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Addition to Instruction for use

1. MEDICAL DEVICE NAME
Spectra Optia platelet, plasma set

2. INFORMATION ON MANUFACTURERS OF THE MEDICAL DEVICE
Developer
Terumo BCT, Inc.
10811 W. Collins Avenue
Lakewood, Colorado 80215
USA
Tel:+1 303 231 4357
Fax:+1 303 542 5215
E-mail: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

Manufacturer

Terumo BCT, Inc.

10811 W. Collins Avenue

Lakewood, Colorado 80215

USA

Tel:+1 303 231 4357

Fax:+1 303 542 5215

E-mail: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

Manufacturing Facility

Terumo BCT, Inc.

10811 W. Collins Avenue

Lakewood, Colorado 80215

USA

Tel:+1 303 231 4357

Fax:+1 303 542 5215

E-mail: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

Authorize Representative of Manufacturer in Russia
Terumo Russia LLC

BC Northern Tower, 13th Floor,

IOTestovskaya Street, Moscow 123317, Russia

Tel: +7-495-988-4740

Fax: +7-495-988-4739

E-mail: andrey.shevelev@terumobct.commailto
E-mail: Oualitv.EMEA@terumobct.com
www.terumobct.com
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3. THE USE OF THE MEDICAL DEVICE FOR WHICH
INTENDED BY THE MANUFACTURER

Indications

The Spectra Optia platelet and plasma set is intended for use in platelet and plasma collections. It may collect the
following products alone or in combination:

Platelets Pheresis (single, double, or triple units)

Platelets Pheresis, Leukocytes Reduced (single, double, or triple units)
Plasma

Plasma, Leukocytes Reduced

Counter-indications

There are no known contraindications for the use ofthe Spectra Optia platelet and plasma set except those associated

with the infusion of solutions and replacement fluids as required by the apheresis procedure, and those associated
with all types of automated apheresis systems.

The platelet, plasma set is used on healthy donor for the collection of blood component products.
The Platelet, plasma disposable by itself does not interact with implantable devices.

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 event related to DEHP, the risk of not doing a needed
procedure is far greater than the risk associated with exposure to DEHP.

There is no influence on feature of driving, mechanisms.

Possible side effects are those associated with therapeutic aphaeresis procedure
Possible side effects are those associated with therapeutic aphaeresis procedure.

Platelets are collected with target cells during continuous mononuclear cell collection (CMNC) procedures,
granulocyte (PMN) collection procedures, and white blood cell depletion (WBCD) procedures. If the initial platelet
count is low and the patient is not properly managed, excessive platelet depletion can occur.

Red blood cells (RBC) are collected with target cells during granulocyte (PMN) collection procedures, white blood
cell depletion (WBCD) procedures, and platelet depletion (PLTD) procedures. If the procedure is not properly
monitored, excessive RBC depletion may occur. To monitor excessive RBC depletion, consider testing the patient’s
hematocrit throughout the run.

Do not use a blood warmer on the replace line during a white blood cell depletion (WBCD) procedure or a platelet
depletion (PLTD) procedure. Using a blood warmer on the replace line slows the flow of replacement fluid into the
reservoir, affecting the system’s management of the fluid balance.

During collection and depletion procedures, the operator must monitor the plasma line for hemolysis. The RBC
detector is not used to monitor the plasma line during these procedures. If hemolysis occurs that is not related to the
patient’s condition, the operator should consider consulting the physician to determine whether or not to continue the
procedure and perform rinseback.

Before using a granulocyte-colony stimulating factor (G-CSF) or other agents to prepare the patient for a procedure

performed on the Spectra Optia system, consult the manufacturer’s package insert for potential contraindications and
adverse events.

When transferring plasma from the plasma bag to the collection bag during an MNC collection procedure, you must
put the collection bag lower than the plasma bag as indicated in the instructions on the screen. Otherwise, cells in the
collection bag can flow into the plasma bag.

When performing a collection procedure using the IDL Set, seal the collect line above the T-shaped connector to the
plasma line as shown in the illustration below. If you seal the collect line below the connector, the cells in the
collection bag could flow back into the tubing set when the system raises the cassette.
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If you use a low inlet pump flow rate during a CMNC procedure, it will take the system longer to process the
required volume to establish the interface and to collect the target cells. Be aware of how this is relevant to a patient
with a small total blood volume. Also, try to avoid conditions that will cause a delay in establishing the interface,
such as pump pauses.

Indication of possibility and peculiarities of using the medical device by people with implants medical
devices, pregnant women, breastfeeding women, children, adults with chronic diseases
I The plasma, platelet disposable by itself does not interact with implantable devices.

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 event related to DEHP, the risk of not doing a needed
procedure is far greater than the risk associated with exposure to DEHP.

Before undergoing apheresis, patients with active implantable medical devices should review the implant
manufacturer’s instructions for any cautions or contraindications concerning the use of and/or proximity to devices
that emit electromagnetic energy. Examples of active implantable devices include cardiac pacemakers and
cardioverter defibrillators, cochlear implants, vagus nerve stimulators, and devices that stimulate the peripheral or
central nervous systems. This caution also extends to other devices that may connected to the patient sueh as ECG
equipment and infusion systems. Care should be taken to prevent the Seal Safe system from touching the patient or
any cables of the devices that may be connected to the patient

Conditions of use

Use of the Spectra Optia platelet and plasma set is restricted to prescription only.

Each operator should be thoroughly familiar with the Spectra Optia set’s operating instructions before using the
system. All procedures should be performed by qualified medical personnel under the supervision ofa physician.
Spectra Optia platelet, plasma set should be used indoor only and is typically used in a medical institution.

Characteristics Performance Conditions
Temperature for use 10°C to 40°C (50°F to 104°F)
0
Humidity for use 10% to 90% Relative humidity (RH),

non-condensing

Storage  and transportation 700 - 1060 mbar (from -400 m to
pressure 3000 m)

4. METHOD OF APPLICATION

1) Connect the patient or donor to the sterile, non-pyrogenic platelet, plasma disposable tubing set using needle. The
needle connected by donor line

2) Connect the tubing set to an anticoagulant (ACD-A), saline, and any needed replacement fluid. The set is loaded

onto the equipment so that the flow through various portions of the disposable set can be controlled by pumps and
valves in the equipment.
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The requirements for assembly and installation

The blood and fluid pathways of the tubing set are sterilized with ethylene oxide and are nonpyrogenic. Do not use
the set if any of the following conditions are true:
Severe kinks in the tubing are apparent, such that the interior diameter of the tubing is
smaller than the interior diameter ofthe patient’s inlet or return access.
Tubing set appears to be incorrectly assembled.
Tubing set is damaged.
Any clamps are closed on the lines.
The end caps on the lines of the tubing set are missing when you open the package.
You may load the tubing set up to 24 hours before the procedure as long as you do not lower
the cassette or prime the set. Once you lower the cassette or prime the set, you must use the set
during the same work shift.
The instructions below to unpack the tubing set needs to be followed.
Load the set on the system, and test the set. After you load the set, the system performs a test to ensure that you have
loaded the correct set for the procedure.
» Verify that the tubing set has not expired by checking the expiration date on the cover of the package.
« Document the lot number of the tubing set to use for future reference.
» Take the product bags and the vent bag out of the package and hang the bags from left to right on the IV pole

' in the following order: vent bag, plasma bag, collection bag.
» Take out the replace line and put the line over the right side of the front panel between the two sides of the
IV pole.

» Take out the coiled inlet line (red clamps) and remove the paper tape from the coil. Hang the inlet connection
on the left end ofthe 1V pole. Repeat this step with the return line (blue clamps).

» Take out the AC line (orange) and the saline line (green) and hang the lines over the left side of the front
panel.

Loading the Cassette

Remove the cassette from the package.

Using both hands, position the bottom of the cassette inside the bottom edge of the cassette tray, aligning the pump
headers with the pumps. Ensure that the bottom of the cassette is captured on all three points along the bottom rail
(Figure below - Spectra Optia Cassette Loading Points).

Using both hands, press the upper corners of the cassette to clamp it into the cassette tray until it “clicks” into fully
loaded position.

Loading the Channel into the Centrifuge

Take the channel out of the package and put it on top of the centrifuge cover. Set the empty package aside.

Open the centrifuge door.

Locate the pin on the filler latch. Raise the latch by pushing the pin toward the center of the filler while pulling up
the latch.

Turn the centrifuge so that the loading port faces you.

Extend the lines between the cassette and the channel, and ensure that they are not twisted.

Pull the channel up through the loading port and the through opening in the center of the filler. To avoid damaging
the chamber and the collect line when using a Collection Set, guide the chamber through the loading port with one
hand as you pull the channel through the loading port with the other hand (Figure below). Lower the filler latch and
lock it in place.

Figure - Pushing the channel through the loading port
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Position the lower collar in the collar holder on the filler latch so that the pink line is not obstructed by the other
lines. Ensure that the base of the pink line aligns with the space between the two screws on the filler latch (see the
figure - Lower collar correctly positioned and locked with the notch visible).

Grasp the centrifuge loop below the lower collar and gently pull down the collar until you hear the “click” of the
locking pin as it pops out and locks the collar in the collar holder. Ensure that the notch at the base of the locking pin
isvisible. Ifthe collar is locked, you can see the notch (see the figure - Lower collar correctly positioned and locked
with the notch visible).

Starting with the connector, insert the channel into the groove in the filler, finishing with the inlet port
(Figure below - Pressing the channel into the groove). Run your finger over the groove and push down any
section of the channel that is not completely inserted in the groove. The channel must sit flush with the

groove.

Insert the narrow part of the lower bearing into the lower bearing
holder, and the narrow part of the upper bearing into the upper
bearing holder (Figures below - Lower bearing inserted in the lower
bearing holder (left) and the upper bearing inserted in the upper
bearing holder (right)). Ensure that the braided section of the loop

is not twisted.

Position the upper collar below the upper collar holder and insert the line into the holder. Pull the line up to
secure the upper collar in the holder (Figure below - Inserting the upper collar into the holder).
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5. CLASSIFICATION OF MEDICAL DEVICE
1 The Spectra Optia platelet, plasma set is classified as Class lib under Rule 6 of Annex IX of the Council

Directive 93/42/EEC concerning Medical Devices (MDD);

2 Itis invasive medical device;

3. For single use only;

4. The Optia platelet, plasma set set is sterile device. Sterilization by ethylene oxide;
5. The contact with human body is short (less than 24 hours)

6. PRECAUTION MEASURES APPLIED WHEN USING THE MEDICAL DEVICE

Warnings

1 Ifthe integrity of the tubing set is compromised for any reason, the tubing set is no longer

functionally closed, and the product should not be stored beyond 24 hours.

2. Tubing sets manufactured by Terumo BCT contain DEHP. Results from selected studies of

rodents exposed to DEHP (typically via an oral route) have shown potentially harmful effects

to male reproductive organs during fetal development. Because of this, patient groups that

include pregnant or nursing women and children are considered to be most at risk to potential

harmful effects of exposure to DEHP. However, no studies performed to date involving other

mammals and humans exposed to intravenous DEHP have shown similar results. Regulatory

bodies have noted that the risk of not doing a needed procedure is far greater than the risk associated with
exposure to DEHP. It is the responsibility of treating physicians to balance this risk for their patients.

Cautions

1. Not for Reuse: Tubing sets manufactured by Terumo BCT bearing the not for reuse symbol

are intended for single use only and are not intended to be reprocessed or reused. Terumo BCT cannot ensure the

functionality or sterility ofthe set if it is reprocessed or reused.

2. Each operator should be thoroughly familiar with the Spectra Optia system’s operating instructions before
using the system. All procedures should be performed by qualified medical personnel under the supervision
of a physician.

3. Use aseptic technique throughout all procedures to ensure donor safety and product quality.

4. The blood and fluid pathways of the tubing set are sterilized with ethylene oxide and are nonpyrogenic.
Under any ofthe following conditions, DO NOT use the set:

* The end caps are not in place.

« Severe kinks in the tubing are apparent.
* The tubing set is incorrectly assembled.
* The tubing set is damaged.

5. When loading the channel and the LRS chamber into the centrifuge filler, be careful not to stretch the tubes,
as tubing leaks could develop.

6 Use only your fingers to load the channel into the filler. To avoid puncturing the channel,
never use a sharp object.
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7. PRINCIPLE OF MEDICAL DEVICE OPERATION
The Spectra Optia platelet, plasma set is used with the Spectra Optia System. It uses well established technologies
and methods to complete the apheresis procedures.
The patient or donor is connected to the sterile, non-pyrogenic platelet, plasma disposable tubing set. The tubing set
is connected to an anticoagulant (ACD-A), saline, and any needed replacement fluid. The set is loaded onto the
equipment so that the flow through various portions of the disposable set can be controlled by pumps and valves in
the equipment.
The system automatically collects the products selected. The system first completes a blood prime, during which the
Status Line message “Blood prime in progress” displays.
Anticoagulated blood is pumped up the draw line until the blood reaches the centrifuge.
The return pump then reverses and draws anticoagulated blood up the return line until the lower level sensor in the
retum reservoir detects fluid. At this point, blood prime is complete and the draw cycle begins.
The system generates an audible tone to alert you to the start ofthe first return cycle.
The system first begins collecting plasma. It then begins collecting platelets concurrently with plasma, pausing
plasma collection occasionally and only collecting platelets. If necessary, the system completes plasma collection
after platelet collection is done.

When all products are collected, the system automatically continues into Rinseback.
This procedure requires the use if the Spectra Optia plasma, platelet set.

The patient’s blood is continuously pumped through the set.

The inlet pump pumps the anticoagulated whole blood through the inlet line into the channel.

The buffy coat is separated from the RBC and plasma in the connector.

The collect pump pumps the buffy coat from the channel into the collection bag. At the beginning of the procedure
the collect valve is in the return position. As soon as cells are detected in the collect port by the AIM system, the
oollect valve moves to the collect position and the cells are pumped into the collection bag.

Cell Separation: Channel

1. Whole blood enters the
channel.

2. Red blood cells (RBC) flow
passively to the reservoir.

3. Plasma is pumped into the
reservoir or it is collected.

4. Cells are continuously
pumped into the collection
bag.
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8 TECHNICAL SPECIFICATIONS OF THE MEDICAL
DEVICE

I Structure (basic) and list of accessories (MD complete set options).
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Photo or image

This set consists of a preconnected channel, cassette, product bags, and blood tubing. The Spectra Optia Platelet,

Plasma Set features a cassette that incorporates self-loading pump headers, filters, pressure diaphragms, sensors, and
areturn reservoir. The cassette provides the hardware interface

for sensors, valves, and an RBC detector.

The tubing set is designed for ease of loading and disposal. It routes blood components from the donor needle site
through the Spectra Optia system and back to the donor. The donor lines, the channel, and the product bags are

preconnected. The blood separator channel is a sterile, nonpyrogenic device that spins in a centrifuge to separate
blood components.

1 Donor line: provides access to and return to the donor.

2 Sample bag: used to collect blood from the donor for sampling purposes

3 AC/draw/retum manifold: consists of the access injection site and the connections for the
anticoagulant line (4), the draw line (11), and the return line (10).

4 Anticoagulant (AC) line (with orange spike): carries anticoagulant from the AC bag to the
cassette (6).

5 Sterile barrier filter: prevents bacteria from entering the system to maintain a functionally
closed system.

6 Cassette: guides the flow of blood and products through the tubing set.
7.ACpump header: the tubing segment that fits into the AC pump.

8 Draw/retum pressure sensor: monitors the draw and return pressures at the donor access site.

9 ACline: carries AC from the cassette (6) to the AC/draw/retum manifold (3).
10 Return line: carries blood components back to the donor.

1. Draw line: carries anticoagulated whole blood into the tubing set.
12 Inlet pump header: the tubing segment that fits into the inlet pump.

13 Retumreservoir: receives uncollected components for return to the donor. Also provides a return filter (200
miaon) and air detection.

U Retum pump header: the tubing segment that fits into the return pump.
1 Centrifuge pressure sensor: detects high pressure in the centrifuge.
B Inlet line to centrifuge: carries blood to the centrifuge.

n.RBC line from centrifuge: carries RBC (red blood cells) from the centrifuge for collection or return to the donor
BPatelet line from centrifuge: carries platelets from the centrifuge for collection or return to
treconor,

WHasraline from centrifuge: carries plasma from the centrifuge for collection or return to the donor.
MPiasmapump header: the tubing segment that fits into the plasma pump.

I1.Cxssette label: used by the Spectra Optia system RBC detector to identify a tubing set as capable of collecting
et products.

2Cdlet pump header: the tubing segment that fits into the collect pump.

I1.Centrifuge loop: consists of lines that are loaded in the centrifuge. Includes: Four-lumen tubing: used to carry
IHuidintoand out of the channel,

i S used to reinforce the tubing.
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Collars: used to secure the ends of the loop in the centrifuge.

