoun3BoACTBa
MEANLMHCKOro U3aenus
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3 HA3HAUYEHWE

KomnnekT mewkoB Reveos NLR npefHasHauveH 45 3aroToBKM M 06paboTKM eguHULbI (403bl) LEeNbHOM
KpOBM B aBTOMAaTM3MPOBAHHOW CUCTeMe [A18 nepepabOTKM KpPoBM Reveos € Leblo NONy4YeHus
reMOKOMMOHEHTOB.

Cpepa nprumeHeHUsA
C6op, nepepaboTKa KpOBM B KOMMOHEHTbI, XpaHeHWEe W MNepevBaHWe KOMMOHEHTOB KPOBM Mocne
nepepaboTKu.

4 OPYHKUMNOHANBbHBIE XAPAKTEPUNCTUKMN

4.1 MoKa3aHu4

KomnnekT mewwkoB Reveos NLR npefHa3HaueH 415 3aroTOBKM 1 06paboTKM eAnHULbI ([03bl) LIe/IbHOM
KpPOBM B aBTOMAaTM3MPOBAHHOW CUCTeMe ANA nepepaboTKM KpoBM Reveos C Lenbi NoayyeHus
reMOKOMMOHEHTOB.

4.2 poTnBONOKa3aHnA

[MpoTMBONOKa3aHNA K NMPUMEHEHUIO OTCYTCTBYIOT.

4.3YcnoBua NnpuMeHeHNa

HacTosee MegnUMHCKOE n3aenme MOXeT UCMO0b30BaThb TONbKO KBA/IM(ULUMPOBAHHbIA MeAULMHCKINI
nepcoHan (ne6boToMUCT, MeacecTpa, Bpay) C Lienblo cbopa LenbHo KpoBu. Mocne cbopa LenbHOoM
KpOBM CreumanbHO 00YYEeHHbI MNepcoHan LUeHTpa KPoBW [O/DKEH BbIMOMHUTL  06paboTkKy
3aroTOB/IEHHOW KPOoBM B ABTOMATU3MPOBAHHOW cUCTeMe nepepaboTkn KpoBu Reveos.
C60p LenbHOW KpoBM C MPMMEHEHNEM KOMMNeKTa MewkKoB Reveos NLR and UenbHOW KpoBM MOXKET
BbINOHATLCA B Pa3MYHbIX MECTaX B COOTBETCTBUM C TUMOBOM MHCTPYKLMEN YUpeXAeHUs NoKynatens.
KoMMnekT MeWwKoB C CcO6GpaHHOM LeNbHOMW KPOBbK AO/MKEH XPaHUTbCA W NepeBO3UTLCS
UCK/IIOUNTENbHO B YC/IOBMAX PEryimpyemMoro TeMMepaTypHOro pexuma B COOTBETCTBMM CO
CTaHAApTHOM OnepauroHHON npoueaypoil yupexaeHus nokynatens. [lepepaboTka co6paHHOW
(D LLeNIbHOM KPOBM, COAepXXalyeincs B KOMMNiekTe melwkoB Reveos NLR ans uenbHOW KpoBW, LOSKHA
BbIMOJIHATLCA B 1ab0PaTOPHbIX YCNOBUAX.

KoMMnnekT MeWKOoB ANs KPOBM He CUMTAeTCA CTEPWIbHbIM B C/lly4yae BO3HWMKHOBEHWUS N060ro u3
yKa3aHHbIX YC/OBWIA:

* Bbl 0TCOefAMHsAeTe MELWOK Ans npo6/oTBofa KpoBW, Mpexie 4Yem 3aneyaTbiBaeTe AMHUIO cOopa
npo6/0TBOAA KpPOBW.

*Bbl yaansete npobbl KPOBY, NPeXAe YeM 3aneyaTbiBaeTe MHUIO c6opa Npo6/0TBOAA KPOBM.
*LlenocTHOCTb KOMMIEKTA HapyLLEHa NO TON UMW MHOIN NPUYMHE.

ObpauiaiiTecb C MELWKOM [ANS LefbHOW KPOBM B COOTBETCTBUM CO CTaHAAPTHONM OMepalyOHHOA
npoueaypoit Bawero yupexaeHus.
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5 MPNHUWMN SKCMNMNYATAUUMWN MEOVWUWMHCKOTIO N3AE/TNA

ABTOMaTN3MpPOBaHHasA cucTeMa nepepaboTKM KPoBM Reveos, C KOTOPOW MCMONb3yeTcss KOMMIEKT
meLlkoB Reveos NLR, npeactaBnsieT co60i aBTOMaTU3MPOBaHHYH CUCTEMY pa3fieNeHNs KOMMNOHEHTOB
KpPOBW, KOTOpasi NPy NMOMOLLM LLEHTPOGEXHOM CUbl CNOCO6HA OHOBPEMEHHO pas3feNsTb 0T O4HOW A0
YeTblipeX eAVHNL, LieNIbHOM KPOBY Ha fBa (3pUTPOLIMTLI U NnasMa) Uan Ha Tpu (3pUTPOLUTLI, Niasma u
TPOMBOLUTBI) KOMNOHEHTA OT KaXKAoW efMHWNLbI LieSIbHOW KPOBW.

O6Lee onnucaHme NPUHLUNOB PaboTbl CUCTEMbI NepepaboT KM KPOBM Reveos:
CHayvana npom3BoamnTca c60p LenbHOM KpoBK LOHOPA B MELLOK A1 LieNIbHOM KPOBM KOMMJIEKTA MELLKOB
ons kposu Reveos NLR.

[anee onepatop 3arpy)aeT MeLOK A4 Le/ibHOM KPOBY M3 KOMM/IEKTa MeLKOB Ans Kposn Reveos NLR
B CTakaH LeHTpugyrn ABTOMaTM3NPOBAHHOW CUCTEMbI NepepaboTKM KpPoBM Reveos. Apyrue mewiku
ON15 KOMMOHEHTOB KPOBM KOMIMMEKTa MelWKoB And Kposu Reveos NLR nomelwlatoTcs B AepxaTtenu
MELLKOB A/19 KOMMOHEHTOB KPOBM ABTOMATU3MPOBaHHONM CUCTEMbI MepepaboTKn KpoBu Reveos, npu
3TOM 3TUKETKM MELKOB A0/MKHbI 6biTb pasBepHYTbl K onepatopy. locne pasMelieHMs MeLIKOB
NPOUCXOAWUT pacnpefenieHne KpPecTOBUAHOIO CcoefuHuTens u Tpy6oK [Ans  UeNbHOM  KpoBM,
TPOMOOLMTOB, NMa3Mbl M OCTATOYHbLIX NIEMKOLMUTOB 4Yepe3 OnpefefieHHble KaHalbl W KfianaHbl
3arpy304HOro ysna LeHTpugyru.

Mpn O0AHOBpPEMeHHOV 06paboTKE MeHee UYeTbipeX MELIKOB [ KPOBM OMepaTop 3arpyxxaet
YPaBHOBELLMBAIOLLME MELLKM [0 3aM0/IHEHUS BCEX YETbIPEX CTaKaHOB LEHTPUYTH.

OnepaTop MOXeT Bbl6paTb [ABYXKOMMOHEHTHYH WM TPEXKOMMOHEHTHYIO MNPOLeAypy pasfefeHuns
KOMMOHEHTOB KPOBMW, MUCMO/b3YyA CUCTEMY YMNpaB/eHUs WU CEHCOPHbIA 3KpaH annapaTta Reveos. [o
npouecca Hayana pasfie/ieHns KOMMNOHEHTOB KPOBW OMepaTop BBOAWUT BCHO MHOpMaLmio, Tpebyemyto
cTaHAapTaMu 6aHKa KpoBM ANS NPOBeAeHUs npouesyp nepepaboTKu KpoBw.

Mpn BbIGOpe [BYXKOMMOHEHTHOW npouesypbl NPOW30ONAET pasfefieHne LeNbHOM KPOBW  Ha
3PUTPOLUMUTLI, MNasMy W OCTaTOYHbIA NPOAYKT. [Mpy BblIGOpe TPEXKOMMOHEHTHOM npouesypsbl
NPOVN30AET pasfeneHne LenbHON KPOBU Ha 3pUTPOLMTLI, NNasMy U TPOMOOUNTBI.

Mocne npaBUbHON YCTaHOBKM NpOLAYpbl OMepaTtop MOXeT HauyaTb MpoLecc 06paboTKu.
ABTOMATU3MPOBaHHas cuUcTeMa NepepaGoTKM KpOBM Reveos Mcnonb3yeT CTaHAapTHblE MEeTO/bl
LeHTPU(YrMpoBaHua [N pa3feNeHns LeNbHOW KPOBM Ha OTAENMbHbIE KOMMOHEHTbI Pas3NyHoii
MAOTHOCTM (3PUTPOLUTLI, NNA3My, NEAKOLMUTbI N TPOMOOLMTbI).

MpuHUMN paboTbl ABTOMATM3MPOBAHHON CUCTEMbI MepepaboTKM KpoBM Reveos BK/IOUaeT B cebst Tpu
OCHOBHbIX 3Tana:

Jran L UEHTPUO®YTNPOBAHUE
Korga HaumHaeTcsi npouefypa, HauMHaeT BpawiaTbCs poTop. [pu MOMOWM LEHTPOGEXHON Cunbl
LeNnbHas KpoBb 6yAeT pasfensiTbCs Ha Pa3MyHbIE COU KOMMOHEHTOB HAa OCHOBAHWUW M/IOTHOCTY.

Ortan 2. OKCTPAKLNA

Mocne LeHTPUQYTrMpoBaHNsA W pa3feneHuns LebHOW KPOBM Ha KOMMOHEHTbI TMApaBaMyeckas Kamepa
HaMoHSAETCA TMAPABNNYECKOW XUAKOCTHH ANS NOAAYN KOMIMOHEHTOB B COOTBETCTBYHOLLME MELUKM 415
rOTOBbIX KOMMOHEHTOB.
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[aTunku, pacnonoxeHHble Ha CTakaHax LEeHTpUAYrM 1 B 3arpy304HOM y3ne LEeHTPUQYrn B BepxHel
4acTu poTopa, ONpeLenstoT MHTepdencbl MeXay pasHbIMM KOMMNOHeHTaMu. KnanaHbl cuctemsl 6yayT
OTKPbIBATbCA U 3aKPbIBATLCS B HY)KHOE BPEMS BO BPeMS 3KCTpaKuuMu ans pacnpeaeneHns KOMMNOHEHTOB
KPOBW B X COOTBETCTBYIOLLME MELLKWN B 3aBUCMMOCTW OT NPOTOKO/1A.

[JaHHbIRA Wwar noBTopseTca A5 KaXKA0W 13 0CTaslbHbIX 3arpy>KeHHbIX eAUHUL, LLe/IbHON KPOBMW.

3r1an 3. SAMMTAVBAHUE

Korga aKCTpakLmMs KOMMNOHEHTOB KPOBW 3aBEPLUMTCS, KnanaHbl repMeTUYHO 3anasioT NMHUM MELLIKOB
AN KOMMOHEHTOB KPOBM.

Korga nepepaboTka 3aBepLUMTCS, HapyXHas KpbilKa ABTOMAaTM3MPOBAHHON CUCTEMbI NepepaboTKM
KpPOBM Reveos 0TKPbLIBAETCS aBTOMATUYECKU.

OnepaTop fOCTaeT MELWKN C KOMMNOHEHTaMW KPOBM M3 ABTOMaTU3MPOBaHHOW CUCTEMbI MepepaboTKu
KpoBu Reveos.

6 KOHCTPYKUUA M BHELWWHWI BUf

6.1 COBMECTUMOCTb M3[eNuUs C APYrUMMN MEAULUHCKUMU U3LENUAMMN 1 CNIOCO6LI
ero uHTerpayuu

KomnnekT mewkoB Anst KpoBn Reveos NLR NoAHOCTLIO cOBMeCTUM ¢ ABTOMaTU3MPOBaHHON CUCTEMOIA
nepepaboTkn Kposu Reveos (Ne P3H 2017/5338 ot 08 heBpanst 2017 roga). KoMnnekT MewwKoB As
KpoBu Reveos NLR yTBepXfeH Takxe [And npumeHeHuMa ¢ Komnnektom Ana nynampoBaHus
TPOMOOLUTOB, APYrMe COBMECTUMbIE MEAULUHCKNE N3ENNA HEU3BECTHbI.

KomnnekT MewKoB ans Kposn Reveos NLR BynakoBKe (3aKpblTblil)

KomMnnekT MewkoB pana KpoBu Reveos NLR - 3T0 KOMMNIEKT MeLWKOB C pacTBOpPOM
LdO/koHcepaHToM C.A.'M. 6e3 neinkouuTapHoro ¢unbTpa AA8  3putpountoB. KomnnekT
YTBEPX/JEH ANA MPUMEHeHUs ¢ ABTOMATU3MPOBAHHO CUCTEMOI nepepaboTKM KpoBu Reveos. OH
NO3BONSAET OCYLWECTBAATL CO6OP LENbHON KPOBM U  XpaHEHMe KOMMOHEHTOB KpOBUM B  UX
COOTBETCTBYIOLWMX MeLllKax [N KOMMOHEHTOB KPOBM MNocne nepepaboTKM LENbHON KPOBM Ha
ABTOMaTM3MPOBAHHON CcuCTeMe nepepaboTKM KpoBuM Reveos. ABTOMaTU3MpOBaHHas cucTema
nepepaboTkM KpoBM Reveos npefcTaBnsieT CO60/ aBTOMATU3MPOBAHHYK CUCTEMY pasjenieHuns
KOMMOHEHTOB KPOBW, KOTOPas Npv NOMOLLN LLeHTPOBGEXHON Cubl CNOCO6HA O4HOBPEMEHHO pa3aensTh
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0T OZHOW A0 YeTbIpex eANHNUL, LLeNbHON KPOBW Ha ABa (3pUTPOLMTLI U NiasMa) Uam Ha Tpu (3pUTPOLNTHI,
nnasmMa u TpomM6OLMTbI) KOMMOHEHTA OT KaXKAOoW eAMHMUbl LefbHOW KpoBW. UTOObI MOArOTOBUTH
K/IMHWYECKN JOMYCTUMYIO A/1F MepeivBaHns 403y TPOMOOLUMTOB, MHOXECTBO e4MHUL, NepepaboTaHHbIX
TPOMOOLMTOB My/NNPYHOTCA BMecTe. ITO CTepWIM30BaHHbIA MNapoM KOMMJEKT OAHOPa30BOro
MCNONb30BaHUA. KOMMNMEKT COCTOWUT M3 UI/bl, NPUCOEAMHEHHON K MeLWKY An8 nNpob u Mewky ans
LieNbHOM KpoBu (coaepxauwiemy 63 mn LLd [l pacTBopa), KOTOpble UCMONL3YHOTCA Ans 3abopa 450 mn
LleNIbHOW KPOBM Yy fOHOPa. MeLoK A1 LeNlbHOW KPpOBY MOACOEAMHEH K MELLKY A1 nia3Mbl, MeLKY A8
TPOMOOLMTOB M K MELUKY A1 OCTATOYHbIX IENKOLMTOB NPU NOMOLLN TPYOOK, NOAKNHOUYEHHbIX APYT K
APYry KpecTOBUAHbIM coeauHuTeneM. MeLwwoK A5 LeflbHOM KpoBY TakXe MOALCOeAMHEH NPU MOMOLLM
cucTeMbl TPY6OK K MeLKy Ans aputpounTtos (cogepxaliemy 100 mn C.A.I.M. pactBopa).

6.2 XapaKTepucTUKN MHTErpnupoBaHHbIX PacTBOpPOB

MepeuncneHHble HUXe pacTBOpbl HE paccmaTpmBatoTCs B KaUeCTBe 1eKAPCTBEHHbIX BELLECTB B pamMKax
TEKYLEero npeaycMOTPEHHOTO MPUMEHeHUs AN c6opa M KOHCEPBMPOBAHUS LENbHOM KpoBW U
KOMMOHEHTOB KpOoBW. PacueT o6bema pacTBOPOB MPOM3BOAMTCS CTPOr0 B LeNsIX KOHCEPBMPOBAHWS
KpOBW M KOMMOHEHTOB KPOBM.

> Pacteop C.A.I'.M.

C.A.I' .M. npeactaBnsieT coboii pacTBop, A06aBNASEMbI K 3pUTPOLNTAM M NPeAHa3HAUYEHHbI AN
KOHCEPBUPOBAHNA 3PUTPOLUTOB BO BPEMS UX XPaHEHUSA.

Mewlok fgna aputpoumTtoB cogepxut 100 mMa m3mMonormyeckoro pacrtsopa AfeHUH [/1oKOo3bI

ManHuTona (C.A.I'.M.).

OcHoBHas peuenTypa - Maptma cogepxunt o 1000 nutpos pacteopa C.A.I.M.:

Onucaxve Macca, (Kr)
ApeHunH, EBponelickas ®apmakones 0,169
MaHHuTON, EBponeiickas ®apmakornes 5,25
XnopucTblii HaTpwuii, EBponelickas ®apmakones 8,77
AHrMapuaHas aekcTposa, EBponeickas ®@apmakones 8,18
Boga ans nHbekymii, EBponelickas ®apmakones [0 1000 nuTpos

4 > PacTBop Lo/

PactBop Ud[l aBnsetca pacTBOPOM  aHTUKOArynsHTa, npegHasHadyeHHbIM 44
npeLoTBPaLLEHNS CBEPTbIBAHUA LENbHOW KPOBM U KOMMOHEHTOB KPOBW, COAepXXaluxcs B
KOMMJIeEKTe 04HOPa30BbIX MELKOB. JaHHbIN pacTBop HE npegHasHayeH 4158 NPAMOro BBefeHUS
LOHOPY UMK NMaLneHTy.

MeLoK ans LuenbHOW KpoBK CoaepXuT 63 Ma pacTBopa uuTpaT ocdaT gekcTposbl (L ).

OcHoBHas peuenTypa- MapTusa cogepxut go 1000 nutpos pacteopa L A:

OnucaHue Macca. (K )
MepBnYHbIN opTothocthaT HaTpus (MoHormapart), EBponeiickas 299
dapmakones '
Kucnota numoHHas 6e3sogHas, EBponeiickas ®apmakones 2,99
MoHorugpat [ekcTposbl, EBponelickasd dapmakones 25,5
LinTtpaT HaTpus, EBponeiickas dapmakones 26,3
Boga ans uHvekumii. EBponelickas ®apmakones fo 1000 nuTtpos
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6.3 IH(hopMauns 0 MapKMPOBKeE 1 YNaKoBKe

MpoAyKT NocTaBNsieTca B yNakoBKe, MapKUPOBaHHON CnefytoLwein MHhopMaLmeil:

HaMeHOBaHWE U3MENNA U KaTaNoXHbIli HOMEP;
napTus MEAVULUHCKOTO M3Menus;

TOproBasi MapKa W afjpec npousBoANTENS;
MH(opMaLus 0 CTePUIbHOCTU U3AeNNS:;
KOMMYECTBO COflepXKaLliMXCsi B YNaKOBKe U3AENNiA;
CPOK FOHOCTMN U3LeNus;

npovast UHHOPMaALMS U CUMBO/IbI.