Bearings: used to connect the loop to the centrifuge.

24. Channel: used during centrifugation to separate the donor's blood into cellular components.
2. Inlet port: routes incoming blood into the channel.

26. Collection chamber: routes separated blood products to the appropriate collection lines.

27. LRS chamber: provides leukoreduction of collected platelets.

28 Plasma collect line: carries the collected plasma to the plasma bag (29).

29 Plasma bag: 1L bag that holds concurrently collected plasma.

. Platelet collect line: carries the collected platelets to the platelet bags (31).

3L Platelet bag: the bag where the collected platelets are stored. The bag is made from PVC with a
citrate plasticizer.

2 Platelet product sampler: used for product quality testing

3B Vent bag line: carries displaced air to and from the vent bag (34)

A Vent bag: holds displaced air from the system.

There is no accessory related to the Spectra Optia platelet, plasma set.

Technical characteristics of the components
Donor line Dimensions:

Needle - 17 gauge (Nominal outer
diameter - 1.473 mm #0.013 mm;
Nominal inner  diameter
1.067mm +0.038mm; Nominal
wall thickness - 0.203 + 0.013 mm
Length of cannula:24.3+0.0127
mm
Tubing:
Wall Thickness: 1.00 mm
Outer Diameter: 5.00 +0.05/-0.1

mm
Inner Diameter: 3+ 0,1 mm
Sample bag Dimensions - 7,95 x 11,63 cm

AC/draw/retum manifold  Wall Thickness: 0.94 + 0,05 mm
Outer Diameter: 4.75 £ 0,1 mm
Inner Diameter: 2.87 mm

Anticoagulant (AC) line Dimensions -
< 1y (with orange spike) Length: 43,18 cm + 7,62 cm;
Wall Thickness: 0.94 + 0,05 mm
Outer Diameter: 4.75 mm
Inner Diameter: 2.87 £ 0,05 mm

Sterile barrier filter Filter Porous Dimensions: 0.2
microns
Filtration rate: 0,45 liters/hour at
914.4 mm (36 Inches) head height

Cassette Length 253.1 mm to 242.2 mm;
Height 105.2 mm plus 0.46mm
minus 0.38mm
Depth at the comers 173 + 0.2
mm.
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Length: 52.76 £ 0.127 mm
Height: 35.48 £ 2.54 mm

Lower diameter: 2.54 + 0.05 mm
Upper diameter: 2.34 £0.05 mm

Dimensions:

Length: 76.2 £ 5.08 cm

Outer diameter: 4.06 £0.076 mm:;
Inner diameter: 2.95 mm;

Wall thickness 0,47 +0.05 mm

Dimensions

Height: 278 £ 0.1 mm,

Width: 128 £0.05 mm,

thickness - 0,47 mm thickness of
wall-0,112 cm

Weight 0,045 kg

Dimensions

Length: 30.48 £ 0.64 cm

Outer diameter: 4,06 £0.0762 mm
Inner diameter: 2.95 mm
Thickness of wall - 0,7 +0.05
mm

Dimensions:

Height: 250 +4.8 mm
Width:175.5+£4.06 mm

bond socket:

inner diameter 4.01 mm,

tubing:

outer diameter: 4.06 mm

thickness wall tubing: 0,56 mm
thickness - 0,38 mm

Weight 0,43kg
Dimensions:
Length: 77. 3+ 0.762 mm
Diameter: 1.27 + 0.02 mm

Dimensions
Length: 76,2 + 5.08 cm;

Outer diameter: 4.75 mm

Inner diameter 2.89 + 0.05 mm
thickness of wall - 1.8 £0.05 mm
(0,071 inch)
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Dimensions
Height;204.2 +4.57 mm
Width: 117.07 #5.1 mm
bond socket:

Inner diameter: 4.75 mm
Thickness - 0,305 mm
Weight 0,022 kg

General Speciflcations

Extracorporeal VVolume Approximately 196 ml

Possibility to collect products - Platelets Pheresis (single, double, or triple
units)
- Platelets Pheresis, Leukocytes Reduced (single,
double, or triple units)
- Plasma
- Plasma, Leukocytes Reduced

Wkight 0.983kg (2.161h)

Shelflife (expiry date)
The product expires 2 years from date of manufacture. Refer to product labelling for expiry date.

Furnishing options of the medical device

There’s only 1 furnishing option of the Spectra Optia platelet, plasma set

Opportunities and ways of integration with other MD
The Spectra Optia Platelet, plasma set has to be used with the Spectra Optia System.

9. INFORMATION ON TECHNICAL MAINTENANCE
Spectra Optia platelet, plasma set is a single-use medical device and it does not need technical maintenance

10. PROCEDURE OF DISPOSAL (UTILIZATION) AND DESTRUCTION OF THE USED
MEDICAL DEVICE (indication (if necessary) special precautionary measures in the
destruction unused MD)

Tredisposable Set should be disposed of in accordance with local regulations.

11.CONDITIONS OF TRANSPORTATION AND STORAGE
Environmental: Tubing sets

Theproduct needs to be kept away from the sun and be used in a dry environment.

Characteristics Performance Conditions
Storage and  transportation * Long term storage range: 0°C
temperature to 35°C (32°F to 95°F)

e Permitted excursions:
0 -29°C to 0°C (-20°F
to 32°F) for up to 72
hours
o 35°C to 50°C (95°F

to 122°F) for up to 6
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weeks
1Storage and transportation 0% to 75% Relative humidity (RH),
Thumidity non-condensing

Storage and transportation 500 - 1060 mbar (from -400 m to
pressure 3000 m)
Thedevice can be transported by any roofed transport when following conditions of transportation

Packaging specification

Quantity of tubing sets per case 6
External Case dimension 750 mm x 350 mm x 240 mm (29.53 in x 13.78 in x 9.45
in) (LXWxH)
Case weight Containing disposables: 6.27 kg (13.82 Ib)
Disposable Tray Lid: 0.009 kg (0.02 1b)
Disposable Tray: 0.15 kg (0.33 Ib)
Box: Cardboard 0.83 kg (1.83 Ib)
Box Divider: Cardboard 0.1 kg (0.22 Ib)
Tubing Set Primary Dimension 370 mm x 350 mm x 76 mm (17.57 in x 13.78 in x 2.99
in) (LXxXWxH)

12. WAIIRANTY LIABILITIES

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
isset 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.

Retum of used product

If for any reason this product must be returned to Terumo BCT, Inc., a returned goods authorization (an RGA
number) is required from Terumo BCT prior to shipping. Instructions for cleaning and materials, including
appropriate shipping containers, proper labeling, and an RGA number, may be obtained from the Terumo BCT
Quality Assurance Department. IT IS THE RESPONSIBILITY OF THE HEALTH CARE INSTITUTION TO
ADEQUATELY PREPARE AND IDENTIFY THE PRODUCT FOR RETURN SHIPMENT. Please contact your
local representative for information regarding returned goods and product complaints.

CLAIM

Representative office in Russia:
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Terumo Russia LLC

BC Northern Tower, 13th Floor,

10 Testovskaya Street, Moscow 123317, Russia
Tel: +7-495-988-4740

Fax; +7-495-988-4739

E-mail: Andrey.Shevelev@terumobct.com
E-mail: Quality. EMEA@terumobct.com

www.terumobct.com

13 METHODS AND MEANS OF DISINFECTION AND PRESTERILIZING
CLEANING
The Spectra Optia plasma, platelet set is for single use. This medical device is provided sterile and
does not need in additional sterilization and cleaning.

14 METHODS AND CONDITIONS OF STERILIZATION, THE TERM OF
MAINTAINING STERILITY
Not for Reuse: Tubing sets manufactured by Terumo BCT bearing the not for reuse symbol are
intended for single use only and are not intended to be reprocessed or reused. Terumo BCT cannot
ensure the functionality or sterility of the set if it is reprocessed or reused. Spectra Optia plasma,
platelet set (the blood and fluid pathways of the tubing set) is sterilized with ethylene oxide and are
nonpyrogenic. Spectra Optia plasma, platelet set is sterilized under the Terumo BCT Sterilization
Processing Group 1which is sterilized using the Terumo
BCT cycle P/N 377200-091. The process used to sterilize the Spectra Optia plasma, platelet set will
result in a sterility assurance level (SAL) of < 10" in accordance with ANSI/AAMI/ISO 11135-1
:2007.
The Spectra Optia product family is outgassed under the Trima Aeration Processing group. These
products are outgassed according to MOP P/N 377200-102. The process used to outgas the Spectra
Optia plasma, platelet set will result in residuals ~6 mg EtO and < 6 mg ethylene chlorohydrin
(ECH) which meet the requirements listed in ANSI/AAMI/ISO 10993-7:20009.
Spectra Optia plasma, platelet set is outgassed using the heated aeration room at Terumo BCT
Sterilization Services. Presently there are 3 different heated aeration processes used for outgassing.
All three processes ensure products are released from heated aeration meeting the Terumo BCT
. requirements of residual levels for EtO and ethylene chlorohydrin (ECH) which are 6 mg or less.
| These limits meet the requirements listed in ANSI/AAMI/ISO 10993-7:2009
- Biological Evaluation of Medical Devices - Part 1 Ethylene Oxide Sterilization Residuals. Each
process was validated using a master product to represent all other products in the processing group.
The master product pallet configuration described above was also used for performing the
outgassing validations. The following Table describes the 3 heated aeration processes.

Heated Aeration Processes

Heated Aeration Minimum and Maximum Heated Aeration Quality Labs
Processing Group / Heated Aeration Times Processing Group Validation Report
MOP P/N Master Product

Trima Aeration 1day and 16 hours- 6 days 777800-550 R/N 09-0012
Processing Group - and 8 hours

MOP P/N 377200-102

Trima Aeration 3 dats and 1 hour - 6 days 70500 R/N 09-0013
Processing Group - and 8 hours

MOP P/N 377200-103

Trima Aeration 2 days and 3 hours - 6 days  N/A (only 1product R/N 12-0053
Processing Group - and 8 hours configuration)

MOP P/N 377200-106
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Spectra Optia plasma, platelet set maintains the sterility throughout the
shelf-life (2 years).

The product is sterilized by ethylene oxide and has no other methods of sterilization

15 INFORMATION OF MARKING AND PACKING

Products supplied in packing marked with the following information:
-device name and reference number;

-LOT ofthe product;

-trademark and address ofthe manufacturer;
- Information about sterile;

-Number ofproducts;

-expiry date;

-and other information and symbols.

Users can find the lot number adjacent to this symbol in the following locations on the packaging: box
label, disposable package label, collection bag label, and plasma bag label. (Note: Lot numbers are
structured for Terumo BCT internal use only. Refer to the Terumo BCT Support Center
(TERUMOBCT.COM) for certificates of compliance.

Users can find the expiration date adjacent to this symbol in the following locations on the packaging: box
label, disposable package label, collection label, and plasma bag label

The carried out tests of packaging of medical devices subject to final sterilization:
1 Objective: Test 1/ Fit on Spectra Optia System

1.1 The objective of this verification was to verify that the disposable set packaged in the
deep tray meets its requirement related to fitting on the Optia system during loading.

7 Conclusion

7.1 All acceptance criteria were met. Test 1 resulted in a ‘Pass.’

8 Objective: Test 2/ Open without tools

8.1 The objective of this verification was to verify that the Spectra Optia tray sealed with
Tyvek can be opened without tools.

14 Conclusion

141 All acceptance criteria were met. Test 2 resulted in a ‘Pass.’

15 Objective: Test 3/ Case Weight

15.1 The objective of this verification was to verify that the weight of a case of product does
not exceed 35 pounds.

21 Conclusion

21.1 All acceptance criteria were met. Test 3 resulted in a ‘Pass.
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2 Objective; Test 4 / Recyclabfe materials

22.1 The objective of this verification by inspection was to verify that the Sp«:tra Optia tray
and carton are made of recyclable materials.

28 Conclusion

28.1 All acceptance criteria were met. Test 4 resulted in a ‘Pass.’

2 Objective; Test 5/ Breaking down and nesting of materials

29.1 The objective of this verification by inspection was to verify that the SfKsctra Optia
packaging materials can be broken down and nested.

3b Conclusion

351 All acceptance criteria were met. Test 5 resulted in a ‘Pass.’

36 Objective: Test 6 / Sharp edges and corners

36.1 The objective of this verification by inspection was to verify that the Spectra Optia tray
does not have any sharp edges or comers.

42 Conclusion

42.1 All acceptance criteria were met. Test 6 resulted in a ‘Pass.’

43 Objective; Test 7/ Tyvek color

43.1 The objective of this verification by inspection was to verify that the Spectra Optia
primary packaging (tray and Tyvek) includes a visual Indicator to identify set type (in
this case, differing printing colors on the Tyvek lidstock).

49 Conclusion

49.1 All acceptance criteria were met. Test 7 resulted ina ‘Pass.’

50 Objective: Test 8/ Tamper evidence

50.1 The objective of this verification by inspection was to verify that the Spectra Optia
primary packaging provides tamper evidence.

5% Conclusion

56.1 All acceptance criteria were met. Test 8 resulted in a ‘Pass.’
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Results;
Testl:
PASS 0O PASSWITHDEVIATION 0O FAIL
n PASS O PASSWITHDEVIATION 0O FAIL
PASS 0O PASSWITHDEVIATION 0O FAIL
W PASS 0O PASSWITHDEVIATION 0O FAIL
MW PASS 0O PASSWITHDEVIATION 0O FAIL
PASS 0 PASSWITHDEVIATION O FAIL
PASS [1 PASS WITHDEVIATION © FAIL
0 PASS 0O PASSWITHDEVIATION 0O FAIL
Symbols:

Indicates the product quantity when the quantity is placed in the square

Indicates the expiration date of the product when accompanied by a specific date

1
N(°
—

Indicates the date of manufacture (or sterilization date, if the product is sterile)
when accompanied by a specific date

Indicates the product catalog number when accompanied by a number

REF
LOT

Indicates the product lot number when accompanied by a number

Indicates the manufacturer of the product when accompanied by the name of the
manufacturer.

1 11
C€ 0086 Indicates the product was manufactured in accordance with Annex Il of the

European Council Directive 93/42/EEC, as amended.

Indicates a sterile fluid pathway using ethylene oxide (EtO)
STBVJNO 1

m

Indicates that the user must read the instructions for use before application

Not for Reuse: Tubing sets manufactured by Terumo BCT bearing the not for
reuse symbol are intended for single use only and are not intended to be
reprocessed or reused. Terumo BCT cannot ensure the functionality or sterility of
the set if it is reprocessed or reused.
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X Indicates that the product is non-pyrogenic.

Indicates that the use of product is by prescription only

Rx Only

Indicates that the product must be kept away from sunlight

"#OA\
Indicates that the product must be kept dry
Indicates that the product contains phthalates, specifically Di(2-
VPO EHP  ethylhexyOphthalate (DEHP)
Indicates that the product is made from High Density Polyethylene.
HOPE
Indicates that the product packaging complies with European Directive
W 94/62/EC for packaging and packaging waste.

Labels on the Platelet plasma set

Case label

Sp«clr>OptKaO S«ts_ ..
HsQor T «PrmramQie0
Orciid a Diasina $p«cir« Opi«9
Spactf* OptiaC* rtvpmbQiiryfiin'. Placma- S«r«
Eoii"P~ Spantrt OV «® para puymama™ f pit*ma
Cccfuntos ft* PIB61MV1 9 plnvjvtes Opitt
S«(y Spactra OptiB0O pro cromtXHcyfy a piaimu
Spacfa O pui# aombocyt [Ma»TB«M
Spodra O0»0B -trwnboayyta, plasmesaM

ZfTSpaoira Op(41da(oncl«n«?.
Sp«cYaOpna9 tiodpiaia™ 0o p*avn»s«o
4o>poNarana pyitkmn ~o«oc?ado ScMxaa Opfieii>
KomnnoTt SCAINOM»Anaipoiii60ipffOtwnne)M«”
Spaov» OptaO Trompoett* o<n ~«smasac
Spactra CHataiib Trombocit Pbrma S«H«ri

SCifM and fwi>tF>iogenti: RuM paTway Oonetuse f t« enkraptare notepiare Aead
le to f apaitaapn SioHbiea w<b Mh/ke* oc<ae Mrnae4 Aor a9 9f*t CongtfesleiiNie

EXPIRY DATE ~  2016-05XA
MANUFACTURE DATEjw f] 2014-0501

CATAtOONO. pef[ 10400 C€0086
[Iotlmo O5w 1234 mslterumobct
it
UAPI MUM
u

(ARG 10N

TFN -77«1S-16e

St label - plasma label and platelet labels.
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3p»Glrs OpttfO Piate”t Urutna Qat
Kit <h collwxd» * Fra&md Sipact® o”ia”riD
Circu”o per |:Dbkar<ne o plasrnaSpe”Xr*i OpHa®
SpaclTB OpMiB® thrombozyton”®, Hasme Sat
?mao Sp« tra Opt,t||® p d « p)ankBtaé%apftusm»

Ge< Op«ctn|0pa|a®prptr0|r"pcyty Bptarmu
Qrtla® tr\jm txKiyt praBTaBaun

Th ke TCRn@ Em ioaM); HAedtio™

Spectre Opce>® Pio”lete- e pteemesea

2a«raiM  ppptofaria ptytiBK i oeoc;?a do Speocra OpiM&
KctuAPgict spect)T9 Qpcis 4ns TPOMGQAATOB 1 OMasMbl
O CpH® ooy cohpiesToc
Spectra Optia® Plaitna Seii

SAirite 4B non'PVBogvnlE fUBfll p«thwaty- O c not w«« (he setl the «ntf cLUT «Be netn pMcv- fexd irvtrusliDne for w «
before with tthytece oikle. \rmTT4 for *irulio Mm«e cn”* Conp! ra>«iwii»«t

EXPIRY DATE ~ 2016-05-01
SEME0 C a
MANUFACTURE PATEYTIT] 201905-01

cataLoo No, [re?] 10400 C i 0086
ILOTINDO5W 1234  imiiiiii TERUMOBCH

a 7)111,%21%\%?34

2016-05-01

TPM - 7778t5-127

00005W 1234
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16 INFORMATION OF PACKING AND COMPLETENESS OF DELIVERY

The platelet and plasma disposable is packed by 6 in a box of corrugated fiberboard.
Each set is packaged in a disposable tray covered with a disposable tray lid and contain

Instruction for use.