CuMBO/bI:
CumBon OnpegeneHne CumBon
YKa3blBaeT KONMMYECTBO W3AEeNui,
O cofiepXaLlmxcs B ynakoBKe.

& 000 LHPMH (=]

O603Havaet HoMep napTuu
LOT Npov3BOANTeNs, 4TOObl NapTUA REF
mMorna 6bITb NAEHTUPULMPOBAHA.

LLI O603HayaeT, yTo nsgenve 99)/\]
SIBNSETCA anMpOreHHbIM.
O603Hauaet MeAULUHCKOe
n3genune, npefHa3HauyeHHOe [A/is
cD 0[lHOpPa30BOro MCNONb30BaHMS
nnmbo Ans MCNosb30BaHWS TONbKO ®
Ha OfHOM naLWeHTe BO BpeMms
OfHOI npouesypsbl.

YKa3blBaeT Ha nNpousBoanTens
MeLULNHCKOro U3genms.

O603HavaerT, yTo ynakoBKa

B n3genus COOTBETCTBYET
Tpe6oBaHMAM EBponeiickoii ar
AVPEKTUBbI 94/62/EC 06
YyNaKoBKe 1 0TX0faxX YNaKoBKM!.
O6o03HavaeT MeANLNHCKOe
n3genve, KOTopomy Heobxoauma f
3alinTa 0T UCTOYHUKOB CBETA.

O603HauaeT AVanasoH
Temneparyp, BO3[eCTBUIO

X KOTOPbIX ~ MOXHO  6e30MacHo |
noagepratb MeAMLMHCKOoe )
n3genve.
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OnpepeneHne
O603HavaeT fary, nocne
HacTynneHns KOTOpOW

MeULMHCKOe M3fenne He [JO/MKHO
MCNoNb30BaThCA.

O603Ha4aeT HOMep MO KaTanory

npovssoauTens, 4TOGbI
MeSULMHCKOe u3genne Morno 6biTb
NAEHTUHULUPOBAHO.

O603Havaet LUUPKYALMIO

CTEPUNBHON  XuakocTu. Cnocob
cTepunusauuu - nap.

O603HayaeT,  4YTO  MNOBTOpHas
cTepunusaums MeANLMHCKOro
U3Aenns 3anpeLleHa.

YKasbiBaeT  Ha  jary, Korpa
MeAWLMHCKOe usgenve  6bino
Nnpoun3BeAeHo (nnn pary
cTepunusauumn,  ecnn  u3genue
ABNSAETCS CTEPUNbHbLIM).

O603Havaer, uTo NPOAYKT
COAepPXUT (Tanatbl, a UMeHHO [Aun
(2-aTunrekcun) ptanat (DEHP).

O603Havaet MeANLUHCKOe
n3genve, KOTOpOMYy Heobxoguma
3almnTa oT Bnaru.

O603HayaeT, 4TO  CcofepXumoe
TPaHCMOPTMPOBOYHOW  YMaKOBKM
ABNAETCA XPYNKMM, MO3TOMY OHa
HY>XJaeTcs B 6epexxHoMm
obpaLeHunn.
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Lol

O603HavaeT npaBuIbHOE
BEPTUKaNbHOE MON0XeHne
TPAHCMOPTMUPOBOYHOI YNaKOBKN.

O603HayaeT, 4TO MOMb30BaTE/b
[OMKeEH 03HAaKOMUTbCS c
VHCTPYKLMEN Mo aKCnyaTaLuu.

O603Ha4aeT, 4TO WU3aenNne He
[JIOMKHO  WCMONMb30BaThCsA, €Cnu
yrnakoBKa MoBpexaeHa.

O603HavaeT Uray goHopa.

0O603Ha4YaeT HOMUHAbHbIA 00BEM
KOHTeliHepa 4ns KpoBu.

O6o03HavyaeT  UeneBo  06bEM

c6opa LenbHOoI KpoBw.

O603HavaeT MeLoK AN niasmbl.

O603HavaeT
aHTUKOoarynsHTa.

pacTBop

O603HavaeT MecTo 0T60pa NPobbI.

Uda-63 mn

100 mn-Le

KucnoTta
(aHrugpunpgHas) 0,299 r
LinTpaT HaTpusa (ABYyBOAHbLIN) 2,63
r

MepBMYHbIA opTodoctaTt HaTpus
(moHorungpar) 0,222 r

[JekcTtposa (moHorungpar) 2,55 r
Boga ANA UHBEKLMIA B
Heobxoanmom Konmyectse 100 mMn

JIMMOHHaA
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C.AIM.

O603HayaeT, u4TO  BepTUKa/IbHO
CKnafblBaTb TPaHCNOPTHYO
yNaKoBKY 3anpeLyaeTcs B
KO/imyecTBe, NpeBbILLaOLLLEM
yKasaHHoe

O603HavaeT, 4TO U3OeNMe  He

[0/IXHO UCMNONb30BATLCA, EC/IM OHO
camo, ero crtepunibHas 6GapbepHas
cuctema unn ynakoBKa
MOBPEXAEHb! WU UMEKOT NPU3HAKN
MOBPeXaeHns.
O603HavaeT, 4TO M3denne He
JOMKHO  VMMETb  OTBEpPCTUI  Ana
NPoXoXAeHns Bo3nyxa. He ynanatb
KONNavykn 13 KOMMekTa.

O603Ha4yaeT MPOLO/HKUTENBHOCTb
BPEMEHW, B Te4yeHWe KOTOpOro
nsnenne [I0/MKHO ObITb
MCMOMb30BaHO MOC/Ee  BCKPbITUSA
yNaKoBKM.

O603HavyaeT MeLOoK ANns LenbHOoM
KpOBMW.

O603HavaeT MELLIOK ans
3pUTPOLMTOB.
O6o3Havaet KOHTelHep ans

nepepaboTKM KPOBW.

O603HavaeT [06aBOYHbIV pacTBop.

O603HavaeT, 4to Wu3genue 6bI10
Npou3BefeHO0 B COOTBETCTBMM C
MpunoxeHuem Il [AnpeKTussbl
Esponelickoro coseta 93/42/EEC B
NeiCcTBYIOLLEN peaakunu.

C.A.I''M.-100 mn

100 mn-C.A.T.M.

Xnopuctblid Hatpuid 0,877 1
ApeHunH 0,0169 r

[ekcTposa (aHrugpugHas) 0,818 r
MaHHuTON 0,525 1

Boga ans NHbEKLWI B
HeobxoAMMOM Konnyectee 100 mn
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Mapknposka

MpoeKTbl MAapKMPOBOK Ha PYCCKOM S3blKe
MpoeKT MapKMPOBKM Ha PYCCKOM si3bIKe A1 yNaKOBOYHOI0 naketa us gosbru

KomnekT melwkoB gns Kposu Reveos NLR
CTepwubHO, anMporeHHo, HETOKCUYHO.
O6bem melka; 600 mn. Macca pacteopa CAIM: 100 mn. Macca pactsopa Lid: 63 mn.
Cogepxunmoe: KOMMNeKT MelwkoB Reveos NLR - 2 wT., ynakoBka nornoTuTens Kucnopoga - 2 LWr.
Cm. ceputo/HOmMep napTuu, paty WCTeYeHUs cpoka rOAHOCTM (MAM fJaTy W3roTOB/IEHMS, CPOK
rog4HOCTU) Ha ynakoBke. He ucnonb3oBaTb MpyY OTCYTCTBUM MHMOPMaLUM o rpynne Kposu. He
MCMNONb30BaTh NPV BUAMMBIX NOBPeXAeHUAX. VIHhopMauuio no ncnosib30BaHMI0 CM. B UHCTPYKLNN.
CM. ycnoBusa XpaHeHUa Ha YnakoBKe.
Mpoussogutens: Tepymo BCT, N1Ta. (Terumo BCT, Ltd.), Old Belfast Road, Millbrook, Lame, BT40
2SH, United Kingdom (Bennkob6putaHus)
Mecto npoussogctea: Terumo BCT Vietnam Co., Ltd., Long Due Industrial Park, Long Due
Commune, Long Thanh District, Dong Nai Province, Vietnam (BbeTHam)
CpenaHo BO BbeTHame.
YNONHOMOYEHHbIA NpeAcTaBMTeNb MNpou3BoaMTens Ha Tepputopun PP: OO0 «Tepymo Pyc»,
123112, r. MockBa, yn. TectoBckas, 4. 10, at/nom/kom 13/1/5, Ten. 8 (495) 988 47 40.
PerucrtpaluoHHoe yaocToBepeHue Ne oT

MpoeKTbl MApPKNPOBOK Ha PYCCKOM 3bIKe A/ TPAHCMOPTUPOBOYHOM YNaKOBKM

KomnnekT melKoB gna Kposu Reveos NLR

CMm. ceputo/HoMep NapTuu, Aaty UCTeYeHWs Cpoka roAHOCTM (MK AaTy U3roTOB/EHNUS,
CPOK FOHOCTW) Ha ynakoBKe.
KOpuamnyeckunin nponssogmtens: Tepymo BCT, ita. (Terumo BCT, Ltd.), Old Belfast
Road, Millbrook, Larne, BT40 2SH, United Kingdom (BennkobputaHus)
MarotosuTtens: Terumo BCT Vietnam Co., Ltd., Long Due Industrial Park, Long Due
Commune, Long Thanh District, Dong Nai Province, Vietnam (BbeTHam)

(") CpienaHo Bo BbeTHame.
OrpaHusauusa, ynosHOMOYeHHas MpuUHMMaTbL MPeTeH3un Ha Tepputopppn P®:000
"Tepymo Pyc", 123112, r. MockBa, yn.TecToBckas, gom 10, at/nom/kom 13/1/5. Ten. +7-
495-988-47-40.
PernctpaymoHHoe Y octoBepeHume Ne oT
YCnoBus TPAHCNOPTUPOBKMN M XPaHEHWS:
He ponyckaTb 3amopaxuBaHus. 36eratb neperpesa.
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Reveos NLR
YnakoBka

Kaxpaas oTrpy3oyHas KapToHHas Kopobka (Mnv AWwuK) AN TPaHCMOPTUPOBKU M3AeNns copepxuT 21
KOMMNAEeKT MewkoB Aans KpoBu Reveos NLR. Kaxablli Hapy>HbIi yNakoBOYHbIA MNaKeT U3
aNlOMUHNEBON (hONbIU COAEPXUT 2 eAVHULbI U3L4eNNsS B MHAUBUAYANbHOW YNaKoBKe. Y NaKOBOYHbIA
nakeT U3 alOMUHMEBOM (hONbIM MeLLKOB A/18 KpoBu Reveos NLR cogep>xuT ABe ynakoBku abcopbeHTa
kucnopoga. OTrpy3oyHas Kopobka TakKe COAEePXUT UHCTPYKLMIO MO 3KcnyaTauum.

7 OCHOBHbBIE MAPAMETPblI N XAPAKTEPNCTUKN
MEOVNUMNHCKOIO U3AENNA

7.1 MaTtepuanbl, N3 KOTOPbIX U3roTOB/IEHO MEAUUWHCKOE W3genue uUnuM ero
OCHOBHbIE KOMIMOHEHTbI

HaumeHoBaHve vagenua mnu
neranv v p T:afnexnoc: n Marepuan.... NpUMeHsemMble NpU YU OLOUEHUN
(necnep\cmble)
KoMNieKT MewWwKoB A1s KpoBM BuHWAOBBIA NUCT - MOANBUHUNXNIOPUA

Reveos NLR», B cocTaBe: CoeagnHutenu Tpy6okK - MonnBMHUNXNOPUL
MeLoK ANs LefIbHOW KpoBM; BbIxogHble oTBepCTUA - TTOANBUHUNXOPUS
MepeHOCHO MELLOK ana - Tpy6ku - TonuBMHUAXNOPKUA
TPOMOOLNTOB;

MeLwok Ang nnasmbl;
MeLloK ans 3puTpOLMTOB;
Mewlok ans OCTaTOYHbIX
NENKOLNTOB;
Mewwok ana npo6/0TBofa KpoBm
Pacteop C.A.I'M. B coctase PacTtsoo C.A.'.M B cocTaBe:
MeLLKa Ans 3puTpoLnTOB 1. Xnopwug Hatpus - 0,877%;
2. ApeHuH - 0,0169%;
3. AHrngpungHas gekcrtposa - 0,818%;
4. MaHHuTon - 0,525%);
5. Boga ana uHbekuuin - 97,7631%
Pacteop L®/[J B coctaBe melwka PacTtsoo MN®I1 B cocTase:
ANs UenbHOM KPOBK 1. Knucnota numoHHas 6e3sofgHas - 0,299%;
2. Llntpat HaTpusa ABYBOAHbIN -2,63% ;
3. O4HOOCHOBHbIN (hocthat HaTpus (MoHorugpar) - 0,222%;
4, MoHorugpat JekcTtposbl - 2,55%;
5. Boga ans nHbekuuii - 94,299%.
Mrna KaHtonga - HepxaBetowaa cranb
OcHoBaHue urnbl - MoANBUHUAXNOPUL
Konna4yok urnel - MonunponuneH, MoaMBnHUAXNopua
Hacafka urnbl 3alinTHas Monunponwunex
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leveos NLR

Jepxatens
aganTep

nNpooupok/Jyap-

CoefMHUTENb KPECTOBUHbIA
Jep>xaTenb MellKa KpoBK
CoefmHuTenb Y-06pasHbl

3aXNUM CUHWI

CoegnHutens CLIKTIP xpynkuii

3aXKnm 6enbiii
YnakoBKa:
YnakoBo4YHas
3aKpbITUA KOPOOKM
Kopob6ka

neHTa ans

AbcopbeHT Kncnopoga

AntoMnHueBas qosbra

Mpo3payHas ynakoBoYHas nnieHka

ITUKETKN MELLKOB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

JepxaTenb n konnayvok: MNoaunponunex

Wrna ans cbopa npo6 KpoBu:

KaHtona - Hepxaselowwas ctanb

anokcuaHasa cmona

OcHoBaHue - Monukap6oHat

Kneliknii matepvan, OCHOBaHWA Urbl - YpeTaH akpunat (Y-
0TBEPXAaeMblit)

Konbuo Tpy6ku - MonnemHUnxnopua,

MonuenHUNXNOPUA,

Monunponunex

MonuenHUAXNOPUA

Monwnauetanb

CoeguHutens - NonnMBMHUNXIOPULA

Bknagblw - MonvkapboHaT

Monwnauetans

Kneilikaa neHta - Scotch® MepmeTusmpytowas sctaska 4O

KopuyHeBblii NATUCNOAHOTO
ropokapToHa

YKenesHblli nopowok: 60,00 %

OnatomoBasa 3emnda: 15,00%

Boga: 15,00%

AKTNBMPOBaHHbI yrons: 10,00%

Marepuan ynakosku: [onunatuneHtepedrtanar TNIOO/6ymara
KapToHa MacnocToikas/onumacrep

Cnoinn L

Monuactep: nonuaTuneHTepedTanat 12; antommHuesas onbra 7;
nonnaTuneH 9.

Cnon 2:

AnomuHmnesas onera 12; nonmnponuneH 55

Cnomn 3:

MonunacTtep nonnatuneHTepedTanat 12; antommHuesas honbra 7;
nonuaTuneH 9.

Cnoit 4: NONN3ITUNEH;

BuakcmanbHO OpMeHTUpOBaHHAA nonmamugHas (HeilnioHoBas)
nneHka - 15vkM

(BnakcmanbHO OpUeHTUPOBaHHaA nonvaMmugHas nineHka)/ 30MkM
CPP (KacT-nonunponunieHoBas nineHkKa)

Kpacsuias neHTa-Tepmoannankaumsa and nnactuka

KapTOH: ,ﬂ,BOVIHbIe CTEHKN U3
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Reveos NLR

7.2 HoOMUHaNbHble TEXHUYECKNE XapaKTePUCTUKN

JonycTnmoe OTK/IOHEHME NapamMeTpPOB COCTABNAET £ 5 %. eCn He yKa3aHo MHoe.

O0beM MELLKOB

XapaKTepuCTUKN UMbl

Konnayok wur/ibl

TpaHcnopTHas ynakoBka

OpfHopa3soBsas nepsnyHas
ynakoBka

lNpo3payHas ynakoBka

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Ob6wumne \apaklcpuciunkum
MeLlok ans uensHow kposu: 450 mn + 10% nntoc 63 mn Ll
MepeHOCHOI MeLWoK Ansa TpomM6oumMToB: He 6oniee 600 mn
Meluok ans nnasmbl: He 60nee 600 mn
Mewok ans aputpouuToB: He 6onee 600 mn, Bkntoyas 100 mn
KoHcepBaHTa Kposu C.A.I'.M.
MeLLoK Ans ocTaTOYHbIX NenKounToB: He 60nee 400 mn
MeLwok gns npo6/oTBofAa KpoBU: He 6onee 60 M
Hapy>Hblii gnameTp: 1,65 Mm
BHyTpeHHMI1 anameTp: 1,39+0,03 Mm
LNnHa urnbl:
- [nnHa MeTann4yeckoi uvactTu wurabl: 33 MM, OCHOBaHMe
(coepuHuTens / coefuHutens) - 30 MM M obwas AnvHa C
MeTa/IMYeCcKOi YacTbio - 63 MM
- Konnayok urnbl B c6opke (TonwmHa Koinayka) - 7,5 mm, Bce 3
yacTtun Bmecte - 70,5 MM
Macca urnel: 3,51
Mrna go/mKHa BblaepXXuBaTth TAHYLLee ycunume 5,4 Kr
Wrna He pomkHa fedopmMupoBaTbCA OT CTepuamsauvy napom
npu 120°C B TeveHune 40 MuH.
TonuwmHa cteHok; 0,229+0,0005 mm
TeepfocTb No metoay Pokeenna He 6onee 90 (HRC)
Ra He 60nee 0,32 MKM 151 HAPYXXHOW YacTu
Ra He 6onee 0,63 MKM A/ NOBEPXHOCTEN 3aTOYKM KOHYMKA
Urnbl
Ra He 60nee 20 MKM 41 4pyrux NOBEPXHOCTEN
OnnHa 50 mm
WwnpuHa 11,4 mm
BbicoTa 6,6 MM
OnvHa: 410 £ 10 mm
LWnpnHa: 320 £ 10 Mm
Bbicota: 280 + 10 mm
Macca: He 6onee 0.5 Kr
KomMnnekTbl 04HOPa3oBbiX TPY6OK C NpO3payHoOi MAEHKON K
(onbroii: 410 £ 5 MM X260+ 5 mm x 30 £ 10 mm ([ x B x L)
LvpuHa ynnotHeHus (wea): 10 + 2 Mm
OnuHa naketa abcopbeHTa Kucnopoga (KaxXAabli Hapy>KHbI
YyNaKOBOYHbIA NaKeT U3 alOMUHMEBON (ONLIN COLEPXUT caLle,
KOTOpbIV MOrnowaeT KUCnopod W BbipabaTbiBaeT Tensio npu
KOHTaKTe C BO3[yXOM):
OnvHa: 50 £ 5 mm;
LWupwnHa: 405 mm
OnnHa 400 £5 mm
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leveos NLR