Attention! Do not use the Set if its packaging is damaged. The sterility of the Set may be impaired.

17 MATERIALS OF WHICH THE MEDICAL DEVICE OR ITS
MAIN COMPONENTSARE MADE

Grade
. Contents of ;
Part of device ) Type of material
parts of device P E]'I;;’;]lg)eof
material
Luer connector Polycarbonate 223%5
(male) clear
1 Donor line PVC-DEHP EP
Tubing 2222-NK-
3.1.1.2 K68
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Manufacture
r

Bayer

AlphaGARY



Needle

Sample system

2. Sample bag

Luer adapter
vacutainer

Manifold 3-1

3 AC/draw/retum  'Miection Plug
manifold

3/16 Y connector

clear tube

Luer connector

(male)

4 Anticoagulant

(AC) line Spike (orange)
Tubing
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Stainless steel

PVC- DEHP3.1.1.1.

PVC-DEHP EP
3.1.1.2

COPOLYESTER

SEBS

POLYESTER

PVC-DEHP EP 3.1.1.2

Polycarbonate

PVC-DEHP EP
3.1.1.2

ABS

PVC-DEHP EP
3112

TERUMOBCT

SUS304 (C - Exel

0,08%, Cr - International Inc
19%, Fe-

68.85%, Mn

1,5%, Ni-

9,5%, P -

0,045%, S -

0,025, Cu -

1%)

RENOLIT

30- (SOLVA
2116FT v-

DRAKA)

2222-NK-
K75

PCTG EASTMAN
DNO003

AlphaGARY

C-FLEX
35A R70-
028

PETG EASTMAN
MN211

unichem
6711-
OOkel

CPT

COLORITE

2558- bayer
550115
clr

IENOS
(HYDRO
POLYMERS)

VJ 373/1
CLEAR 124

GUARDI
AN(
LUSTRA
N) ABS
348-
201348

IENOS
(BAYER)

ALPH
A 2222-
NK-
K68

AlphaGARY
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5 Sterile ACRYLIC CRYOLITE
barrier filter Sterile barrier G-20 GELMAN/PA
filter (0.2 POLYETHERSULF SUPOR LL
microns) ONe 200 )
6. Cassette Polyethylene
Terephthalate (PET- G) PETG EASTMAN
MN21
7 AC pump Pump Header PVC-DEHP EP 3.1.1.2 6711- COLORITE
header tubing OOKEL
8 Draw/return pressure sensor POLYESTER PETG EASTMAN
MN211
SILICONE SILAST DOW
IC Q7- CORNING
4840
SILICONE 1950-40 SHIN-ETSU
CLEAR
9. AC line Clear tubing PVC-DEHP EP 6711- COLORITE
3.1.1.2 OOKEL
TEKNOR
10 Return line Blue stripe tubing ZZ?EEHP EP APEX 89- COLORITE
o PO57A-
NT
BLUE
#1236
TEKNOR
11 Draw line Red stripe tubing :\IE_EEHP EP APEX 89- COLORITE
o PO57A-
NT
BLUE
12 Inlet pump Pump Header PVC-DEHP EP 3.1.1.2 6711- COLORITE
header tubing OOKEL
Polyethylene
Return reservoir Terephtha|ate (PET_ G) PETG EASTMAN
MN21
13 Return POLYESTER PE 200 ZBF
reservoir ) HC
Return filter PVC-DEHP EP 3112 011000 GOLORITE
15
14 Return pump header PVC-DEHP EP 3.1.1.2
o 6711- COLORITE
OOKEL
15 Centrifuge pressure sensor POLYESTER PETG EASTMAN
MN211
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16 Inlet line to
centrifuge

17 RBC line
from centrifuge

18 Platelet line
from centrifuge

19 Plasma line
from centrifuge

20 Plasma pump
header

21 Cassette label

22 Collect pump
header

23 Centrifuge loop

red tubing

Clear tubing

Clear tubing

yellow tubing

Pump Header
tubing

Pump Header
tubing

t'our-lumen tubing

Sleeves
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SILICONE

SILICONE

PVC-DEHP EP 3.1.1.2

PVC-DEHP EP 3.1.1.2

PVC-DEHP EP 3.1.1.2

PVC-DEHP EP 3.1.1.2

PVC- DEHP EP 3.1.1.2

Paper white

Adhesive material - Glue

Film - Wax/Resin

PVC- DEHP EP 3.1.1.2

PVC-DEGF EP3.L1.2 -

Polyesterpolycaprolactone
copolymer white

TERUMOBCT

SILAST
IC Q7-
4840

DOW
CORNING

1950-40
CLEAR

2222-nk-

k75 alpha/teknor
w/apx89-

p057a-
ntred 889
4%

SHIN-ETSU

2222-nk-
k75

AlphaGARY

2222-nk-
k75

AlphaGARY

2222-nk-

k75 alpha/teknor
w/apx89-
p057a- nt

6711-
OOKEL

TransTherm Avery Dennison
OTTFP

COLORITE

758M Green Bay

ITW Thermal ITW Thermal
B128165E0S Films

UNICHEM
6711

Bor Aw/
0.5%
TEGOME
R
H-Si6440
ALPHA

2222-NK-
K75

COLORITE

AlphaGARY

Merquinsa
D15N85UV

Merquinsa



24 Channel

25 Inlet port

26
Collection
chamber

27 LRS chamber

28 Plasma collect
line

29 Plasma bag

Collars

Bearings

Collection chamber

Control "Y"

Tubing,
eontrol,
single stage
blue stripe

Clear tubing

Tubing 0.158
ODx

0.022 wall
Tubing 0.113 X

.037 wall

Plasma bag
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Acetate copolymer white - Acetal

Acetate copolymer white

PVC-DEHP EP
3.1.1.2.

PVC-Rigid

PVC-Rigid

PVC-Rigid

PVC-DEHP EP
3.1.1.2.

PVC-DEHP EP
3.112

POLYESTER

PVC-DEHP EP
3.112

PVC-DEHP EP
3.1.1.2

PVC plasticized with

DEHP

Celanese
Celcon
LW90

Acetal
Celanese
Celcon
LW90

0-4139
(EC 93-

710)
2212C2B
/H-118
CLEAR
003

2212C2B
/H-118
CLEAR
003

2212C2B
/H-118
CLEAR
004

2222-NK-
K75

Blue
Stripe;
Tecnor
APEX 89-

2222-NK-
K75

PETG
MN211

2222-NK-
K75

2222-NK-
K68

ES-

2967
ZPH
(ES300
0)

Celanese

Celanese

RENOLIT

ALPHAGAR
Y

ALPHAGAR
Y

ALPHAGAR
Y

ALPHAGAR
Y

AlphaGARY

EASTMAN

AlphaGARY

AlphaGARY

RENOLIT



30 Platelet
collect line

31 Platelet bag

32 Platelet
product sampler

33 Vent bag line

34 Vent bag

Tubing 0.158
ODx

0.022 wall

0.158” ID bond
socket

Spike receptor

Tubing 0.113 X
.037wall

Tubing 0.158
ODx

0.022 wall
Reducer 0.187 to

0.158 00

“Y” connector, offset

0.158

Platelet
bag film

Platelet
bag
tubing

Spike receptor

Sample bulb

Tubing 0.158
ODx

0.022 wall
Vent bag, film

PVC-DEHP EP
3.11.2

PVC-DEHP EP
3112

PVC-DEHP EP
3111

PVC-DEHP EP
3.1.1.2

PVC-DEHP EP
3112

POLYESTER

POLYESTER

PVC-CITRATENO
DEHP

PVC-DEHP EP
3.1.1.2

PVC-DEHP EP
3111

PVC-DEHP EP
3.1.1.2

PVC-DEHP EP
3.1.1.2

PVC-DEHP EP 3.1.1.1

&EP3.112

TERUMOBCT

2222-NK-
K75

2222-NK-
K75

3250

2222-NK-

K68

2222-NK-
K75

PETG
MN211

MN211

ELLAY ES
3049

2222-NK-
K75

3250

WELVIC
WE 9075

2222-NK-
K75

30-2116
FT

18 LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, THE MEDICAL DEVICE
COMPLIESWITH

» SO 13485:2011, Medical Devices - Quality Management Systems -

Requirements for Regulatory Purposes
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AlphaGARY

ALPHAGAR
Y

RENOLIT

AlphaGARY

AlphaGARY

EASTMAN

EASTMAN

RENOLIT

KELCOURT

RENOLIT

EVC

AlphaGARY

RENOLIT
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ISO 1135-4, 2012, (section 5.4) Transfusion Equipment for n
Medical Use —Part 4: Transfusion Sets for Single Use
ISO 3826-1:2013, Plastics Collapsible Containers for Human Blood and Blood
Components — Part 1. Conventional Containers
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 14155: 2011, Clinical Investigation of Medical Devices for Human
Subjects Good Clinical Practice
ISO 594-1:1986, Conical Fittings with a 6% (Luer) Taper for Syringes, Needles
and Certain Other Medical Equipment - Part 1. General Requirements
ISO 8536-4: 2010, (section 6.4) Infusion Equipment for Medical Use —Part 4:
Infusion Sets for Single use. Gravity Feed
ISO 14971:2012, Medical Devices - Application of Risk Management to Medical Devices
ISO/IEC 62366:2015 Medical Devices - Application of Usability Engineering to
Medical Devices
ISO 23908: 2013, Sharps injury protection — Requirements and test methods —
Sharps protection features for single-use hypodermic needles, introducers for
catheters and needles used for blood sampling Labeling
EN 1041:2008, Information Supplied by the Manufacturer with Medical Devices
EN ISO 15223-1: 2014, Medical devices —Symbols to be used with medical
device labels, labeling, and information to be supplied —Part 1: General
requirements
EN ISO 15986: 2011, Symbol for use in the labeling of medical devices -
requirements for labeling of medical devices containing phthalate
EN ISO 10993-1:2011, Overall Biological Evaluation as Part of Risk Management
EN ISO 10993-2:2009, Animal Welfare
EN 1SO 10993-3:2014, Genotoxicity (Reaffirmed by AMMI in 2009)
EN 1SO 10993-4:2011, Biological evaluation of Medical Devices - Part 4:
Selection of tests for interactions with Blood.
EN ISO 10993-5:2011, Cytotoxicity
EN ISO 10993-7: 2011, EtO Residuals
EN ISO 10993-10: 2011, Irritation and Skin sensitization
EN ISO 10993-11:2011, Systemic Toxicity
EN ISO 10993-12: 2015, Sample Preparation
EN ISO 10993-17: 2011, Establishment of Allowable Limits for Leachable Substances
EN ISO 10993-18: 2011, Chemical Characterization
ISO 11135-1:2007, Sterilization of Health Care Products - Ethylene Oxide - Part 1. Requirements for

Development, Validation and Routine Control of a Sterilization Process for Medical Devices

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



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



1laomn Tepymo BCT (Terumo BCT)/
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JononHeHne K UHCTPYKLUMK NO NPUMEHEHUIO

1. HAMMEHOBAHWE MEOVNUMNHCKOIO N3AENTNA
Komnnekt Spectra Optia gns TpoM60LMTOB 1 NNa3Mbl

2. CBEAEHWNA O NMPON3BOAUNTENE MEONUMNHCKOIO U3AENNA

Pa3paboTumk

«Tepymo BCT, UHK.» (Terumo BCT, Inc.)

10811 Y. KonnuH3 ABeHto, fleiikBya, Konopago 80215, CLLUA

(10811 W. Collins Avenue, LakewoBHeulHunit gnameTp, Colorado 80215, USA)
TenetoH:+1 303 231 4357

dakc:+1 303 542 5215

JnekTpoHHas nouta: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

MponssoauTens

«Tepymo BCT, VIHK.»

10811 Y. KonnuH3 ABeHio, fleiikBya, Konopago 80215, CLLUA
TenedoH:+1 303 231 4357

Pakc:+1 303 542 5215

3AnekTpoHHas nouTta: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

Mpon3BoACTBEHHOE NpeAnpuATHe

«Tepymo BCT, NHK.»

10811 Y. KonnuH3 ABeHto, Jleliksya, Konopago 80215, CLLUA
TenethoH: +1 303 231 4357

®akc: +1 303 542 5215

DnekTpoHHasa nouta: Pascale.VanHoydonck@terumobct.com
www.terumobct.com

CepTuuLmMpoBaHHbIA NpeAcTaBUTeNb NPOU3BOANUTENSA B Poccum

000 «Tepymo Pyc» (Terumo Russia LLC)

123317, Poccusi, Mocksa, yn. TectoBckast, 10, BLL «CeBepHas 6allHa», 13 aTax
TeneoH: +7-495-988-4740

Pakc: +7-495-988-4739

3AnekTpoHHas nouTa: andrey.shevelev@terumobct.com

AnekTpoHHas nouta: Quality.EMEA@terumobct.com

www.terumobct.com
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3. MPEAMONATAEMOE NMPON3BOANTENEM NMPUMEHEHWE
MEAVNUWNHCKOIO N3AENUA

Ha3HaueHue

KomnnekT Spectra Optia g/1% TpOM6OLUMTOB ¥ Na3Mbl NpefHa3HauYeH 415 MPUMEHEHUS COBMECTHO C
cucTeMoi ans adepesa Spectra Optia npu cbope TPOMOOLUTOB W N/a3Mbl.

Moka3aHus

KomnnekT Spectra Optia gns TpomM60LMTOB M NAasMbl NpefHasHayeH ans c6opa TpoMO0OLUTOB U
nnasmMbl. OH MOXKET BbIMOJIHATL CO0P CneayoLnx NPoayKTOB OTAENbHO, MW B COYETAHUN:
* [nasmadepes Tpom6oUUTOB (OTAENbHbIN, ABOWHON 1 TPONHON 610KN)
» [lnasmadepes TpombOUNTOB, OTOOP NENKOUNTOB (OTAENbHbIN, ABOWNHON 1 TPOMHOW 610KK)
e [lnasma
e [na3wva, oT60p NeiikouuToB

MNMpoTnBonokasaHug

MpoT1BONOKa3aHUs AN UCMO/Mb30BaHNsA KOMMNEKTa A1 cbopa TPOMOOLMTOB M Miasmbl Spectra
Optia He M3BECTHbI, 3a UCK/HOYEHMEM TeX, KOTOPble OTHOCATCSA K BBEIEHWIO PacTBOPOB U
3aMeLLiatoLLX XXMAKOCTEN B COOTBETCTBUM C TPeBOBaHMAMI MpoLesypbl adepesa, a TakxKe CBA3aHHbIX
CO BCEMV TUMaMy aBTOMATUYECKUX cMCTeM Ans adepesa.

Bo3mMoXHble N060YHbIE 3PMEKTbI NP UCNOSIb30BAHUN MEAULUHCKOIO NU34enmns
Bo3moXHble M060OYHbIe 3(h(heKTbl CBA3aHHbLI C MpoLeaypoli TepaneBTUYECKOr0 adepesa.