MeLloK anst uenbHOl KPOBWU
(Mm)

Mewok pana
(Mwm)

3pUTPOLNTOB

Mewwok ans nnasmbl (Mm):

MepeHOCHOW  MeLloK
TpomboumToB (MM):

ans

Mewok and
KpoBu (MM):

npo6/oTeoja

Mewok Aansa
neinkounToB (Mm)

OCTaTOYHbIX

CsoWicTBa NpU pacTaXeHUw
(MpOYHOCTL Ha pacTsKeHue)
coefvHUTeNen Mexay
MeLlKaMun 1 TpybKamu

Jepxarenb MeLLKa Kposu

Macca komnnekTa

LvameTp 0TBEPCTUIA
COEIMHUTENbHbIX 3/1EMEHTOB
Ha MeLLKax

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

LLnpunHa 165 + 5 mm

BbicoTta 30 = 5 MM

LLinprHa ynnoTHeHnsa (wsa): 10+ 5 mm

Macca He 6onee 0,475 Kr

OnnHa: 180

LWunpuHa: 125

Macca: 25,6 r

OnuHa: 180

LnpwuHa: 125

Macca: 27,8 r

OnvHa: 180

LWunpwnHa: 125

Macca: 23,4 1

OnvHa: 160

LWnpuHa: 125

Macca: 18,6

OnvHa: 85 (97, BKoYas 3anasHHyo Yactb MNBX)
LLnpuHa 64 (80, Bkntoyasa 3anasHHy vacTb MNBX)
Macca: 7,4 1

Onuna: 85 (97, Bknioyas 3anasgHHy0 YacTb MBX)
LWwvpuHa: 64 (80, Bktoyas 3anasgHHy yvacTb MNBX)
Macca: 7,4 1

6onee yem 80 H

AOnvHa 10,9 mm

WnpuHa 4,7 MM

Bbicota 2,5 MM

Macca He 6onee 0,0067 Kr

B c6opke 7,97 kr

N3penna 372 rpamma

N3nenus B opurmHanbHoO ynakoske 376 rpaMm
JlonycTumoe OTK/IOHEHME NPeACTaBNeHHbIX 3Ha4YeHnin £10 r

7,5 Mm
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Reveos NLR

HanmeHoBaHue OnvHa, Mmv LLinpuHa* mMm TonwmHa, mm Macca, r
Hacagka urnbl 3awntHas 94 10,5 10,5 4.4
Oepxatens  npo6upok//yap- 64.8 58 (y 5,8 (y OCHOBaHWS]) 44
agantep OCHOBaHuA)

CoefMHUTENIb KPECTOBUAHbIN 20,7 20,7 11,7 11
Y urnsbl:
CoegnHuTeNnb Y -00pa3Hblii 33,2 24 . 65 13
Y npo600T60OPHOro yCTPOACTRA:
11J 131 6,7 12
3aXnM CUHWI 24,9 17,9 9,5 11
Coe,qlel/lTenb CLIKTIP 57 8 8 18
XPYNKWiA
3aKUM 6enblit 24,9 17,9 9,5 11

MakeT c abCOPOEHTOM KMcnopoga COAepXuT*:
- KenesHblli NOPOLUOK;
AKTVBUPOBaHHbIN Yrosb;
- Bopga;
- Cornb.
*I'Ipmwleanme: He npeaycMaTpuBaeT KOHTaKTa C nayneHToM u meanepcoHanom.

XapaKTepUCTUKM TPyO6OK KOMMN/IEKTa MELLKOB AN kposu Reveos NLR*

To.iiiiMna 11apy>XHblit B m\: pemumI
3genmn crenok. =01  pawnamcrp, 101  agumamesp, £ 0.1
\1M \1M MM
Tpy6Ka BBOASLLEW UMbl 1,4 mm 4,4 Mm 3,0 MM
Tpyb6Ka K fepxaTesito npobupok/Jyap-
pyoKa Ka panamepy (,E,’) POKITIYop 2,6 MM 4,4 mm 1,8 MM
TpybKa K MeLLKy ans céopa npob 1,4 Mm 4,4 Mm 3,0 Mm
Tpy6ka K fepxxaTtento npobupku ana céopa 1.4 um 4.4 MM 3.0 MM
KPOBM ’ ’ ’
Tpy6Ka nuHun coopa Kposm 1.4 mm 4,4 Mm 3,0 Mm
Tpy6kKa y3na 06paboTKn KpoBu 1,4 mm 4,4 MM 3,0 Mm
TpybKa K MeLKy A/ nnasmbl 1,4 mm 4,4 MM 3,0 mm
Tpy6Ka K MeLKy A8 0CTaTOUYHbIX
NEKOLMTOB 14 mm 4,4 mm 3,0 MM
TpybKa K MeLLKY Ans TpPOM60LUTOB 1.4 mm 4,4 mm 3,0 Mm
Tpyb6Ka K MeLKy 15 3puTpoLmTOB 1,4 Mm 4,4 mm 3,0 Mm
Tpy6Ka K MeLKy Ans LefbHON KpoBK 1,4 mm 4,4 Mm 3,0 Mm
Tpy6ka nuHUn Mi;JOKBaMAﬂﬂ npo6/oTeoja 14 wm 4.4 wm 3.0 MM

npefHasHauvyeHbl 415 ONPeAEneHNss UX COBMECTUMOCTU CPa3/IMYHBIMN TUNaMu nabopaTopHOro o60pyAoBaHusA. YKasaHHble
HOMMWHANbHbIE BENUYUHbLI ABMSKTCA HOPMATUBHbLIMUW LeneBbiMU pa3Mepamu Tpy6oK. TemMm He MeHee, NOCKO/IbKY yKa3aHHble
BENIMYMHBI GbIIN MONyYeHbl B pe3ynbTaTe 3aMepoB TPY6OK A0 UX CTepuAmn3auun, a TakX e B CBA3M C BapbUpPyeMoCTbio
npovW3BOACTBEHHOTO Mnpouecca, PakTuyeckne pasMmepbl TPY60K MOTyT HEe3HAUYNTENbHO OTAMYATHCSH OT HOMUHANbHbIX
BEJINYUH.

15
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Reveos NLR

Pasmepbl TPY6OK 10 1 MOC/e CTEPUNN3ALUN

Reveos NLR
Disposable Set

St Mo, QISR

frfimrmrffliHtiflffli

Mo3numnsa
3 OnMHa  MorpewHocts,” Tpy6ka

JInHusa BBOASLLEN UMb

1 260 mm 10 mm 247 MM
OcHoBHas TpyOKa
12 220 MM + 10 vm 209 Mm
10 1050 mMm + 20 Mm 1000 mm
9 34 MM 2 MM 32 MM
13 470 mMm * 15 mm 187 Mm
7 132 MM * 3 MM 125 mm
7 132 MM * 3 MM 125 mm
8 ONINHHasA 756 MM + 20 mm 750 mm
NNHUA
8 KopoTKas 294 Mm + 15 Mm 279 mm
NNHUS
Tpyb6ka gns oT60pa npob B cOOpKe
14 30 MM 2 MM 28 Mm
5 65 MM 5 mm 61 MMm
NvHnA mewka ans nnasmbl
6 405 Mm = 10 mm 390 mm

lMorpewHocCTb

+5%

+5%
+5%
+5%
+5%
+5%
+5%
+5%

+5%
+5%
+5%

+5%

Mexay
KOMMOHEHTaMM

235 Mm
200 mm
1016 Mm
19 mm
181 mm

117 mm
121 mm

748 MM
275 Mm

13 Mm
44 mm

387 Mm

JonycTnmoe OTKIOHEHMe napaMeTpoB cocTasndeT £5 %. ecin He yKa3aHO MHOe.
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Reveos NLR
8 METOAbl W CPEACTBA AE3NH®EKLUMN W OYUNCTKW TMEPEQ
CTEPUNTN3ALUMEN

HenpumeHnnmo. Komnnekt Reveos NLR nocTaBnsetcs CTepu/ibHbIM M He TpebyeT AO0NOHUTE/bHOM
cTepunnsalmm.

9 METO/AbI n YC/N10BUA CTEPUNTN3ALUNN, YCJ/TOBUA
NOAOAEPXAHUA CTEPUNJIBHOCTWU

[aHHOoe wn3fenve CTEpUNN30BaHO NapoM 4Yepe3 UMK/ aBTOKMaBHOMW 06paboTKM C NpPUMEHEHWEM
CTPYWHOr0 OpPOLLEHNMSA, COBMELLAIOLWMIA AaBeHWe N HarpeTyto Body. LIMK/bl NapoBoi cTepuansaummn
[LOCTUTAlOT YCTAHOBNEHHOTO YPOBHA rapaHTUW CTepuibHOCTU npogykta 10/ B COOTBETCTBUM CO
cTtaHgaptom ISO 17665.

B. Mpouecc ctepunusauum komnnekta Reveos NLR BK1OYaeT B ce6a aTan CyLIKW Noc/e CTepuansanmm
0N yAaneHns N3NnLIHe Bogbl.

Banvpaumsa npouecca ctepunmsaymm Obifa BbINOIHEHA HA TPeX LMKAax CTepUaM3aunm KOMMIeKTOB
Reveos NLR, cogepxawmx pacteopbl C.A.IM. n L® [, ¢ ncnonb3osaHnem cTepunmsatopa Super
Heated Water Sterilization System TBV1-BB2-AC1-0. BbINO/MHEHHbIV LMK CTepuan3aymm obecneymn
YPOBEeHb rapaHTUM CTepuibHOCTU Bbiwe 1x10"”. [aHHbli UMKN 0J0OpeH ANns WMCNoNb30BaHUS B
yCTaHOB/IEHHOM MPOM3BOACTBE 04HOPA30BbIX KOMMIeKToB Reveos NLR.

10 MEPEYEHb onacHocTei, CBA3AHHbLIX C 3KCMNYATALVEN
MEOAVWUMHCKOIo W3AENNA, N OMMCAHWME MEP/CMOCOBOB,
MPEAMPUHATBIX/NCIMOJIb3YEMbI X a4 OBECITEHEHWA
OJOMNYCTUMOCTWN OCTATOYHBIX PMCKOB

KomnaHuna «Tepymo BECT» BbinonHWna Nogpo6Hblii AHann3 pUckoB Bceli cUCTEMbl Reveos, BKOYas
ee annapaTHoe 06opyjoBaHVe, MpPorpaMMHoe ob6ecrneyeHVe M OLHOPa30Bble KOMMJIEKThI, C LEMbI
BbISIBNEHUA MOTEHLMaNbHbIX BWAOB HEWCMPaBHOCTEW W COOTBETCTBYHOLWMX (DAKTOPOB puUCKa.
YKa3zaHHbIli aHanu3 6b11 BbINONHEH B ABa 3Tana. Liesb nepBoro atana 3aknt4vanach B BbIABNEHUN BUAOB
0TKa30B, UX MPUYMH M NOCNEACTBUIA, a TakXKe B onpefeneHnn TpeboBaHUiA K CUCTEME U MOLCUCTEME,
npeAHasHaYeHHbIX 415 o6ecneyeHns HeO6X0AMMON 3alWnTbl n3genns. Lienb BTopoii hasbl 3aknoYvanach
B OLEHKE PONU [LeTann3npoBaHHbIX NPOEKTOB CUCTEMbI U MOLCUCTEMbI B CHUXEHUU (PAKTOPOB puUCKa.
Kpome TOro, 661711 yCTaHOB/IEHbI OCTaTO4HbIE (DaKTOPbI PUCKa A4J18 TOro, YTO6bl YAOCTOBEPUTLCA B TOM,
4TO cucTeMa obecrneynBaeT HeOOXOLMMbIA YPOBEHb 3aLLUTLI.

Llenb 3alMTHbIX MeXaHW3MOB 3aKNKUaeTCs MO0 B CHMKEHUMN CEPbE3HOCTU MOCNEACTBUI OTKA30B U
(unn) BEPOATHOCTM WX BO3HUKHOBEHMS, /MO0 B YBENUYEHUM CMOCOOHOCTU  O6HapyXeHus
HencnpaBHOCTEN cuCTeMO. BnusHue pa3paboTaHHO KOHCTPYKUWUWM CUCTEMbl Ha (haKTOpbl pUCKa
3aKNYaeTCca B 0OCTATOMHOMN Cepbe3HOCTM, OCTaTOYHON BEpOATHOCTM BO3HUKHOBEHUS U B OCTATOYHOM
00Hapy>XeHUM HeucnpaBHOCTeW. [lpouecc onpegeneHnss YPOBHA  OCTaTOYHOW  CEPbE3HOCTM
MOCNeAcTBUIA, OCTATOYHON BEPOSTHOCTM BO3HWKHOBEHUSI U OOHApPYXXEHUS HemcrnpaBHOCTEN O6bin
NAEHTUYEH NpoLeccy onpeaeneHns YpoBHEN n3HavanbHON CEpbe3HOCTUN, BEPOSTHOCTY M 0GHAPYXXEHNS.

B pe3ynbTaTte aHanu3a 6bin onpegeneHbl (HakTopbl PUCKa CMCTEMbI ReVeos; BbISIBNIEHHbIE PUCKU 6bIN
CHWXKEHbl B MaKCMManbHO BO3MOXHOI CTeneHu; Gbina BbiNONHEHa BepuduKauus u (Mnv) Banuaauus
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Mep MO CHMXKEHMIO PUCKOB. B pamkax aHanunsa 6blav onpeAeneHbl 0CTaTOUHbIE PUCKK, KOTOpPble Oblawu
NpU3HaHbl AonycTUMbIMK.  OueHKa COOTHOLWIEHWA 06LWeli MNoMb3bl U PUCKOB, CBA3AHHbLIX C
NPUMeHeHVEM W34enus, fana npuemsaemble pesynbTatbl. Komnauua 6yfeT npofoskaTb BbIMOMHATb
nepuoaMYecknini 0630p NPOM3BOACTBEHHON MH(OPMALUN 1 OTHETOB C N/0LWaL0K NPUMEHEHNS N3aeNns,
a TaKkxke 6yaeT oueHMBaTb BANAHME NONYHYEHHON UH(OPMALMMA Ha PUCKM.

KomnnekT Reveos NLR 6bIn1 npu3HaH 6e30MacHbIM A8 NPUMEHEHNS.

11 MEPEYEHDb NMOCYAJAPCTBEHHbBIX 7 MEXAYHAPOAHbBIX
HOPMATWBHbIX OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEANUNHCKOE U3AENNE

[MepeyeHb MCMONb3yEMbIX MPUMEHUMbIX CTAHLAPTOB:

- EN ISO 62366, N3genna meanumMHCKne - TpoeKTUpoBaHNE MeANLMHCKUX U3AENNA C YYeTOM
3KCNyaTauNOHHOW MPUroLHOCTM.

- EN ISO 13485, N3genus meguumnHckue. CucteMbl MeHeI)KMeHTa KayecTBa. TpeboBaHuA Ans
Lienein perynmpoBaHus.

- EN ISO 14971, N3penna meanumHcKune. TpuMeHeHNe MeHeL)KMeHTa puUcka K MegULNHCKUM
n3genmnam.

- EN ISO 3826-1, KoHTeilHepbl CKiagHble MacTMaccoBble A/ YeN0BEYECKON KpoBM W ee
KOMMOHeHTOB. YacTb 1. CTaHAapTHbIe KOHTEMHEpbI.

- EN ISO 3826-3, KoHTeliHepbl CKnafHble MAacTMaccoBble /15 YeNOBEYECKOW KpPOBM U ee
KOMMOHEHTOB. YacTb 3. CUCTeMbl YMaKOBKM KPOBWM CO BCTPOEHHLIMW 3/IEMEHTaMM.

- EN ISO 1135-4, pasgen 5.4, Annapatbl MegULWUHCKME ANA NepennBaHUMA KpoBu. YacTb 4.
KomnnekTbl Ans nepenvMeaHns KPoBW OL4HOPA30BOro NPUMEHEHMUA, nojayva CaMOTEKOM.

- ENISO 15747, KoHTeilHepbl NaacTMacCoBble AN8 NeKapCTBEHHbIX MpenapaToB BHYTPMBEHHOMO
BBEJEHMA.

- EN 15986, CumBonbl 418 WCMNONMb30BaHWA MNPU MapKUPOBKE MeAULMHCKUX YCTPOWCTB.
Tpeb6oBaHVsA K MapKUpPOBKe MeAULMHCKNX YCTPONCTB, CoAepXalymx granatbl.

- EN ISO 15223-1, N3genusa meguumHckne. CUMBOMbI, MPUMEHSAEMbIE MPXM MapKMPOBaHUN Ha
MeAUNLMHCKNX U3LeNnsX, 3TUKETKaxX U B CONPOBOANTENbHON fOKyMeHTauun. Yacts 1 O6uiune
TpeboBaHuA.

- EN ISO 11607-1, ¥YnakoBka pAna MeAULMHCKUX W3LeNNiA, nognexawmx ¢GUHULLIHON
cTepunusaumn. Yactb 1. TpeboBaHUs K MaTepuanam, 6apbepHbIM CUCTEMAM 418 CTepUAn3aLumn
N YNaKOBOYHbIM CUCTEMAM.

- I1SO 780, ¥nakoBka. TpaHcnopTHas Tapa. [paduyeckume 0603HaYeHUs, NPUMEHSIEMble ANS
06paboTKM 1 XpaHeHUs YMaKoBOK.

- EN ISO 3826-2, KoHTeilHepbl CKNafHble NaacTMaccoBble A5 YEe/I0BEYECKON KpoBU U ee
KOMMOHeHTOB. YacTb 2. [panyeckme CUMBOMbI, WCMONb3yeMble Ha 3TUKETKaX U B
NHCTPYKLMUSAX.

- EN ISO 1041, Wudopmauusa, noaroTtaBnvBaemass W3roToBUTENIEM, COMPOBOXatoLLlas
MeWLMHCKME Npubopbl.

- ISBT 128, TexHu4yeckaa crneundukaumns ctaHgapTa, sepcus 5.4.0.

- 1STA2A, Mpoueaypa 2 A - ¥YNakoBaHHble NPoAyKTbl BecoM 150 ¢hyHTOB (68 Kr) nnm MeHee.