TpombouuTbl COGMparoTCAa NOCPEACTBOM LIENIEBbIX KMETOK B NPOLLECCe HemnpepbIBHOro c6opa
MOHOHYK/eapHbIx Knetok (CMNC), npoueaypbl c6opa rpaHynoumTtos (PMN) v npoueaypsl
oTaeneHus neikountos (WBCD). Mpy HU3KOM M3Ha4yasbHOM KO/MYeCTBe TPOMOOLMTOB U
HEeMnpaBW/IbHON NOArOTOBKe NalMeHTa BO3MOXEH U30bITOYHbIA 0T6GOP TPOMOOLMTOB.

Sputpoumntbl (RBC) cobumpatoTca NnocpeAcTBOM LieNeBbIX KNETOK B npoLecce cbopa rpaHynounToB
(PMN), npouegypbl oTaeneHus nerikouuntos (WBCD) 1 npoueaypbl 0TAeNeHNs TPOMO0LUTOB
(PLTD). Mpwu 0TCYTCTBMM JO/IHKHOIO KOHTPOASA Had NpoLeaypoit BO3MOXEH 130bITOYHbIA 0T6Op
3pUTPOLUTOB. [15 KOHTPONS Haf U3BbLITOYHLIM OTOOPOM 3PUTPOLMTOB NPUMEHSETCS MPOBEpKa
reMaToKpuTa nauMeHTa BO BpeMsi NpoLesypbl.

He fonyckaeT ncnonb3oBaHWe Noforpesarens KPOBU Ha 3aMeLlatoLleid MarucTpanu Bo Bpems
npoueaypbl oT60pa nekountoB (WBCD) unu tpoméouutos (PLTD). MpumeHeHMe noaorpeBaTens
KpOBY Ha 3aMeLLatoLLLeid MarncTpanm 3amefnsaeT noToK 3aMeLLatoLLein XXULKoCTH B pesepsyap, YuTo
B/MSIET Ha YMNpaB/ieHWe CUCTEMOI GanaHCOM XXNAKOCTEN.

Bo Bpemsi npouenyp c6opa 1 0TAeneHuMs, onepaTtop 40/MKeH KOHTPOANPOBAaTbL FremMoin3 B MarncTpanm
nnasmbl. Jatunk RBC He MCMonb3yeTcs A8 KOHTPONSA Haf MarucTpasibio MaasMbl BO BPEMS
npoueaypsl. Mpy BO3HUKHOBEHWMM reMOIN3a, He CBA3aHHOIO C COCTOSHUEM MalLMeHTa, oneparop
[O/DKEH MPOKOHCYbTMPOBATLCA C f1IevalliiM BpayoM A5 OnpeAeneHns BO3MOXHOCTY MPOLOIHKEHNS
npoLiesypb! U BbINO/IHEHUA BO3BpaTa.

Mepen Mcnonb3oBaHMeM rpaHyNoLUTapHOro KONOHWeCTUMynupytoulero gakropa (G-CSF) nnm
[pyruX areHToB A/19 NOArOTOBKM NauMeHTa K NpoLeaype, BbINOHAEMON cucTeMoid Spectra Optia,
Heo6X0AMMO 03HAKOMUTLCS C MH(POPMALMOHHBLIM BKaAbILLEM NPOU3BOANTENS OTHOCUTENLHO
BO3MOXHbIX OC/TOXKHEHWUIA 1 HEeXenaTeslbHbIX COObITUIA.
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Mpw nepeHoce nnasmMbl U3 MeLLIKa 41 M1a3Mbl B MELLOK A/ c60pa BO BPEMS BbIMOJIHEHUS
npouegypbl MNC Heo6X04MMO AepXaTb MeLLOK A8 cbopa HVKe, YeM MELLOK A5 nnasmbl, Kak
MoKa3aHO Ha MHCTPYKLUMW Ha 3KpaHe. B NpoTMBHOM Cry4ae, KNeTKW U3 MeLlKa ans coopa MoryT
nonacTb B MELLOK A5 Miasmbl.

BbinonHss npoueaypy c6opa ¢ npuMeHeHnem KomnaekTa IDL Heo6xoaumo 3anevatatb MarucTpanb
cbopa Hafg, T-06pa3HbIM KOHHEKTOPOM C MarmcTpanbio naasmMbl, Kak NOKa3aHo Ha PUCYHKe HIUXE.
Ecnu 3aneuyaTatb MarucTpasnb cbopa HUXKE KOHHEKTOPA, KNEeTKW U3 MeLLKa A4/ coopa MOryT rnepeTeyb
06paTHO B KOMMNEKT TPYOOK, KOrja cuctemMa NogHNMET KacceTy.

Mpn NCNONb30BaHUM HWU3KOMN CKOPOCTU NOTOKa BXOLHOI0 Hacoca An1s NpoBeAeHus npoLesypbl
CMNC, cucTtema 6yaeT gonblue o6pabaTbiBaTh HEO6X0AMMOM 06BEM AN YCTaHOBNEHUS
B3aMMOfencTBKs 1 coopa LeneBbiX KNeToK. HeobXoanmMo yumTbiBaTh 370 415 NaLUEHTOB C
He6OMbLLUMM 06LLMM 06bEMOM KPOBW. TaKXe, CreayeT n3beratb YCMOBUIA, KOTOPbIE BbI3bIBAKOT
3aflepXKKy YCTaHOBKM B3aMMOLENCTBUS, Hanpumep, naysbl B paboTe Hacoca.

OnpegeneHve BO3MOXXHOCTeM U 0COBEHHOCTE UCNOMb30BaHMUA MeAULMHCKOT0 U3aenns

AN NayMeHTOB C UMNIAHTUPOBAHHBLIMW MEAULMHCKMMUN YCTPOCTBaMMN, 6epeMEHHbIX
YKEHLUMH, fleTeld N N04eN C XPOHUYECKUMU 3a60/1eBaHUAMMN

OfHOpPa30BbI KOMNAEKT Ans cbopa nna3mbl U TPOMOOLMTOB He BCTYMAET B KOHTAKT C
MMMJIaHTUPOBAHHLIMW YCTPOACTBaMMU.

OnucaHHble B HAaCTOALLEM AOKYMEHTE O4HOPa30Bble KOMNAEKTbI codepxxaT pranatel (DEHP).
pynnbl NaLMeHTOB, BK/IOYaA 6EPEMEHHBIX U KOPMSALLMX XEHLLMH, AETeR, cunTaloTes Hanbonee
NoJBEPXKEHHBIMU PUCKY HeraTUBHbIX MOCNeACTBUIA B pe3ynbTaTe Bo3aeiicTBus DEHP. OcHoBbIBasiCh
Ha OMbITe MATUAECATY NET YCMELHOM0 NPYMEHEHNS MEAULMHCKNUX YCTPOMCTB 663
3apermcTpPMpPOBaHHbIX HEraTUBHbIX COOLITUIA, CBA3aHHbIX ¢ DEHP, puckK npy HEBbINONHEHUN
HeobX0AMMONA MpoLeaypbl 3HAYNTENBHO Bbille, YeM PUCK Bo3feicTus DEHP.

lMepes TeM, Kak MOABEPrHYTLCA Npoleaype adepesa, NaUMeHTbl C aKTUBHBLIMW MMMNIAHTUPOBaHHbLIMU
YCTPOMCTBAMM JO/MKHbI 03HAKOMUTLCS C UHCTPYKLMAMU NMPOU3BOAUTENA UMMNAHTATa OTHOCUTENILHO
NHOBbIX NPefyNPEeXAeHNA M NPOTMBOMOKa3aHUIA, KacatoLWnxXcs UCMNOIb30BaHNA W, UK HAXOXAEHNS
BHENOCPEACTBEHHOMN 6M30CTH OT YCTPOIACTB, KOTOPbIE BbIAENAIOT 3NEKTPOMArHUTHYH aHepruto. K
aKTUBHLIM UMMNAHTUPOBAHHbLIM YCTPONCTBAM OTHOCATCSA, HANPUMep, KapauoCTUMYNATOPbI UK
KapamoBepTep-AedunOpunnaTopbl, KoXneapHble UMMIaHTbl, CTUMYNATOPbI 61y>XAAK0LLEro Hepsa 1
YCTPOVACTBA, KOTOPbIE CTUMYMPYIOT LeHTPa/IbHY U NepUQepUYecKyto HEPBHYH CUCTEMY.
[JaHHoe npeaynpexxaeHne Takxke pacnpocTPaHAeTCA Ha MpoYmMe YCTPOCTBA, KOTOPblE MOMyT
NOLKMOHATLCA K MauueHTy, Takue Kak o6opygosaHune ans 3K U MH(Y3NOHHbIE CUCTEMBI.
Heobxoaymo no3aboTnTbCS 0 NPefoTBpaLleHn KOHTaKTa cucteMbl Seal Safe ¢ naumeHToOM mnm
NH0bM Kabenem 13aenisl, KOTopbIii MOXKeT ObITb MOAK/HOYEH K MaUUEHTY.

Ycnosus aKkcnyaTaumm

Vcnonb3oBaHue KomnnekTa Spectra Optia gns TPOMOGOLMTOB M NAa3Mbl OFPaHNYNBAETCS TONbKO ero
HasHaueHVieM.

Kagapiii onepaTop A0/MKEH BHUMATE/IbHO 03HAKOMUTLCS C UHCTPYKLMEN No aKcnyaTaumm
KOMIieKTa Anst c6opa TpoM6oLMTOB 1 nia3Mbl Spectra Optia nepep ero ncnonb3oBaHnem. Bee
MPOLIEAYPbI OMIKHbI BbINOMHATLCA 06YyYeHHbIM NMEPCOHANOM, Nog Habt4eHUEM Bpaya.
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KomnnekT Spectra Optia ans TpOMGOLUTOB U Nyia3Mbl NpeAHa3HaueH TOMbKO /18 UCMO/b30BaHWs B

MapameTpbl Paboune xapakTepuCcTUKM Ycnosus
Temnepatypa npw oT 10°C po 40°C (ot 50°F go 104°F)

1CNo/b30BaHNN

BnaxxHocTb npu ot 10% po 90% OTHOCuTENbHaA
NCMob30BaHNN BnaxHocTb (RH), 6e3

o6pa3oBaHMA KOHAEeHcaTa
[JasneHve npu xpaHeHUH u 700 - 1060 mbap (ot -400 m go 3000
TpaHCMNopTUPOBKE M)

4. METOA NCIMOJIb3OBAHUA
1) Vicnonb3ya nray NOAKMUUTL NalMeHTa uan JoHOpa K 04HOPa3oBOMY, CTEPU/ILHOMY, He
MUPOreHHOMY KOMMJEKTY TPY6OOK A1 OTAENeHUs nna3Mbl KpOBM OT TPOM6GOLMTOB. Mrna
COEIMHAETCA C BXOAHOW MarncTpanbto.
2) MoaKNUNTL KOMMNEKT TPYB6OK K aHTUKoarynsaHty (ACD-A), (h13nonornyeckoMy pactBopy u
NoboiA He06X0AMMON 3aMeLlatoLLeld XXMAKOCTU. KOMNAEKT ycTaHaBNMBaeTCca B 060py0BaHNN TaKUM
06pa3oM, Y4TO NOTOK Yepe3 pas3/iMyHble YacTW OLHOPA30BOro KOMMJIEKTA MOT YNPaBAATbLCA 3a CHeT
HACOCOB 1 K/lanaHoB 060pyf0BaHNS.
3) Cuctema aBTOMATUYECKN BbINOMHAET CO0P BbIGPaHHbLIX NPOLYKTOB.

TpeboBaHMA MO COOPKE N yCTaHOBKe

JIVHAM NPOXO0XAEHWS KPOBW W XXUAKOCTEW B KOMMNIEKTe TPYGOK Gbl/IN MPOCTEPUAN30BAHbI C
MPYMEHEHNEM OKCUAA 3TUEHA U SBNSHOTCA He NUPOreHHbIMU. He fonycKaeTcs 1Cnonb3oBaHme
KOMM/EKTa NP1 HanMuum Nto6oro 13 crefytownx ycnoBmii:

OueBMAHOE MepekpyumBaHue TPYOOK, BHYTPEHHWUIA AuameTp TPYOKM MeHblue, YeM
BHYTPEHHWIA ArameTp BXOLHOIO Wiy 06paTHOMO KaHasia JoCTyna naumeHTa.

HenpaBunbHas cbopka KOMMNIeKTa TPYOOK.

MoBpexaeHne KoMNekTa Tpy6oK.

J110601 13 33KMMOB 3aKpPbIT Ha MarmcTpaiu.

OTCyTCTBME HAKOHEYHMKOB Ha MarncTpasax KoMmaekTa Tpy60K Npu BCKPbITUU YMaKOBKW.
KomnnekT Tpy60oK MOXeT 6bITb YCTaHOB/NEH 3a 24 yaca [0 NpoLueaypbl B Ciyyae, eCn KacceTa He
3arpy>xeHa UM KOMMAEKT He 3anosiHeH. locne Toro, Kak KacceTa Gblna 3arpy)<eHa Unm 3anosHeH
KOMM/IEKT, HEOOXOAMMO MCMOb30BaTh KOMMIEKT B TEUEHWE 3TOl ke paboueil CMeHbI.

Heo6xoanMo cnefoBaTh NPMBEAEHHBIM HKe MHCTPYKLMUSM MO U3BNEYEHNIO KOMMIEKTa TpY6oK 13
YNaKOBKMU.

3anpaBnTb KOMM/EKT B CUCTEMY, MPOBEPUTL KOMMNEKT. IMocne 3anpaBki KOMMNIEKTa cucTema
BbIMO/IHUT NMPOBEPKY, YTOObI YAOCTOBEPUTLCS B MPAaBUILHOCTY NOAGOPa KOMM/EKTA 418 NPOLeaypbl.

. MpoBepnTb [AelCTBME CPOKAa FOAHOCTM KOMMMEKTa, CPOK FOAHOCTM YyKasaH Ha KpbiLLKe
YMaKOBKU.

. 3anucatb HOMep NapTUM MCNO/b3YeMOro KOMMeKTa TPy6OoK ans 6yayLero yyeta.

. M3Bneub MELWIOK Ans MpoAyKTa M MELOoK A/ O0TBOfa BO3fAyXa M3 YNakoOBKM W MOBECUTb

MELLKV C/IeBa HanpaBO Ha LUTATMBE A/ BHYTPUBEHHbIX B/IMBAHWIA B CrefytOLEeM NOpsaKe; MELLOK
[A/1510TBOAA BO3AyXa, MELLIOK A/11 NAa3Mbl, MELLOK Ans c6opa.

. M3Bneyb 3amelLatlollytd Maructpasb M MOMECTUTb MarucTpaib Hafg MpaBoli CTOPOHOM
nepeaHeli NaHenn MeXay AByMsi CTOPOHAMU LITATUBA ANS BHYTPUBEHHbIX BMIMBAHWIA.
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. [locTaTb CBEPHYTYIO BXOAHYH Maructpaib (C KpPacHbIMM 3aKMMaMM) U CHSATb C KaTyLUKW

OyMaXKHYIO neHTy. MoaBecUTb BXOLHOE COefMHEHME Ha /IeBOM KOHLE LUTaTMBa 1S BHYTPUBEHHbIX
B/IMBAaHWIA. BbIMOMHUTbL 3TW Xe AeACTBUA AN 06paTHOM NMHMK (C TONYObIMU 3aXKMMaMK).

. M3Bneub u3 ynakoBKM Maructpanb aHTUKoarynsHta (opaHxesas) W MarucTpanb [Ans
(h1M3MONIOrMYECKOro pacTBopa (3eneHas) W MOABECUTb MarucTpanuM C NeBOW CTOPOHbI MepeaHel
naHenw.

3arpyska KacceTbl

M3Bneub KacceTy U3 yrnakoBKMu

O6enMmn pyKaMmn YCTaHOBUTb HUKHIOK YacTb KacCeTbl BHYTPU NOALOHA KACCeTbl, BbIPOBHSATb
KpenneHnsi HaCOCOB OTHOCUTENIbHO HACOCOB. MPOBEPUTD, UTO HUXKHSS YacTb KacCeTbl 3a(MKCUpOBaHa

BO BCEX TPeX TOUYKaxX BAOMb HXKHER HanpaBstoLeli (CM. PUCYHOK HKe —TO4UKM 3arpy3Ku KacceTbl
Spectra Optia).

OGenmMy pyKamu yTONWUTb BEPXHUE YI/Ibl KACCETbI B 3aKMMbl BHYTPYW MOA40HA KaCCeTbl A0 Lenyka B
MOSTHOCTbIO 3araXEHHOM MOJIOXKEHWM.

3arpyska KaHana B LeHTpudyry

3Bneub KaHan M3 yNakoBKW U Pa3MeCTUTb ero HaBepxy KPbILWKK LEeHTPUGyrn. OTN0XUTL NYCTYHO
YMNaKoBKY.

OTKpbITb ABEPLY LIEHTPUGDYTH.