- ISO 14644-1, YncTble NMOMELLEHMA N CBSA3aHHble C HUMM KOHTpoOnuMpyemble cpedbl. YacTb I.
Knaccugmkaumsa 4nctoThbl BO3AyXa N0 KOHUEHTpaunm yactul,
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- I1SO 14644-2, TloMeLLeHNA YUCTbIE U CBA3AHHbIE C HUMW KOHTpPOAUpPYyemble cpefbl. YacTs 2.
MOHUTOPUHI C Ue/blo 06ecnevyeHns XapakTepPUCTUK UUCTbIX MOMELEHN, CBA3AHHbLIX C
YMCTOTOM BO3JyXa Ha OCHOBE KOHLEHTpaLMK YacTULl.

- ENISO 556-1, Ctepunusauma MeauUMHCKMUX n3gennin. Tpe6oBaHUst K MeAULUHCKAM U3AENNAM
KaTeropmm "cTepunbHble™. YacTb 1 TpeboBaHMS K CTepuamnsal My ynakoBaHHbIX MegULUHCKNX
n3aenui.

- EN 1SO 17665-1, Ctepunusauusi MeAULUHCKOA npogykKuuu. BnaxHblil >xap. Yactb 1
Tpe6oBaHua K pa3paboTke, BanMjauuMm U TeKyLlemy KOHTPOJIKO npouecca CTepuansauun
MeAULMHCKUX Nprubopos.

- EN ISO 10993-1, OueHKa 6M010rnyeckoro AencTens MeguUnHCKUX nagenunin. Yacte 1 OueHKa
N 1ccrnefoBaHns B NPOLLECCE MeHEeIPKMEHTA PUCKOB.

12 YCNIOBUA SKCIMNYATAUNN

3abop uenbHo KpoBuM npu nomown Reveos NLR 06bI4HO OCywecTBAAETCA NPM KOMHATHON
TemnepaType. Ob6paboTka LenbHON KPOBM BbINONHAETCHA B NabopaTOPHbIX YCNOBUAX MPU NOMOLL M
ABTOMaTM3NPOBAHHON cuCTEeMbl nepepaboTkKn KpoBM Reveos B YCNOBWAX peryaupyemoro
TemMnepaTypHOro pe>xuma.

ABTOMaTU3NpPOBaHHaA cnucTtema nepepa60TKV|

KpoBK Reveos SKcnnyaTauMoHHbIe napameTpbl 3Havenve
BnaXxxHOCTb oT 10 5o 80 % 6e3 KOHAeHcaL MM
Temneparypa sKCRAyaTALMM PekoMeHAyeMbIVi TeMNepaTypHbIA peXxum ot
18 °C po 27 °C (ot 64,4 °F no 80,6 “¥F)
BbicoTa Jo 2000 m

Mpu TemnepaType Tena naymeHTa 32 ®C - 42 ®RC ycnosus aKcnayartaumnm crefyroLime:

MapameTp 3Ha4veHune
Bna)HocTb fo 100%
Temnepartypa akcnayaraumm 0T 32 °C po 42 “C
[JaBneHuve 700-1060 rlla
12.1 YcnoBusa TPaHCNOPTUPOBKU N XpaHEHUA

Ycnosua xpaHeHua:

e [onrocpo4yHas TemnepatypaxpaHeHus: ot 1°C go 30 °C

*  BnaxHocTb npy XpaHeHnn: 0T 35 % [0 75 % OTHOCUTeNbHO BnaxxHocTy (RH), 6e3 KoHaeHcaumm

* He ponyckaTb 3amopaxmBaHus. M36eratb neperpesa.

Mcnonb3oBatb KOMNNeKT MelwkoB Reveos NLR ana uenbHOW KpoBW B TeYEHME OLHOr0 Mecsua rnocne
BCKPbITUS  HAPYXXHOr0 YMakOBOYHOrO Maketa W3 aflOMWHMEBOW  onbrn. [na  XpaHeHus
Hencnosib30BaHHbIX KOMIMIEKTOB [ KPOBM HEOOXOLMMO TMOMECTUTb KOMMMIEKT 06paTtHO B
YNaKoBOYHbIA MakeT M3 alOMUHWUEBOWA (HONbIM WM 3aKPbITb €0 MpPY NMOMOLLM KNEeRKOW NeHTbl WK
3akmma. Komnnekt mewwkoB Reveos NLR ans LenbHOM KpoBM HeO6XOAMMO MCMO/b30BaTh B TEUEHME
OAHOW Hefienu, He npeBblllas 28 AHel Nocne ero 13BeYeHNs M3 NpPo3pavyHoii ynakoBOYHON 06MOTKM.
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Ycaoeus mpancnopmupoexu:

Ilapamerp 3HaueHHe

JonycTuMbie OTKIIOHEHHA BIQXHOCTH:
BnaxHocTb ot 85 % (x 5 %) no 72 yacos
ot 15 % no 35 % Ha cpok 0 6 MecsaLeB

JonycTiMble TeMnepaTypHbIe OTKIIOHEHHS |
Temneparypa ot -20 °C no 1 °C Ha cpok 10 2 Heaenb
ot 30 °C no 50 °C Ha cpok a0 | Heaenn

H3berarb 3aMep3aHUA M BLICOKHX TEMMEpATyp.

13 BOBMOXXHBIE MOBOYHBIE 3®®EKTHI ITPH HCITIOJIb30OBAHHH
MEJUUHHUHCKOI'O U31EJHUSA

' H3BecTHbie HeGnaronpuaTHoie N060YHbIE peakLUHH, CBA3AHHbIE C MPOLIECCOM B3ATHSA KPOBH:
' 1. MecTHble peakLHH, CBA3aHHLIE C BBEACHHEM HIbI:
a. [loBpexxaeHue cocyna: reMaToMbl, NPOKOJ apTepHH, TpoMbodnebuT.
b. TMoBpexxneHue Hepma: nOBpeXIAeHHe HepBa, MNOBPEXICHHE HepBa B CBA3H C
obpa3oBaHHEM reMaTOMbI.
¢. Jlpyrue OCNOXHEHHA: MOBPEXKACHHE CYXOXKH/IHA, alnepruyeckas peakuus (MecTHas),
HHbexuus (MecTHas).
2. O6uiue noGouHBIE peakLHK:
a. BasosaranbHas peakuHs: HEMEIJIEHHOTO THNA, 38MEAJIEHHOIO THNA.
3. Penkue cepbe3Hble OCNOKHEHHUA:
a. Css3aHHble C TMOBpEXIEHHEM COCyJa: TNCEBJOAHEBpU3MA MUIEUEBOH apTepHH,
apTepMoBEHO3HaA PUCTy1a, CHHAPOM CAaBNEHHA, TPOMGO03 MOAMBILLIEUHON’ BEHBI.
b. TpaBmbl: TpaBMbl UM MOBPEXACHHS, CBA3aHHbIE C Ba30BarajibHLIM 0GMOPOKOM, ApyrHe

BHIBI TPaBM.
c. CepaeyHOCOCYAHCThIE peaKLUMH: CTEHOKapAus, MH(apkT Muokapaa, uepebGpanbHas
HILEMHA.
' Hcrounnk: PykoBoACTBO Kk 3aroToBke, MPUMEHEHHUIO H 06ecneyeHHI0 KauecTBa KOMMOHEHTOB KPOBH

(Pexomenpauns Ne R (95) 15, 17-e u3nanue), ony6ankoBanHoe J{upexroparom Coer Esponsl no
KayeCTBY JIEKApCTBEHHBIX CPeACTB H 3apaBooxpaHeHHio (EDQM).

14 YKAZAHHUE HA BO3MOXHOCTb U OCOBEHHOCTH NIPUMEHEHMHSI
MEJUIIUHCKOI'O H3IEJINSA JJUIIAMH C
HMIITAHTUPOBAHHBIMH MEAUIMHCKUMH WU3AEJUSAMM,
BEPEMEHHBIMH XEHUIMHAMH, XEHULIUHAMH B IIEPHOJ
KOPMJIEHUA I'PYABIO, AETbMM, B3POCJIBIMH C
XPOHNYECKHMMU 3ABOJIEBAHUSIMHA

OnmHopa3oBbie KOMIIEKTh! MEILKOB, OMMUCaHHbIE B HACTOALLIEM AOKyMeHTe, coaepxat ¢pranatel (DEHP).
['pynnoii nauMeHTOB, NOABEPXKEHHbIX HaHGONbILIEMY PHCKY BpeaHoro Bo3aeiicteusa ¢ranatra DEHP,
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cumTaloTcs 6epeMeHHble N KOPMSLLME XEeHLUHbI, a Takke AeTu. MNMpuH1Mas BO BHUMaHWe NATbAecAaTt
neT YCMEWHOro WCMoib30BaHNSA MeLULUHCKOro wu3genus 6e3 CoOoOLWeHWA 0 BO3HUKHOBEHUM
HeXXenaTteflbHbIX ABMEHWI, CBA3aHHbIX C cogepxaHneM (Tanata DEHP B m3genuu, MOXHO caenatb
BbIBOJ O TOM, YTO PWUCK MpPW HEBbINONHEHUW HEOOXOAMMONM npouesypbl NpyY NOMOLLM U3Lenus
3HAYUTENbHO MPEBbILIAET PUCK, CBA3AHHbIN C KOHTaKTOM ¢ (htanatom DEHP.

15 MH®OPMALNMA O CMNOCOBHOCTN MEANUMNHCKOIO U3AENNA

BOB,EI,EVICTBOBATb HA CMNOCOBHOCTDb YIMPABNATD
TPAHCMOPTHbIMW CPEACTBAMU N MEXAHN3MAMW
HenpumeHumo.