MoMecTUTb CTEPXKEHb Ha NPeAOXPaHUTENbHYHO 3aLlie/IKy HanonHUTeNs. MoHATb NpeaoXpaHnTENbHYO
3alUE/Ky CABVHYB CTEPXKEHb MO HAMPaBMEHWIO K LEHTPY HanoMHWUTENs, O4HOBPEMEHHO MOTAHYTb
3alLeNKy BBEPX.

Pa3BepHyTb LIEHTPUAYTY TaKuMm 06pa3oM, YTOObl MOPT 3arpy3Kkn Obla MOBEPHYT NNLIEBOI YacTbiO.
MpOTAHYTL MarucTpaiv MeXay KacCeTon 1 KaHa/IoM U NPOBEPUTb, YTOObI OHW He NepeKPyYMBa/IUCh.

MpoTAHYTL KaHa/1 BBEPX Yepe3 MOPT 3arpy3Ku U gasnee, yepe3 OTBEPCTHE B LLEHTPE HanosHUTENS.
UToGbl He JOMYCTUTL MOBPEXAEHNUS KaMepbl ¥ MarucTpanum cbopa npu MCMo/b30BaHUN KOMMIEKTa
Irs cbopa, He06X04UMO OAHOI PYKOA HanpaBUTb KaMepy Yepes MOpT 3arpy3ku U B TO Xe Bpemst
NPOTAHYTb KaHa/ Yepe3 MopT 3arpy3ku ApYyroi pyKoi (CM. pUCYHOK HKe). OnycTutb
NpefoXpaHUTE/bHYHO 3aLLenkKy v 3aUKCMpoBaTh ee Ha MecTe.

PvcyHok - TlpoTankyBaHve KaHana Yepes nopT 3arpysku
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YCTaHOBUTb HWXHEE KOMbLO Y AepXKaTenb f/18 KOMbLa Ha NpejoXpaHnUTeNbHON 3allenke
HarnonHWTENs TakMM 06pa3om, 4ToObl BXOAHAA MarncTpanb (po3oBas MarucTpanb) He nepecekanach C
ApyrvMun maructpanamu. MNMpoBepuTh BbIpaBHUBAHWE PO30BOW MarncTpaam OTHOCUTENIbHO
MPOCTPaHCTBa MeXAY ABYMS BUHTaMMW Ha NpefoXPaHUTe/IbHOW 3allefike HanofHUTeNs (CM. PUCYHOK -

4 MpaBu/bHOE MONOXEHNE HIDKHENO KOfbLia U €ro BUAUMAA (hUKCcaLns PUCKOIA Ha BNOKMpyoLLem
CTEPXKHE).

3axaTtb NeT/I0 LEHTPURPYrH NOL HUXHUM KOMbLOM Y NAaBHO MNOMSAHYTb KOJbLO BHU3 [0 LUeNYKa
(DMKCMPYIOLLErO CTEPXKHS, KOTAa OH BbIXOAUT M (PUKCUPYET KOMbLO B AepxaTenie. Y6eanTbcs B TOM,
YTO BMHA PUCKa B OCHOBaHWUW (DUKCUPYIOLLETO CTEPXXHSA. ECnn KoMbLo 3aMKCUpOBaHO, TO prUcKa
6yzeT BuaHa. (CM. pUCYHOK HuXe - paBunbHOE MOMOXKEHME HKHErO KOJbLa 1 ero BugnmMas
thUKcaumsa pUCKOI Ha 61OKMPYIOLLLEM CTEPXKHE).

HauvHas ¢ KOHHEKTOpa BCTaBWTb KaHai B KaHaBKY HaMoO/HUTENS, NOCNEAHUM BCTaBNAETCA BXOAHON
nopT (CM. PUCYHOK HUXKE - Y TOMNJEHHbIN B KaHaBKY KaHas). MpoBeCcTW nanbLeM Haf KaHaBKOiA
BAABMTb BHYTPb /1H06GOI He 0 KOHLIA 3anpaB/eHHbI CerMeHT KaHana. KaHan gosxeH 6bITb
MOJIHOCTBIO YTOM/IEH B KaHaBKY.

BCTaB/Tb Y3KYH 4acTb HUXKHErO MOALIMMHMKA B AepXKaTe/lb A1 HUKHErO NOAWMIHMKA U Y3KYHO
YCTb BEPXHEr0 NOJLLUMHUKA B AepXXaTe/lb BEPXHEro NoAWUMNHMKA (CM. CnegyoLnii pucyHoK -
HkHAA NOALWLMNHUK B KPENIEHUN HVXKHEro NoALUNHKKa (CneBa), U pUCYHOK - BepxHuii
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MOALLMMHMK B KPENIeHUM BEPXHEro noawunHuka (cnpasa). MpoBepuTb OTCYTCTBYE
MepekpyuMBaHniA Ha CKPyYeHHOM y4yacTKe NeT/u.

MoMeCTMTb BEPXHeE KO/bLO MoJ AepXKaTesieM BEPXHEro Ko/blia U BCTaBUTb Maructpab B
aepxxatenb. MoTAHYTb MarucTpasib BBEPX A/t TOFO YTOGbI 3aKPENUTbL BEPXHEE KOMbLIO B AepXKaTene
(cM. cnepyroWNiA PUCYHOK - BepxHee KonblLio, 3aKPemnieHHOe B iepyKaTesie BEPXHEr0 Ko/bLia).

5. KJNJACCNPPUNKALUNA MEOVNLUMNHCKOIO N3AENUNA

1 KomnnekT Spectra Optia gns TpoM60LMTOB 1 Na3mbl 0THOCMTCS K Knaccy M6 B COOTBETCTBUNU C
Mpasunom 6 MpunoxeHus 1X aupektnebl EC 93/42/EEC no megmuuHckomy obopygoaHuto (MDD);
2. MNpeanonaraeTcs UHBa3WBHBIA KOHTAKT C TE/IOM YeN0BeKa Yepes NpoKasibiBaHWe BeHbl (C MOMOLLbH
WUrfbl, BXOASALLEN B COCTaB KOMIN/EKTA)

3. KomnnekT npefHasHaueH TOAbKO ANs OAHOPA30BOro MCMOMb30BaHUs;

4. KomnnekT Spectra Optia An1s TPOMOOLUTOB M NAa3mbl SBASETCA CTEPUSIbHBIM U3AENNEM.
CTepununsauus BbINOHAETCA OKCUAOM 3TWU/EHA;

5. KpaTKOBpeMeHHbIi KOHTaKT C Te/IOM YenoBeka (MeHee 24 4acos).

6. TPEBOBAHWNA K BE3OIMACHOCTW nPn NCMNOMTb3OBAHWNIN
MEONUMNHCKOIO N3AENNA
MNpenynpexaeHns

KomnnekT marucrtpaneid, LeNoCTHOCTb KOTOPOro Mo Kakoi 6bl TO HM ObII0 MPUYMHe Bbina
HapyLLeHa, He MOXET CUMTaTbCs (DYHKLMOHANbHO 3aKPbITbIM, & NOYYEeHHbIE B HEM
KOMIMOHEHTbI KPOBW 3anpeLLaeTca XpaHuTb 6osee 24 4acos.

2. KomnnekTbl Maructpaneid, npon3sefeHHble koMnaHueldi Terumo BCT, cogepxat 4O .
Pe3ynbTaTbl OTAENbHBIX NCCMEA0BaHNIA Ha FPbI3yHax, nonyyaewnx 43P (06bI4HO
nepopasibHo), NPOAEMOHCTPMPOBA/N NOTEHUNANbHYO BO3MOXHOCTb HEraTUBHOIO
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BO3LeliCTBUSA 3TOr0 MpenapaTa Ha MyXXCKMe penpoayKTUBHbIE OpraHbl BO BPEMS pa3BUTMS
nnoga. B cBA3M ¢ 3TUM rpynnbl NaUUEHTOB, B KOTOPbIE BXOAAT BEPEMEHHbIE UM KOPMSLLKE
XKEHLLUMHbI, @ TaKXKe feTu, cUnTatoTca Hamboee NoABepP>KeHHbIMU PUCKY MOTEHLUaNbHO
BpefHoro gerictaua A3 ®. Mpu 3TOM Ha CerofHALWHNIA feHb HU OLHO UCCNefoBaHue ¢
y4yacTueM Apyrux MeKonuTaloLWwmx 1 YenoBeka, NoABepraBLLInNXcs BO3AENCTBUIO
BHYTPMBEHHO BBOAMMOro A3I®, nof06HbLIX pe3ybTaToB He NoKasano. Perynnpyrowumm
opraHamu 6b1710 0TMEYEHO, YTO PUCK HEBBIMOMHEHNA HEOO6X0AUMO NpoLesypbl HAMHOIO
MpeBbILLAET PUCK, CBA3aHHBINA C Bo3aeicTBMeM A3 P, Jleyalmii Bpay A0MKEH OLEHNUTb
CEpbe3HOCTb A1 NauMeHTa NOCNeACTBMIA HEBLIMOHEHNS NPOLEAYPbI U PUCKa, CBA3aHHOIO C
Bo3fgelicTerem 43I .

MpepocTepexxeHuns

1 He npegHasHayeHo 419 NMOBTOPHOIO NCMONb30BAHNA: KOMMIEKTbl MarucTpanei,
M3roToBfieHHble KoMnaHuelt Terumo BCT 1 0TMeUYeHHble CUMBONOM «He npegHasHauyeHo
[nA NOBTOPHOr0 UCMO/b30BaHUA», NMpeaHa3HauYeHbl UCKNHUNTENBHO AN 04HOPAa30BOro
B pMMeEHEHWs U He NpefHa3HaYeHbl 471 NOBTOPHO 06PabOTKM UM MOBTOPHOIO
ncnonb3oBaHns. KomnaHua Terumo BCT He MOXET rapaHTMpOBaTb PYHKUMOHAbHYHO
MCMPaBHOCTb M CTEPUIBLHOCTL KOMM/EKTA B C/lyYae ero NoBTOPHO 06paboTKu nnm
MOBTOPHOI0 MPUMEHEHWS.

2. Kaxpplii onepaTop 4O/MKeH AeTaNbHO U3YUnUTb MHCTPYKLMM NO 3KCNIyaTaLum cenaparopa
Spectra Optia nepes HaYa0M ero Ucnosb30BaHMs. Bce npoueaypbl 4O/MKHbI MPOBOAUTHLCS
KBaIMMULMPOBAHHBIM MEANLIMHCKUM MEepCOHaIoM MO PYKOBOACTBOM Bpaya.

3. [pw BbINO/HEHUW BCEX MPOLeAyp CTPOro creayiiTe NPUHLMNAM acenTuKM 415 06ecneyeHus
6e30MacHOCTM JOHOpa M KauyecTBa KOMMNOHEHTOB KPOBM.

4. JINHUM Nojaun KPOBY M XXMAKOCTU B KOMIMJ/IEKTE MarncTpaneil cTepuan3oBaHbl OKUChHO
3TUNEeHa 1 anUPoreHHbl. Kcnayartauna Komniaekta maructpanein SAMPELWAETCH npu
NOBOM U3 CNeayroLLMX YCIOBUIA.

» OTCYTCTBYIOT 3arfyLLKN MarucTpanei.

* Maructpanu UMeroT 3HaunTeNIbHbIe Neperuosbl.

» HenpaBunbHasa cbopka KOMMAeKTa MarucTpanei.
» KomnnekT maructpaneil noBpexaeH.

5. Mpwu 3anpaBke KaHana v kamepbl LRS B npogunb LeHTpUdyrn He pacTarueanTe maructpanm
[N COXPaHEHNs! NX FTePMETUYHOCTM.

6. 3anpaBnsiiTe KaHan B NPOUb TONLKO ManbuaMun. Bo n3bexaHre NpokanbiBaHWs KaHana
3anpeLuaeTcst UCMONb30BaTb OCTPblE NPEAMETHI.

7. MPNHUWMIN PABOTbI MEAVNUMNHCKOI O U3AENTNA

Komnnekt Spectra Optia gns TpoM60OLUMTOB M NNa3Mbl MPUMEHSETCS COBMECTHO C CMCTEMOI Spectra
Optia. B Hem MCNOMb3yKOTCA LUIMPOKO MPUMEHSEMbIE TEXHOMOTMW U METOAbl ANS BbINOAHEHUS
npoueayp agepesa.

MaumeHT WM JOHOP MOAK/YAeTCs K 04HOPa30BOMY CTEPWUILHOMY He MUPOreHHOMY KOMMeKTY
Tpyb6ok. KomnnektT TpyboK nogkntoyaetca K aHTukoarynsHty (ACD-A), ¢u3nonornyeckomy
pacTBopy MW nt060i Heo6X04MMON 3aMellarollel XuMakocTu. KoMMnekT YycTaHaBnMBaeTCcs B
060pyf0BaHMKN TakMM 006pa3oM, YTO MOTOK Yepe3 pas/iMyHble YacTW O4HOPA30BOro KOMMjaeKTa Mor
YNPaBnsTbCS 3a CHET HACOCOB U KanaHoB 060py0BaHuS.

CucTeMa aBTOMaTUYECKM OCYLUECTBASET CO0p BbIOPAHHOr0 NMpogykTa. BHavane cuctema BbINOHSAET
3ab0p KpOBM, BO BpeMs KOTOPOro oTobpaxkaeTcs cooblleHue cTaTyca marmctpanu «lget 3abop
KpOBU».

KpoBb C aHTMKOArynsHTOM OTKauyMBaeTCcsl MO NPOBOAALLEA MarncTpanun, Noka KpoBb He MonajaeT B
LeHTpUdyry.
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3aTem 06paTHbI Hacoc pa3BopayMBaeT MOTOK KPOBM C aHTMKOArynsHTOM W HarpaenseT ero B
o0bpaTHyl0 MarucTpanb, NokKa AaTyuMK HUXXHEro YpPOBHA B 00paTHOM pe3epByape He 3adukcupyet
nosiBaeHne XXnakocTu. Mocne 3Toro 3a60p KPOBM 3aBepLIAETCS M HAYMHAETCA LUK NPOBOXAEHUS.
Cuctema reHepmpyeT 3BYKOBOW CUTHAN ANA NpefynpexeHns o0 Havane nepsoro o6paTtHoro Lukna.
CucTtema HaumHaeT cbop nnasmbl. MapannenbHo cucTemMa HauMHaeT c6op TpomM6OLMTOB, NOCE YeEro
3aBepLuaeT cbop nnasmbl U NpogoskaeT cbop TpoM60LMTOB. MpPK HEOBXOAMMOCTN MOXET 3aBEPLUNTL
c60p Nnasmbl NOCNe OKOHYaHWA cbopa TPOMOOLMTOB.

Mocne TOro, Kak Bce MPOAYKTbI COGpaHbl, CMCTEMA aBTOMATMUYECKN HaYMHAET LMK/ BO3BpaTa.

[ns gaHHOI npouefypbl TpebyeTcs MCMonb3oBaHMe KomnnekTa Spectra Optia 415 TPOMGOLUTOB K
nnasmbl.

KpoBb nawmeHTa HernpepbIBHO NMepeKkavumBaeTCcs Yepes KOMIJIEKT.

BxoaHOW Hacoc mepekaymBaeT BeCb 00bEM KPOBU C aHTUKOATY/NSHTOM Yepe3 BXOLHYH MarucTpanb B
KaHan. B KOHHeKTope neiikouuTapHas nneHka oTaensetca oT RBC u nna3mbl. Hacoc maructpanu
cbopa nepekaynBaeT NeMKOLUTApPHYIO NMEHKY M3 KaHana B MeLoK ana c6opa. B Hauvane npouenypsl
KnamaH MaructpanM cbopa HaxoguTcs B MOMOXeHUM Bo3BpaTa. Kak Tonbko cuctema AlIM
onpefensieT HaMuMe KNeTok B nopTe cbopa, kKnanaH cbopa nepexouT B NonoXeHue cbopa nU KNeTku
nepekayMBaroTCA B MeLLOK ans cbopa.

OroeneHie KeTok: KaHarn

1. Becb 06BeM KpoBMU
nocTynaeT B KaHaJl.

2. Qputpouyntbl (RBC)
NnacCUBHO MPOXOAAT B
pesepsyap.

3. Nnasma oTKaunBaeTCcA B
pe3epByap nnm cobupaetcs.
4. KneTku HenpepbIBHO
0TKayMBalTCA C MeLIOoK 414
cbopa.
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8. TEXHUYECKUMNE XAPAKTEPUCTUKU MEAVNUMNHCKOIO N3AENNA

KoHcTpyKuma (6asoBasi) n onmncaHue vacTei

Maructpasnb foHopa

Mewok ana otéopa o6pasLoB
Konnektop maructpaneit
aHTukoarynsHTa/3abopa/so3spaTa
MarucTpanb aHTUKoarynsHra
®duUnbTp 6GapbepHbIli CTEPUNbHBIN
KacceTa

MeTns Hacoca aHTukoarynsHTa
[atuuk pasnexHns 3abopa/so3Bpara
JINHUS aHTUKOArynsHTa
MarucTtpanb Bo3BpaTa
MarucTpans 3a6opa

MeTtns Hacoca 3a6opa
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13.
14.
15.
16.