16 YKA3AHWNA, TP HEOBXOAMMOCTW, CINEUWNAJIbHbIX MEP
MPEAOCTOPOXHOCTWN, MPUMEHAEMbBIX TPV YHNUTOXEHWN
HEWCMO/Nb30BAHHbLIX MEAVLIMHCKWNX N3AENNI

Ytnnuzaums komnnekta Reveos NLR goskHa BbINOAHATLCS B COOTBETCTBUM C TpeboBaHUAMU
MECTHOr0 3aKOHOJaTe bCTBa.

B 3aBucuMMOCK OT Kateropum onacHocTtu no CanlunH 2.1.7.2790-10:

Heucnono3oBaHHoe wu3genne Reveos NLR knacca «A» B cootBetctBumM ¢ CadllnHom -
3ANNAEMMONIOTMYECKM 6e30MacHble 0TX0Abl, MPUBAMKEHHbIE MO COCTaBY K TBEPAbIM ObITOBbIM OTX04aM.
Mcnonb3oBaHHoe wu3fgenve Reveos NLR knacca «b» B cootBetctBuM ¢ CaHlluHom -
3NMAEMNOSIOTMYECKN ONACHbIE OTXOAMbI.

17 TPEBOBAHNA T1O0 TEXHUNWYECKOMY OBCNYXWMBAHWNIKO I
PEMOHTY MEAVNUWHCKOIO USAENNA

KomnnekT mewkos Reveos NLR aBnseTcs OL4HOPA30BbIM MEAUUWHCKUM W3LeNUeM U He TpebyeT
TEXHMYECKOro 06CNYXXNBAHUS UM PEMOHTA.

18 TPEBOBAHWA MO YCTAHOBKE M HACTPOWKE

HenpnmeHnmo. M3genne noctasniseTcsa B rOTOBOM BUSE.

19 TAPAHTUWNHbBLIE OBA3SATE/IbCTBA

rapaHTUIAHBIA CPOK XpaHeHUs: 2 roga
Mpn nokynke npoaykuuu kKomnaHunm «Tepymo BCT» npvMeHUMbl 0O0LiMe CPOKW U YCNOBUA
06cny>XmMBaHus, BKKOYaOLLMe CneaytoLlme rapaHTuiiHble 06s3aTeNbCTBa:

OrPAHMYEHHASA FTAPAHTUA. WHhopmaunus o rapaHTUilHbIX 00s3aTenbCcTBax, NPUMEHUMbIX K
060pyA0BaHNIO WM OAHOPA30BbIM W3LENNAM, YKa3aHHbIM B AaHHOM CueTe-(hakType, yKasaHa B
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npencKypaHTe NPOAYKLUMM KOMMaHUW v B Nt0O6OM J0OroBope, NpejmMeToM KOTOPOro ABNSeTCA AaHHOe
obopyfoBaHNe Uy 04HOPa3oBble U3AeNns, a TaKxe npefocTaBnseTcs KomnaHueid «Tepymo BCT» no
3anpocy noTpebutens. B TeuyeHue pgessHocTa (90) AHe CO [HA BbICTaBMEHWUA cueTa-(PakTypsbl
KomnaHua «Tepymo BCT» 0653aHa BbINOMHWUTL PEMOHT WM 3aMeHy 3anacHblX KOMMOHEHTOB
NMpon3BoACTBa KOMNaHUN «TepymMo BCT», a TakXe 3/1eMEHTOB AONONHUTENbHbIX PYHKLMIA NPOAYKTa B
TOM cfiyyqae, ecnM KomnaHusa «Tepymo BCT» npusHaeT Hanuuve AedekTOB B martepuane Wm
nsrotosneHmn. KomnaHus «Tepymo BCT» He HeceT OTBETCTBEHHOCTb W HE MMEET KaKux-nvm6o
0643aTe/IbCTB B OTHOLUEHWU HEUCNPaBHOCTEA MNpPOAYKTa, BbI3BaHHbIX HOPMasibHbIM  W3HOCOM,
HenpaBu/bHbIM MNPYMEHEHWEM, CaMOBOJ/IbHbIM BHECEHMEM W3MEHEHWUA B KOHCTPYKLMIO, aBapuen,
XanaTHOCTbl0, MPWMEHEHMEM HecTaHAapTHbIX BCMOMOraTeNbHbIX NpUCNocobneHnin un  (Mnu)
HenpaBu/IbHbIM TEXHUYECKUM 06CNyXunBaHWeM u3genus nokynatenem. KomnaHus «Tepymo BECT» He
noaTBepXaaeT 6e30MacHOCTb MAM 3((EKTUBHOCTb M He NpPefoCTaBNseT HUKaKWUX rapaHTWi, SIBHO
BbIP@XEHHbIX WX MOoApa3yMeBaeMblX, B OTHOLUEHUW KOMMOHEHTOB WAW 3anacHbIX YacTeil, He
Npoun3BeAeHHbIX KoMNaHuel «Tepymo BCT», BKAYas KOMMOHEHTbl W 3anacHble 4acTu,
npefocTas/ieHHbIe M0 3anpocy okynartens, a TakXKe B OTHOLIEHUW APYTUX KOMMOHEHTOB 1 3anacHbIX
yacTeil, NPUMEHSEMbIX He MO Ha3Ha4yeHWto, YKasaHHOMY WX Mpou3BoAuTenemM.  HeBbINONHEHWE
Heo6X0AUMbIX MpoLefyp TEXHUYECKOTO 06CNYXMBAHWUSA WU3LeNUs aHHYNUPYIOT faHHble rapaHTuliHble
obszatensctBa. KomnaHua «Tepymo BCT» He HeceT OTBETCTBEHHOCTb 3a Kakue-nnmbo cobbiTna u
MPOUCLLECTBUSA, CBA3aHHbIE C KOMMOHEHTaMMW, He NPOu3BefeHHbIMU KoMnaHuein «Tepymo BCT» u
yCTaHOBNEHHbIMU B npodykt. HACTOAWAA OIMrPAHMYEHHAA TAPAHTUA COLEPXWNT
NCKTIOYUTENbHBIE TAPAHTWW U CPEACTBA MPABOBOW 3ALLLUTLI MOKYMATENS.

20 MPETEH3NWN

Mpn nokynke npoayKuuMnm komnaHun «Tepymo BCT» npumeHMMbl 06LWMe CPOKM U YCnoBuUA
06CNyXXUBaHWA, BKIOYaOLLME Cnefytolme rapaHTuiiHble 06583aTeNbCTRa:

OrpaHuyeHHass OTBETCTBEHHOCTb: B CAyvasX, pa3pelleHHbIX [AelCTBYHWMM 3aKOHO4ATENbCTBOM,
WCKNKYNTENbHOE CPeACTBO KOMMEHcauMnm W MpaBoBOM 3alMTbl [loKynatens B pamkax nH60i
npeTeH3nn, NoAaHHON Ha OCHOBaHMWM TpebOBaHMS [OrOBOPa, MCKa O BO3MELLEHMU Bpeda, 3aKoHa,
rapaHTUM WM Ha [PYroM OCHOBaHWMW, OrpaHM4YMBaeTCA BO3MELLEHMEM YMayeHHONW CTOMMOCTWU
NPoAyKTa UM 3aMeHOI BCeX NPOAYKTOB, HE BXOAAWMX B rapaHTuio. Komnavusa «Tepymo BCT» He
HeceT OTBETCTBEHHOCTb 3a N1060M Buf yuepba, HaHeCeHHbI He MpofyKTy (KOCBEHHbIN Yuiep6,
cnyYvariHblii yuiep6, KOCBEHHbIe YObITKM, YObITKM N0 NPUUNHE 3aePXXKN BbIMOMHEHNUA 0043aTeNbCTB).
B cnyvasx, Korga ykasaHHOe OrpaHuM4yeHuWe  HeAonycTUMO  COFMacHO  [eicTByOLEMY
3aKOHOAATeNbCTBY, [AO/MKHO MPUMEHATLCA 3aKOHHOE OrpaHu4YyeHMe OTBETCTBEHHOCTWM COracHoO
MMetoLLeinca NpaBoBOi HOPME WX Ha MHOM MPaBOBOM OCHOBaHWM MPU HalN4YMK TaKOBOTO.

MpeacTaBUTENbCTBO HA TeppuTOopUnN Poccuu:

00O "Tepymo Pyc"

123112, r. Mockea, yn. TectoBckas, 10, at/mom/kom 13/1/5
Ten.; +7-495-988-4740

Pakc: +7-495-988-4739

E-mail: Anna.Sabirova@terumobct.com.
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TeKCT [JaHHOro JOKyMeHTa nepesén nepesoAUnk Paxumkynos Anbaap Cepkannesuy. 3HaHNe MHOCTPaHHOTO
W Ka NOATBEP>KAal. BbINOAHEHHbI NepeBof ABNAETCA NPaBUIbHbIM, TOUYHLIM U MOJHbIM.

Poccuiickaa degepayms
["opoa MockBsa
[BafuaTb NepBoro Aekabps gge ThicauM 4BafLaToro roga
A, ToHkuia AMnTpwnit Banepbesny, HoTaprcyc ropoga Mocksbl, CBUAETENbCTBY NOAAMHHOCT b MOANNCH
nepesogunka Paxumkynosa dnbgapa Cepkanmesnya.
Moanuce caenaHa B MOEM MPUCY TCTBUN.
JInyHoCTH NoANUCABLLErO AOKYMEHT YCTaHOBNeHa.

3aperucT wpe: N9 77/2079-H/77-2020-/0

B3bICKpNerM>NKTA noLMHbI (Mo way}- (MO py6.

YnncTtHoKkib kKm a” yc. 1 BOBOMO1I T nyeckoro xapakTepa: 30™NMMyOr-
[.B. ToHKuii

HoTapuyc
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