17.

18.

19.

20.

21.

22.

23.
24.

PesepByap Bo3Bpata
MeTnsa Hacoca Bo3BpaTa
[aTuuk faBneHns LeHTpudyrn

Maructpanb BXOAHas K
ueHTpudyre
MarucTpanb spuTpoumTapHas

OT ueHTpudyru
Maructpanb Tpom6ounTOB OT
LeHTpudyrm

MarucTpanb nnasmbl oT
LeHTpudyru
MeTnsa Hacoca nnasmbl

Apnblk KacceTbl
Metna Hacoca c6opa
MeTns ueHTpudyrn
Kanan

25.
26.
27.
28.
29.
30.

31.
32.

33.

34.

MopT BXoAHO

Kamepa c6opa

Kamepa LRS

MaruncTtpanb cb6opa nnasmbi
Mewwok ana nnasmbl
MarucTpanb c6opa
TpombounToB

Meluok ana Tpom6oUnNTOB
Meluok ana o6pasLos
TpombounTos

Maructpanb MeLka gns oteoaa
BO3AyXa

Meluok ana oTeofa Bosgyxa
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V306paxkeHne MegMLNHCKOIO NU3aenns

KoMnaekT cOoCTOMT U3 npejBapuTeslbHO COEAMHEHHbIX KaHana, KacceTbl, MELKOB A4
npoaykta u Tpy6oK ana kKposu. Komnnekt Spectra Optia gns Tpom6ouMTOB M NNasMbl
COZlepXXMNT KacceTy, B KOTOPOil 06befiMHeHbl camo3arpyxXaroLlimeca neTnn Hacoca, PUAbTPLI,

anagparmbl  AaBneHWs, AaTuyUKU © pesepByap BosBpata. Kacceta o6ecneuynBaeT
KOHTaKTHYH MNOBEPXHOCTb 060pyAOBaHMA Ans  [aTYMKOB, KfamaHOB U JeTekTopa
3pUTPOLUTOB.

KomnnekT Tpyb6oK pa3paboTaH And MPOCTOM 3arpys3ku M mMcnonb3oBaHuMs. OH HanpaBnset
KOMMOHEHTbI KPOBU OT  JOHOpa, Yepe3 cuctemy Spectra Optia 1 06paTHO K 4OHOPY. JTMHUK
JOHOpa, KaHan u MewkKu Ans NpoAyKTa npefBapuTeNibHO coefuHeHbl. KaHan-cenapatop
KPOBU ABNAETCSH CTEPUIbHbIM, HE TMUPOreHHbIM W3J4enuMeM, KOTOpbI BpauiaeTcs B
LueHTpugyre Ana pasgeneHMsa KOMNOHEHTOB KPOBY.

1. MarucTpanb AoHopa: o6ecrneynBaeT 4OCTYN W BO3BPAT K OHOPY.

. KoHHeKkTop JTlto3pa (nana): coegnMHAET NUHUIO 3a60pa C MUHWER UTNbI.
. 3aXUM: MCNOMb3yeTca ANS MePeKPbITUA MarnucTpanu Urbl.
. MopT Ans WHbeKuuid (6e3bIroNbHBLIA): co3faeT y4yacTOK fJocTyna [ANA BBeAeHMA

NleKapCTBEHHOTO npenapaTta unu otéopa ob6pasLoB.

2. Mewok ans otbopa 06pa3yoB: MCMNONb3yeTcAa AN 0T60pa KPOBW Yy AOHOpa C LENbIO
nony4yeHns obpasyos

3. Konnektop marnctpanein aHTukoarynsaHta/sabopa/Bo3Bpara: COCTOMT U3 yyacTKa focTyna
ONS UHBEKUMIA W COefMHEHWI A C MarucTpanblo aHTukoarynsaHta (4), MarmcTpanbio
3abopa(1l) 1 maructpansto Bo3sparta(10).

4. MarncTpanb aHTUKOarynsHTa: NepeHoCcUT aHTUKOArynsaHT OT MeLllKa AN aHTMKoarynaHrta
K KacceTe (6).

5. ®unbTp OGapbepHbI CTepuNbHbLIA: nNpegoTBpallaeT nonagaHve 6akTepuid B CUCTEMY U
noAfepXnBaeT 3aMKHYTOCTb CUCTEMBI.

6. KacceTta: HanpaBnseT NOTOK KPOBM M MPOAYKTOB Yepe3 KOMMNAEKT TPYy6OK.

7. MeTna Hacoca aHTUKOArynsHTa: y4yacTOK TPYOKW, KOTOPbIA KOHTaKTUMPYeT C HacoCcoM
aHTUKOArynisHTa.

8. [Oatuuk paeneHusi  3abopa/Bo3BpaTa: KOHTponupyeT paBneHwe 3abopa/Bo3BpaTa Ha
yyacTke AoCTyna foHopa.

9. /InHMA aHTUKOarynsHTa: NepeHOCUT aHTMKOarynsHT oT KacceTbl (6) K  KONNeKTopy
aHTUKoarynaHrta /3abopa/sossparta (3).
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10. MarucTpanb Bo3BpaTa: NepeHOCUT KOMMOHEHTbI KPOBM 06paTHO K LOHOPY.
11. Maructpanb 3abopa: NepeHoCUT KPOBb C aHTUKOAry/ISHTOM K KOMMJIEKTY TPYOOK.
12. MeTns Hacoca 3abopa: y4acToK TPy6KM, KOTOPbI KOHTAKTUPYeT € HaeocoMm 3abopa.
13. Pe3epByap BO3BpaTa: nojiyyaet He cobupaemble KOMMOHEHTbI A/ BO3Bpara LOHOpY,
cofepxuTt punbTp Bo3epaTa (200 MUKPOH) 1 AeTEKTOP BO3AyXa.
14. MeTns Hacoca Bo3BpaTa: y4aCTOK TPYyOKM, KOTOPbI KOHTaKTMPYeT C HaeoeoM BO3Bparta.
15. laTumnK faBneHns LeHTPpUQyYrn: onpesenseTt BbICOKOE faB/ieHNe B LeHTpu@yre.
16. MarveTtpanb BXOf4Haa K LLeHTpudgyre: nepeHoenT KPOoBb K LEHTpUYTre.
17. MarucTtpanb 3puTpouuTapHas OT LEHTPUPYru: nepeHocuT (aputpounTbl) K3
LeHTpudyru ana eéopa nnmn so3spara LOHOPY.
18. MarveTpasib TPOMOOLMTOB OT LLEHTPUQPYIN: NepeHOCUT TPOMOOLUTLI U3 LEHTPUPYIU 418
cbopa nnun Bo3BpaTa AOHOPY.
19. Maructpanb nnasmbl OT LEHTPUQPYIK: MepeHOENT nnasMy U3 LeHTpudyru ana cbopa nim
BO3Bparta foHopYy
20. MeTna Hacoca nnasmbl: Y4aCTOK TPYOKM, KOTOPbIA KOHTAKTUPYET C HAae0eoM MJiasmbl.
21. ApnblK KacceTbl: MUCMNOJSb3yeTea onpefennuTeneM 3puTPOLUTOB cucTemMbl Speetra Optia
Ans 0603HaYeHMa KoMnaekTa Tpy6boK, Kak NpuUrofHoro agna céopa TpoM6boLUTOB.
| 22. lMeTnsa Haeoca cbopa: y4acTOK TPyOKM, KOTOPbIVi KOHTAKTUPYEeT C HacocoM cbopa.
23. MeTna UueHTpUGYrn: eocTouT M3 MarueTpaneit, KOTopble 3arpyxarTes B LeHTpudyry.
Copepxur:
Tpy6Ka c 4 npoeBeTaMun: UCNONb3yeTCA A/ BBOAA U BbIBOAA XWUAKOCTW B/U3 KaHan (a).
PykaBsa: MCMoONb3yOTCA 415 YBENNYEHUSA NPOYHOETN TPYOOK.
Konbua: ncnosb3yroTcs 414 3aKPEnIeHNs KOHLOB NeTAN B LeHTpuUdgyre.
MOAWNNHUKIN: NenoNb3ytoTes 4159 e0eUHEHUSA METAN C LeHTPUGYro.
24. KaHan: ucnosib3yetes B LeHTpUdyre N pasfefieHns KPOBM nauyeHTa Ha  KOMMOHEHTHI.
25. MopT BXOAHON: HanpaBnseT NOCTynaKLWy KPOBb B KaHall.
26. Kamepa cbopa: HanpaBfiseT OTAe/fleHHble NPOAYKTbl KPOBU B COOTBETCTBYHOLUE NIMHUN
cbopa.
27. Kamepa LRS: obecneunBaeT neikopefyKumno cobpaHHbIX TPOM6GOLMTOB.
28. MarucTpasnb cbopa nnasMbl: NEPEHOCUT COOPaHHYIO NnasMy B MELIOK Ans niasmbl (29).
29. MewWwok Ana nnasMbl: MeWOoK 06beMOM 171 eofepXXUT NapanniensHo cobupaemyto niasmy.
30. Maructpanb cbopa TpoMOOLUTOB: MepeHOCUT COobpaHHble TPOMOOLUMTLI B MELUKU And
TpomboyuTtos (31).
4 31. Mewok gns TPOMOOLMTOB: MELUOK, B KOTOPOM XpaHATCA cobupaemble TPOMOOLMUTLI.
MeLwoK n3rotaBnmMBaeTcs M3 naacTu@uumMpoBaHHoro yutpatom MBX.
32. Mewwok ana 06pasLoB TPOMOOLUTOB: MENO/b3YeTCs A1 MPOBEPKN KayecTBa NPoAyKTa
33. Maructpanb MeLWKa And 0TBOAa BO3AyxXa: Menonb3yeTca ANA nofjayn BO3fyXa K MeLuKy
4NA 0TBOAA BO34yXa W 419 0TBefeHUs BO3ayXa OT Mewka (34)
34. MelwoK A4ng 0TBOAA BO3A4yXa: YAEPXMNBAeT BbITEEHEHHbIN U3 CUCTEMbI BO3AYX.

[ononHuTencHble NPUHAANEXHOCTU ANS KOMMMeKTa Ans c6opa nnasmbl M TPOMOOLUTOB
Spectra Optia He npeAyeMOTpPeHbI.

TexHUYecKne XxapakKTepUCTUKN MeAULMHCKOTO N3aenms

MarucTtpanb foHopa Pa3mepsbl:
Wrna - 17 Kanubpa (BHELLHWA
avameTp - 1,473 mm £0,013 mm;
BHYTPEHHWUIA anameTp - 1,067 Mm
40,038 mwm;
TONWMHA CcTeHKn - 0,203 mm =
0,013 mm
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ViemoK [115 0T60pa
06pasLos

KONINIEKTOP MarucTpanei
© aHTMKoarynsaHTa/sabopa/s

o3BpaTa

MarucTpans
aHTUKoarynaHTa

®PunbTp 6apbepHbIit
CTEPUSIbHBbII

KacceTa

MeTns Hacoca
aHTUKoarynaHTa
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OnvHa kaHonu; 24,3 + 0,0127 mm
TpyoKu:

TonwmHa cteHku: 1,00 mm
BHewHwnii anameTp: 5,00 +0,05/-
0,1 MM

BHyTpeHHMA anameTp: 3 = 0,1
MM

Pa3mepsbl - 7,95 x 11,63 cm = 10%

[nvHa BHYTPEHHero LBa MeLlKa B
LeHTpe BepxHeid uacTu: 3,693
Aaronma +/- 0,369 groinma (93,8 Mm
+/- 9,4 Mm)

WupuHa BHYTPEHHEro wBa
MellKa B CamMOMi LUMPOKOMW TOUKe:
2,585 pgroiima +/- 0,259 (65,7 Mm
+/- 6,6 Mm).*

*pas3mepbl Nocie CTepUnn3aLnu.

BuHMn MOXeT cokpaiwlaTbca go
6% npu eTepunK3aLd.

TonwmHa cteHku: 0,94 £ 0,05 MM

BHewHwni gnameTp: 4,75 £0,1 Mm
BHyTpeHHWUA gnameTtp: 2,87 +
0,28 Mm

Pa3mepsbl

OnnHa: 43,18 cm + 7,62 cwm;
TonwwmHa creHok: 0,94 £ 0,05 mm
Hapy>Hblin gnameTp: 4,75 mm
BHyTpeHHWiA anameTp: 2,87 =+
0,05 mMm

Pasmep nop ¢gunbTtpa: 0,2 MUKPOH
CkopocTb unbTpauun: 0,45 n/u
Ha BbicoTe 914,4 MM (36 AtoiimoB)
MwuHuMansbHan CKOpOCTb
unbTpayuun; 7.5 MA/MUH  Ha
BbicoTe 914,4 mm (36 atoiimoB) C
BHYTPEHHUM [AMaMETPOM TPYOKM
2,667 mm (0.105 gtoiimoB)

Jonyckn = 10%.
OnnHa 253,1 MM to 242,2 Mm;
BbicoTa 105,2 +0,46/-0,38MMm
Fny6uHa B yrnax 17,3 £ 0,2 mm.

Pa3wmepbl:

TonwmHa cteHok: 0,94 = 0,05 mMm
Hapy>HblIli guameTp: 4,75 Mm
BHyTpeHHUIA AauvameTp: 2,87 %
0,05 mm



TERUMOBCT

JaTtunk fasneHus OunameTp 160,05 mm (0.590

3a60pa/Bo3BpaTa At0iMOB)

n JIHNA aHTUKoarynaHTa Pa3mepsbl:
OnvHa: 182,88 + 508 cm (72

[I0MMOB);
n HapyxHblin gnameTp: 4,7 £0,2 MM

(0.187 + 0.006 atoiiMoB)
BHyTpeHHUIA gnametp: 2,9 £ 0,01
mM (0.113 £ 0.002 gtoiimoB).
TonwmHa cteHok: 0,9 £0,1 mm
(0.037 + 0.002 atoiimoB)
MarucTpanb Bo3Bpara Pa3mepbl:
OnvHa: 182,88 + 508 cm (72
[I10AMOB);
HapyxHblii gnameTp: 4,7 £0,2 MM
(0.187 + 0.006 atoiimoB)
| BHyTpeHHU pnameTp: 2,9 + 0,1
mM (0.113 + 0.002 gtrolimoB).
TonwmHa cteHok: 0,9 £0,1 mm
(0.037 = 0.002 atoiiMoB)
Maructpanb 3ab6opa Pa3mepsbl:
OnnHa: 182,88 + 5,08 cm (72
[I0AMOB);
HapyxHbIin gnametp: 4,7 £0,2 MM
(0.187 + 0.006 gtoinmoB)
BHyTpeHHUA anameTp: 2,9 + 0,1
mM (0.113 + 0.002 grolimoB).
TonwmHa cteHok: 0,9 +0,1 mm
(0.037 + 0.002 gtoiimoB)
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Jatunk fasneHus
LeHTpUpyrn

MaruncTpanb BXoAHas K
LeHTpudyre

MarucTpasnb
apuTpounTapHas ot
LeHTpUgyrm

MarucTpanb
TPOM6OLNTOB OT

LeHTpUpyrn

MaruncTpanb nnasmsl oT
LEeHTpUpyru

MeTna Hacoca nnasmbl

ApNbIK KacceThl

MeTnsa Hacoca c6opa

XbRUMUTLtHL]J

Ownametp: 14,48 + 0,05 mm

Pa3mepsbl:

HapyHsblin gnametp: 3,98 + 0,076
MM

BHyTpeHHUA gnameTp: 2,38 = 0,1
MM

Pa3mepsbl:

Hapy>Hbiin anameTp: 3.98 + 0,076
MM

BHyTpeHHUI anameTp: 2,38 = 0,1
MM

Pa3mepsbl:

HapyxHsblit gnameTtp: 2,38 + 0,076
MM

BHyTpeHHUA anameTp: 1,09 + 0,1
MM

Pa3mepsbl:

Hapy»HbIli guameTp: 3,07 £ 0,076
MM

BHyTpeHHNA gnameTp: 1,49 +
0,05 mm

Pa3mepbl:

OnvHa: 135,26 £ 1,27 mm (5.325 +
0.050 atoinmoB);

TonwmHa creHok: 0,9 £0,1 mMm
Hapy>xHbliA gnameTp: 4,7 £ 0,2 MM
BHyTpeHHWIA gnameTp: 2,9 + 0,1

Pa3mepsbl:

LWupwnHa: 25,4 £ 2,54 Mm

BbicoTa: 12,7 + 2,54 mMm
Pasmepbl:

OnvHa: 135,26 + 1,27 mm (5.325 £
0.050 atoiimoB);

TonwmHa cteHok: 0,9 £0,1 Mm
HapyxHblin guameTp: 4,7 £ 0,2 MM
BHyTpeHHNMA gnameTp: 2,9 + 0,1

OnvnHa: 49,83 = 1,27 cm (19,1
[II0AMOB);



KaHan

MopT BXOAHO

Kamepa c6opa

Kamepa LRS

Maructpanb cbopa
nnasmbl

MeLlok ana nnasmel

Maructpanb cbopa
TPOMOOLUTOB

Mewwok ang
TpoM6oUNTOB
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OnvHa - 65,24 + 0,254 cm
WmnpuHa-3,81 £ 0,005 cm

Pa3wmepbl:

Hapy>HbliA gnameTp: 7,45 + 0,762
MM

BHyTpeHHWIi gnameTp: 3,7+ 0,127
MM

OnnHa: 52,76 £0,127 MM

BbicoTta: 35,48 + 2,54 Mm

HuxHuit Ouametp: 2,54 = 0,05
MM
BepxHuin  Ouametp: 2,34 0,05
MM

Pa3mepsbl:

OnnHa: 76,2 £ 5,08 cm

HapyxHsblin gnameTp: 4,06 + 0,076
MM;

BHyTpeHHWIA guameTp: 2,95 MMm;
TonwmHa cteHok 0,47 £ 0,05 MM

Pa3mepbl

BbicoTa: 228,3 + 13,4 mm.
WnpnHa: 128 £7,7 mMMm.
TonwmHa - 0,47 £ 0,03 mm
Macca 0,045 + 0,01 kr

Pa3wmepbl

Onnna: 30,48 £ 0,64 cm
Hapy>Hblin gnameTp: 4,1 £ 0,1 mm
BHyTpeHHWIA agnameTtp: 2,9 + 0,2
MM

TonwmHa cteHok - 0,56 + 0,1
MM

Pa3mepbl:

BbicoTa: 250 + 4,8 Mm

LWunpwnHa: 175,5 £ 4,06 Mm

COoeMHUTENbHBI KOHHEKTOP:
BHyTpeHHWA anameTtp 3,9 + 0,08
MM

TonwwuHa - 0,38 £ 0,03 Mm

Macca 0,43 + 0,01 kr
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MarucTpans;

Hapy»HbIit gnametp: 4,1 = 0,1 MM
BHyTpeHHMA anameTp 2,9 = 0,2
MM

TonwmHa cteHok: 0,56 = 0,1 mm

MeLwwok ans o6pasLos Pa3mepsl:
TPOM6OLMTOB OnuHa: 77,3 £ 0,762 MM
Ownametp: 12,7 £ 0,25 mm

MarucTtpanb Mellka ana  Pa3mMepsl

0TBO/a BO3/yXa AnvHa; 76,2 + 5,08 cwm;
HapyxHblit anameTp; 4,7 £ 0,2 Mm
BHyTpeHHNUA gnameTp 2,9 + 01
MM
TonwmHa cteHok - 0,9 0,1  mm
(0.037 = 0,002 atoiimoB)

MeLlok ana oTeoja Pa3smepbl

BO3AyXa BbicoTta: 204,2 +4,57 Mm
WwupwnHa: 117,07 £5,1 MM
CoefiMHUTEeNbHbIA KOHHEKTOP:
BHyTpeHHUA anameTtp: 4,62
0,0762 mm
TonwwmHa - 0,305 £ 0,025 mMm
Macca 0,022 + 0,008 kr

OCHOBHble TeEXHUYECKNe XapaKTeEPUCTNKN

JKcTpakopnopanbHblil 06beM Mpu6nnsntensHo 196 + 9,8 mn
MpurogHocTb Ana cbopa NPoAyKTOB Mnasmadepes TpomboLnTOoB
(oanMHOYHas ABOMHAaA 1 TPoliHas A03bl)
Mnasmacpepes
nenkopenyLMpOBaHHbIX TPOM6OLUTOB,
(ognHO4YHas aBoOMHAA M TPOliHaA A03bl)
Mna3ma
NenkopenyumpoBaHHas Mnasva
Macca 0,983 + 0,049 kr (2.16 dyHTOB)

M36bITOUHOE faBneHue 53,33 kla (400 mm pT.CT)

MpoyHoCTb  Ha  pas3pbiB (g8 Bcex Maructpanm € HOMUHANbHBIM - BHELIHUM

marucrpanen) ANamMeTpoM paBHbIM WU BOMbWUM 4 MM
MMEeKT MUHUMaNIbHOe Tpebyemoe ycunume Ha
pa3pbiB - 35,56 H (8 hyHTOB). Maructpanu
C HOMWHANbHbIM  BHELWHWM  ANamMeTpoM
MeHee 4 MM VMeloT Tpebyemoe ycuaune Ha
paspbiB - 26,46 H (5 (hyHTOB)

CpokK cnyx6bl (JaTta OKOH4YaHMA CpoKa rogHoCcTK)
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CpoK roAHOCTV M3Lenns UCTeKaeT yepe3 2 rofa Co AHS ero M3rotoneHusi. CM. gaTy OKOHYaHWs
CPOKa FOIHOCTN Ha 3TUKETKE M3AeNus.

BapraHTbl KOMNAeKTaLUM MeAULMHCKOTO U34enns
KomnnekT Spectra Optia gns TPOMGOLMTOB M Na3Mbl AOCTYNEH TOMbKO B OAHOM KOMMAEKTaLUN.

B03MOXXHOCTW 1 CNOCO6bI MHTErpnpoBaHna ¢ ApyrmuMmm MeanuMHCKNMN N3nennammn

KomnnekT Spectra Optia gns nnasmbl U TPOMGOLMTOB NPeAHa3HauYeH A5 NCMO/b30BaHUA COBMECTHO
c cuctemoli Spectra Optia.

9. TPEBOBAHWNA MO OBECNYXNBAHNIO N PEMOHTY MEAVNUMHCKOIO
N3OENTNA

KoMN/ekT $iBNsieTC 0AHOPAa30oBbIM MeAULMHCKUM W3AENNEM U He TpebyeT 06CNY>KMBAHWA WK
PEMOHTa.

10. TPEBOBAHMSA MO 3ALLMNTE OKPYXAILWEW CPEABL, MPOLEAYPA

JTINMKBUALLIN YTUNNIN3ALUWNN) NCIMNoJIbSOBAHHOIO
MEOAVNUMNHCKOIO U3JEMTNA

KoMnnekT AonXeH NoaBepraTbca yTuansauum B COOTBETCTBUM C MECTHLIMU NpaBuiamu.

11. YCNOBUA TPAHCITOPTUPOBKW n XPAHEHWA
YCnoBust BHELLIHEN cpefbl: KOMMNIEKTbl MarucTpanei
3pnenne Heo6X04MMO fiepXKaTb BAAIM OT NPSMOro CO/THEYHOr0 CBETa U UCMO/b30BaTh B CYXOM

MoMeLLEHNN.

MapameTpbl Ycnosus paboThl [MoAacHeHuA
[unana3oH npu LNNTENBHOM
XpaHeHun; ot 0°C pgo 35°C (o1 32°F
[0 95°F)

Temnepatypa nNpu XpaHeHUn n  JonycTtumble nepenagbl;

TPaHCMopPTUPOBKeE 0T -29°C po 0°C (ot -20°F go 32°F)

Ha CpOK [0 72 4yacoB
ot 35°C go 50°C (ot 95°F go 122°F)
Ha CpOK [0 6 Hefenb

OTHocuTENbHAA
BnaxHocTb Npu XpaHeHUU 1 OT 0% g0 75% BnakHoCTb (RH), 663
TpaHcnopTupoBke 06pa3oBaHuNA KOH/eHcaTa
[JaBneHvie npu xpaHeHUu u 700 - 1060 mb6ap (ot -400 m g0 3000 He npvMeHMo
TPaHCNOPTUPOBKE M)

W3aenve MOXeT NepeBO3UTLCA B IIOGOM 3aKpbITOM TPAHCMOPTHOM CPeACTBE Npu COBM0AeHNN
YCNOBUIA TPAHCMOPTMPOBKM.

NHpopmayma 06 ynakoBKe U KOMMNIEKTHOCTU NOCTaBKM

KonnyectBo KOMIMJ/IEKTOB 6
TPy6OK B KOPO6Ke

Pa3mepbl BHELLHel KOPOOKM 381 mm X356 mm X349 mm (15,00 groiima x 14,02 groiMa x
13,74 proiima) (4, XL XB)
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Bec Kopobku Bkntovaa ytunusmpyemsble yactu: 5,89 kr (13,0 dyHTa)
KpenneHune ogHopasoBoro nogaoHa: 0,009 kr (0,02

yHTa)
OpHopa3soBblii nogaoH: 0,09 kr (0,20 dyHTa)
Kopo6ka: kapToH 0,83 kr (1,83 yHTa)
PasgennTenb Kopobku: kapToH 0,1 kr (0,22 thyHTa)
OcCHOBHble pa3mepbl Komnnekta 358 mm X335 mm (14,1 atoima x 13/, groiima) (Ox LL)

Tpy60K

12. TAPAHTUMNHBLIE OBA3ATE/IbCTBA

Mpw 3akase NpoayKumn «Tepymo BCT» NpuMeHsOTCS 06LLMe YCNoBus. ITO BKNOUAET B cebs
cneflyroLime rapaHTUiiHble 0653aTebCTBA:

OrPAHMYEHHAA TAPAHTUA. NHhopmayms 0 rapaHTUM, OTHOCAWAACA K 060pyA0BaHMIO Uax
pacxofHbIM MaTepuanaM, KOTopble yKasaHbl B JaHHOM cueTe-(pakType, BBOAMTCA B CUJTY Npaiic-
NNCTOM M NIOGLIM KOHTPAKTOM Ha flaHHOe 060pYyA0BaHNe UK pacXofHble MaTepuanbl Y AO/MKHA
npeAcTaBNATLCSH KOMNaHueid «Tepymo BCT» no 3anpocy. B TeveHue 90 (aeBAHOCTa) AHEW C MOMEHTA
o(hopMneHmns cueTa-PpakTypbl KoMnaHusa «TepyMmo BCT» oCyLeCTBUT PEMOHT WM 3aMeHY 3anacHbIX
vacteil «Tepymo BCT» Unu 4ONOAHWUTENbHBIX KOMMOHEHTOB, B MaTepuanax Uiy UCMoIHEHWN
KOTOpbIX «Tepymo BCT» 06HapyxuT fetekT. KomnaHua «Tepymo BCT» He HeceT OTBETCTBEHHOCTb
N He MeeT 0653aTe/IbCTB OTHOCUTESLHO NI06bLIX MNOOMOK, KOTOPbIE Bbl3BaHbl HOPMASIbHbIM
M3HOCOM, HEMpaBW/IbHOW 3KCNIyaTalunei, HepaspeLleHHbIMU N3MEHEHMSM, HECHACTHBIM CTyYaeMm,
He6peXHOCTbLI0, UCMO0/b30BaHNEM HECTaHAAPTHOro BCNOMOraTe/ibHOro 060pyAoBaHUa u/unm
HeHagnexalm o6cnyxusaHvem nokynareneMm. Komnanus «Tepymo BCT» He noATBepXxLaeT
6e30MacHOCTb UM 3HEKTUBHOCTL W He NPefOCTaBNAAET rapaHTUiA, 03BYUEHHbIX UK
npegnonaraeMbix, B C/ly4ae 1CNO/b30BaHNA KOMMOHEHTOB WM 3aNacHbIX YacTeid, NPOn3BeAEHHbIX He
«Tepymo BCT», Mo 3anpocy 3aKa3umka, Wam Xe B Clydyae UCNONb30BaHWA N0OLIX KOMMNOHEHTOB UK
n3genuii, Kpome NpeaycMOTPEHHbIX MPOU3BOAUTENEM. HeBbINOHEHWE NPOLEAYpP NpesBapuTensHONO
06CNyXMNBaHNSA aHHYMPYeT AaHHble rapaHTUiHbIe 06s3aTenscTBa. KomnaHua «Tepymo BECT» He
HeceT OTBETCTBEHHOCTbL 3a J1H06bIe COObITUSA, CBA3aHHbIE C YCTaHOBKOI YacTeil 060pyAoBaHMS,
npomnssegeHHbIX He «Tepymo BCT». JAHHAA OTPAHVNYEHHAA TAPAHTNA COLEPXNT
NCKMHOYNTENBHB1E TAPAHTUMNHB1E OBASATE/IBCTBA I MEPB1 3ALLMTEL NPAB
MOKYNATENSA.

Bo3BpaT MCMO/Ib30BAHHOIO U3eNns

Ecnun no kakoi-nnbo npuumHe msgenue SOMKHO 6biTb BO3BpaLleHo «Tepymo BCT, UHK.», TpebyeTcs
nony4yeHune y «Tepymo BCT» paspelleHns Ha Bo3BpaT ToBapa (Homep RGA) nepes ero oTnpaBKoii.
WHCTPYKUMSA MO OYNCTKE U MCMOJIb30BAHUIO MaTepuanoB, BKIOYas NPUTOAHbIE KOHTENHepb! 415
nepeBo3Ku, HEOOXOAUMYIO MapKMPOBKY 1 HOMep RGA MoryT 6bITh NONYyYeHbl B OTAeNe obecrneyeHuns
KayectBa «Tepymo 6CT». YUPEXAEHWE 3APABOOXPAHEHNA HECET
OTBETCTBEHHOCTE 3A MNMPABUJ/IBHYO NMOAITrOTOBKY N UAEHTN®UNKALWIO
WN3AENNSA MEPEL OTMPABKOW. Heo6x0AMMO CBA3aTLCA CO CBOMM PEroHabHbIM
npeAcTaBUTeNEM AN NONYUYEHMS MH(OPMALMK O BO3BpaTe TOBAPOB U NPETEH3NSX.

MNpeTeH3nn
Ogwmc otmymanbHOro npeactasutens B Poccun:

00O «Tepymo Pyc»
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123317, Poccusi, Mocksa, yn. TectoBckasi, 10, bL, «CeBepHas 6aLuHs», 13 aTax
TenegoH: +7-495-988-4740

Pakc: +7-495-988-4739

AnekTpoHHas nouta: andrey.shevelev@terumobct.com

DneKTpoHHas noyTa: Quality. EMEA@terumobct.com

www.terumobct.com

13 METOAbl N CPEACTBA AESVHOEKLIN N OUNCTKW NMEPEL
CTEPUNU3ALUUNEN

Komnnekt pana cbopa nnasmbl U TpombouuToB Spectra Optia npegHasHavyeH TONbKO Ans
0[lHOPa30BOro MCNoNb30BaHMS. MeanUMHCKOe W3fenine MNOCTaBNsfeTCA CTepusibHbIM WU He TpebyeT
[OMOMHUTENLHOW CTEePUAN3aLLMN U OUYNUCTKN.

| 14 METOAbl N YC/TOBUA CTEPUNTN3ALNIN, CPOK COXPAHEHWA
CTEPUNBHOCTU
He vicnonb3oBaTh MOBTOPHO: KOMMNEKTbI MarucTpanein komnaHum «Tepymo BCT», nmetowime
cumBON «He ncnonb3oBaTb NOBTOPHO», NpefHa3HaueHbl TOMbKO A1 04HOPA30BOro NMPUMEHEHUSA U He
npefHa3HaveHbl 419 NOBTOPHO MPUMEHEHNSA U MOBTOPHON cTepunm3aumn. KomnaHus «Tepymo BCT»
He MOXET rapaHTUpoBaTh (DYHKLMOHANbHOCTL MU CTEPUNBHOCTL U3AENNSA B C/lydae ero NoBTOPHOIO
MCNO/b30BaHMA MU MOBTOPHON cTepunusaymn. KomnnaekT gns cbopa niasMbl 1 TPOMOOLMTOB
Spectra Optia (KaHan NPOXOXAEHMS KPOBM M XXNAKOCTEN KOMMNIeKTa TPYOOK) ABASETCS CTEPUbHbLIM
N He NUpPOreHHbIM. KomnnekT gna cbopa nnasmbl 1 TpoMbounToB Spectra Optia cTepunnsyetcs B
COOTBETCTBMM C TpeboBaHUAMMK ANs rpynnbl 1 cTepunnsytollein 06paboTkn «Tepymo BCT», KoTopas
nofBepraeTcs CTepuansauum ¢ Ncnonb3oBaHnem uukna «Tepymo bCT» npouenypbl Ne 377200-091.
[aHHbIA npouecc NpUMeHseTCs ANns CTepuamM3aumm komnnekTta Spectra Optia IDE n nossonseT
[06UTLCA rapaHTUPOBaHHOIO YPOBHSA CcTepubHOCTH (SAL) <104, B COOTBETCTBUM CO CTaHAapTaMm
ANSEAAMI/ISO 11135-1:2007.

"pynna n3genuii Spectra Optia nogBepraeTcs gerasauuy B COOTBETCTBUN € TPeOOBAHMSAMY NS
rpynnel Trima BbINOMHEHWS aspauun nog HarpesoMm. [aHHble n3fenus gerasvpytoTcs B
COOTBETCTBUW C NPOM3BOACTBEHHOW npouedypoi Ne 377200-102. 3TOT npouecc NpuMeHseTca ans
Jerazaumm komnnekrta Spectra Optia 1 NO3BONSET AOOUTLCA OCTATOMHOIO cogepXaHusi ~6 mr EtO n <
6 Mr aTunenxnoprugpuHa (ECH), uto cooTBeTCTBYET TPEOOBAHNAM, KOTOPbIE YKa3aHbl B CTaHAapTax
ANSI/AAMI/ISO 10993-7:20009.

[na perazauumn komnnekTa Spectra Optia ucnonb3yeTcs KOMHaTa A4/19 aspaluu nog Harpesom,
KOTOpas HaxOLMTCA Ha TEPPUTOPUN eTEPUNU3ALNOHHOTO KoMMiekca «Tepymo BCT». B HacTosllee
BPEMSA MPUMEHSAIOTCA TPY Pas3/MUHbIX NPOLEeaypbl aspauun noj HarpesoM. Bee Tpu npouegypbl
06ecneynBaroT COOTBETCTBUE M3JENNIA, KOTOPbIE NOABUINCL aspauun Nof Harpesom, TpeboBaHUAM
KoMnaHum «Tepymo BECT» K ypOBHIO OCTaTOUHOro cogepxxaHua EO n atuneHxnoprugpuHa (ECH),
KOTOpbIA COCTaBNSeT 6 MIr UNN MeHee. TU JONYCTUMbIe Npejenbl COOTBETCTBYIOT TpeboBaHUAM,
KOTOpble yKa3aHbl B cTaHAapTax ANS1I/AAML/ISO 10993-1:2009 - Buonormyeckas oleHka
MeAULMUHCKUX n3aennii - YacTb 7 OcTaTouyHOe cofep>KaHue OKcUaa aTuneHa nocne cTepunmsanmm.
Kaxxablil mpoLiecc npoLyen BaAMaauuio ¢ UCNo/b30BaHEM 06pasa n3genus (Mam sKBUBaseHTHOTO
n3genusa gna TACSI), KoTopblii NpeAcTaBnseT BCe NpoUne n3genns 06padbatbiBaemMo rpynmbi.
OnucaHHas Bbille KOH(Urypaumns obpasia n3genns Takke Ucrosib3yeTcs 415 BbINONHEHNS
Ba/mMfauuy npouecca ferasaumun. fanee B Tabnuue 3 paccmatpyBaloTca TpY TUNa npoLecca aspauuu.
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MpoLecchbl aspaLym Mnog Harpesom

"pynna o6paboTku MuHMMabHOE 1 "pynna obpasua NabopaTopHblii
aspauueit nog MaKCc/UMasibHOe BpeMs n3genus, OTYeT o KayecTse
Harpesom / aspavumm rnog Harpesom 06pabaTbiBaEMOro BanMgaLuu
Mpown3soacTBEHHASA nyTem aspauuu nog

npouepypa Ne Harpesom

pynna 06paboTku 1peHb 1 16 yacoB - 6 gHeit  777800-550 Ne oTtyeta 09-0012
aspauueinn Trima - 1 8 yacos

Mpoun3BoacTBEHHaA

npouesypa Ne377200-

102

"pynna 06paboTku 34HA M lyac - 6 gHeld n 8 70500 Ne oTtyeta 09-0013
aspaumein Trima - 4yacosB

lMponsBoaCcTBEHHAA

npouenypa Ne377200-

103

"pynna 06paboTku 2aHa n 3 vaca- 6 agHeli U8  He npumeHnmo Ne oTyeta 12-0053
aspauueid Trima - 4acoB (Tonbko 1

lMponsBoaCcTBEHHAA KoHMurypaums

npouesypa Ne377200- nsgenwvs)

106

KomnnekT ans cbopa nnasmbl 1 Tpom60LMTOB Spectra Optia coxpaHseT CTEPUNbLHOCTL B TeUeHue
BCEro cpoka rogHoctu (2 roga).

MpPOAYKT CTEPUNN3YETCS ITUNEHOKCUOM U He UMEET APYTuxX Cnoco60B CTepUaM3aLmm

15 NHpopmaLma 06 ynakoBKe N MapKMUpPOBKe
W3pnenve nocTaBnseTcs B ynakoBKe C MapKMPOBKOM, COepXKaLLel CnefytoLyo HGopMauuio:

- HAUMEHOBaHMe U3LeNna N KaTaNoXKHblii HOMEp;
- NnapTus U3genus;

- Toproeasi Mapka v aZpec Npou3BOANTEeNs;

- MH(opMaLWs 0 CTepUIbHOCTU;

- KO/IMYECTBO U3LENNii;

- CPOK rogHoCTU.

A Tak>Ke gpyras uHgopmMalus v cMBO/bI

Monb3oBaTe/lb MOXET HaliTW HOMep napTuX pPsaoM C 3TUM CMMBOJIOM B CNAeAyHOLLUX MecTax Ha
YMaKOBKe: 3TUKEeTKa Ha KOpOOKe, 3TMKETKAa Ha 04HOPA30BO YNaKOBKe, 3TMKeTKa Ha MeLlke 414 coopa
M 3TUKeTKa Ha Mewike Ans nnasmbl. (MprMedvaHWe: Homepa MapTuM OQOPMAAIOTCS KOMMaHWen
«Tepymo BCT» TOMbKO Ans BHYTPEHHEro Mo/b3oBaHus. [na nonyyeHus ceptudmkaTa COOTBETCTBMS
Heo6X0AMMO 06paTMTLCS B LEHTP NogaepXku «Tepymo BCT» (TERUMOBCT.COM).
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Monb30BaTeNlb MOXET HaTI CPOK FOAHOCTY PALOM C 3TUM CMMBOJIOM B CNEAYHOLMX MECTax Ha
YNaKoBKe: 3TUKETKa Ha KOPobKe, 3TUKETKA Ha 0JHOPa30BOIi YNaKoBKe, 3TUKETKa Ha MeLlKe 415 c6opa
M 3TUKETKA Ha MeLWKe A4S Nnasmbl.

CnmBONbI:

O0603Ha4aeT KOMYECTBO U3AENWNiA, eCN B NPSMOYTO/IbHNKE YKa3aHo
KOMMYeCTBO.

YKasblBaeT fjaTy UCTEYeHMs CPOKa FOAHOCTW U3LENNS, eCIN COMPOBOXAAETCS
KOHKPETHOI1 AaTol

WI- O603HayaeT AaTy U3roToBMEHUs (MM AaTy CTEPUIU3ALIAN, ECIN

“3Aenne NocTaBNseTCs CTEPUbHBIM), EC/IM COMPOBOXKAAETCH KOHKPETHOI AaToM.

REF YKa3sblBaeT HOMEp U3aenusa Nno Katanory, eciv CONpoBOXAAeTCs TaKNM
HOMEpPOM.
L O T YKa3sblBaeT HOMep MapTuy U3AENUs, eCIM CONPOBOXAAETCA TaKUM HOMEPOM.

YKa3sblBaeT NPOU3BOANTENS U3AENUS, ECIM NPOAYKT COMPOBOXAaeTCs
HaVMeHOBaHWEM NPOU3BOANTENS

CyOSG YKa3blBaeT, UTO u3genve 66110 NPou3BeAeHO B COOTBETCTBUNM C MpunoxeHuem Il
[OupekTtusbl EC 93/42/EEC, ¢ BHeCEHHbIMW NornpaBKamu

STEMLEEQ YKa3sbIBaeT, YTO IMHMS NOAAYMN XMUAKOCTW CTEPUIM30BaHA OKMCbIO 3TU/IeHa
(EO).

YKasblBaeT, uTo nepes NpUMeHeHNeM U3aenns nob30BaTelb 40/IKEH
03HAaKOMUTbLCS C MHCTPYKL Vel

He npegHasHa4vYeHo ANndA NOBTOPHOrNro mcnonb3oBaHusa: KOMMIEKTbI
Maructpaneii, N3rotToBneHHble KomnaHmein Terumo BCT 1 0TMEYEHHbIE
CUMBOJIOM «He npefHa3HayeHo A1 NOBTOPHOr0 UCMO/b30BaHUAY,
npeAHasHayeHbl UCKNKYUYNTENBHO /19 OLHOPA30BOro NPUMeEHeHNs 1 He
npefHasHauveHbl 418 MOBTOPHOW 06paboTKU UM NOBTOPHOMO
ncnosnb3osaHuna. KomnaHus Terumo BCT He MOXET rapaHTUpoBaTh
(hYHKUMOHA/TbHYIO MCMPaBHOCTb U CTEPUILHOCTL KOMIJIEKTA B Cly4ae
ero NoBTOPHOM 06PabOTKN UM MOBTOPHOIO NPMMEHEHUS.

X YKa3bIBaeT, UTo MU3genne He ABNSAETCA NMUPOreHHbIM

Rx Only YKa3blBaeT, UTo U3feNne NCMOo/b3yeTCs TObKO MO NPeAnMcaHunio Bpada

YKa3blBaeT, UTO n3fenme He06X0AMMO 3alMLLaTh OT BO3AENCTBUS COMHEUHOTO
cBeTa

YKasblBaeT, uTo U3aenne He06X0AMMO epXKaTb B CyXOM MecTe

T

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



TERUMOBCT

O603HavaeT, 4YTo M3aenne CoaepXuUT PranaTbl, a UMEHHO
an(2-stunrekcun)ranat (430 ).

O3HauaerT, 4To n3penne N3rotoBieHO M3 NONNITUNEHA BbICOKOI MMIOTHOCTY

A
HOPE

YKa3blBaeT, UTO ynakoBKa U3fenuns COOTBETCTBYET TpeboBaHua AupekTnebl EC
¢ 94/62/EC ans ynakoBKU 1 YTUNN3ALUN YNIAKOBKU.

MpPOEKT 3TUKETKN Ha PYCCKOM A3bIKE:
KomnnekT Spectra Optia gnsa TpoM60LMTOB 1 NNasmbl

MpousBoanTENb: Tepymo BCT, VIHK.
Terumo BCT, Inc.

® CTpaHa npousBoacTBa: USA
Representative office in Russian OO0 «Tepymo Pyc» (Terumo
Federation:  Russia LLC)
123317, Poccus, MockBa, yi.
TectoBckas, 10
TenethoH; +7-495-988-4740
Pakc: +7-495-988-4739
PernctpaunoHHoe ygoctoBepeHue Ne
OoT:
Jata npoun3sofcTea:
He CpoK rogHocTu CMOTpuTE Ha ynakoBke
TOKCUUHO! MapTnsa:
Sterile inside! Non pyrogenic! Single use only! Do not use if the packaging is damaged! Not
4 intended for the second sterilization.
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DTUKETKN KOMMEKTa A1 cbopa Nnasmbl 1 TPOMOOLMTOB

ATUKeTKa KOpPo6KHU

~peclra OptiaO Platelet. P*sma Sets
Kits coltecte Plaquettes * Pta”a Spectra Optia®
C1ruwl per plastrine e plasma Spectra Op6as
Spet~ra OptlI*"Tbrombozyten', Plasma-Sets
E«lipos Spectra Op6a® para plaquetas y plasma
Corijuttos de plasma e plaquetas Spectra Opt»
Sety Spectra Optia® pro trombocyty a plazmu
Spectra Optia® plasmasast
Spectra Opda® -trombosyyttl. plaOTiasetit
2XT 8pe<ra Optia® a™JornraAluv, nAdQiicrro™
Spectra Optia® blodpiste- 09 piasmasett
Zestewy do poblerar6a plteK kiwi | osocza do systemu Specaa Optia®
KoMFvieKTbi Spectra Optiagns ‘hombouyroa n rv»9Ne
Spectra Optia® Trombocyt- och {*asmaset
Spectra Op™a® Trombosit. Ptazma Setieh

SterHe and non-pyro”enlc fluid padway. Do not useihe setifiheerKlcap”are rtotinpiace. Read inseruction& for use
before apftlcabon. Sterilized with eth”rme oikle. tnumcted for s*gle use ory. Do rmvresteribce.

EXPIRY DATE ~  2016-05-01
€0 I I I

MANUFACTURE DATE”wJj 2014-05-01

cataroa no. LLI 10400 Cm

LOTNO 05W 1234 hJ terumobct

IMI1 W GANmsAvs
Ltktwocti CO fiOZAS
MADE INUSA

0001

HIHHTTH T

(01)36020683104007(17>t60501{30)0(10)05wi234
TPN -777815-186
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ITUKETKa KOMMNIEKTA -

Spectre Optla® Ratelet Rasma S «

KU de collecte Piaquettes * Piasme Spectre Optta®
Circuito per piastrine e plasma Spectra Op6a®
Spectra Optta® TNrombozyten-, Plasma-Set
Equlpo Spectra Optia® para “aquetas y plasma
Conjunto de plasma e ptac”etas Spectra Optia
Set Spectra OpHia® pro irorrttiocyty a piazmu
Spectra Optia0 trombocyt, ptasmas”t
Spectra Optra®‘trombosyytti, plasmase”i
I'cT Spectra Optia® aiponctoWtov. TTAiopato>c
Spectra Optia® blodplate- og plasmasett

Zesta” do popleranla ptytek krwi i osocza do systemu Spectra Optia®

KomnnekTt Spectra Optra 41 1pomM60UMIToB \n LULL3MbI
Spectra Optia® Trombocyt- ocb plasmaset
Spectre Optia® Trombosit Piazma Set!

S ~ile and no?>-pyroger4c flumd
before applicatlQn. Sterilized

EXPIRY DATE ~  2016-05-01

MANUFACTURE PATE%ynl] 2014-05-01

CATALOG NO.[b | fl 10400

Lof[NoQ5W 1234 A1 TERUMOBCT

III KW Itiw CoMnr Ave
L»h«w»9<t CO 8021S

(01)050?0583104CI0$

0 7)1 60501 (10)06W 1234
TPN -777815-167

2016°5-01
+
Tp~ . 777818127
REF 10400 [1™ o05w1234
LT
BCO0010400

00005W1234
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Do notuse the setifthe end c”is are ntktm place. Read Instructions for use
ethylene oxide. IrrNended fors”~tte use only- Do notresttriHze.
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TERUMOBCT

OpHOopa3oBblil KOMNAEKT 45 c6opa naasMbl U TPOMOOLMTOB yNakoBaH Mo 6 eANHNLL B 0gHY KOPOGKY,
N3roTaB/MBAEMYHO M3 rOPPMPOBAHHOI0 KapToHa. Kax/ablii KOMNEKT HAaXOANTCS B O[JHOPA30BOM
NoAJOHE, 3aKPbIBAOLLEMCS 0HOPA30BOW KPbILLKOW 1 COAEPXXUT PYKOBOACTBO MO NPUMEHEHMIO.

BHumaHve! He ncnonb3yiiTe KOMMIEKT, €CIN €r0 yNakoBKa NoBpexgeHa. CTepusibHOCTb KOMM/eKTa
MOXET 6bITb HapyLLUeHa.

MpoBefeHHbIe UCMbITAHWUSA YNAaKOBKM MeAULMHCKUX U3LeNniA, nognexatmx OKoHYaTeIbHOoM

cTepunnsaunn:

Llenb: NWcnbiTanne 1/ MoaroHka gnsa cuctembl Spectra Optia
Ll,enbro 3TOM MPOBEPKN ABNAETCA MPOBEPKa COOTBETCTBMA O4HOPA30BOro KOMIMIEKTa,
YNaKoBaHHOIO B rNy60KWii NOTOK, TPe60OBaHMIO, KacaroLleMycsi MOATOHKKN K cucteme Optia BO
BPEMSA 3arpysku.

3akKknwyeHune

4 Bce KpuTepun NpuemMnemMocTy BbINOHEHbI. cnbiTaHne 1 «NpoiiaeHo».

Lenb: NWcnbiTaHne 2/ OTKpbITUE 63 NHCTPYMEHTOB
Llensto aTOM NPOBEPKY ABNSETCA NMPOBEPKA BO3MOXHOCTM OTKPbITUS 10TKa Spectra Optia,
3aneyaTaHHOro ¢ UCMOb30BaHNEM MaTepuana TaiBek, 6e3 MHCTPYMEHTOB.

3aKkntyeHue
Bce Kputepnn NpreMneMocTy BbiNOMHEHbI. McnbiTaHWe 2 «MPOAEHO».

Llenb: WcnbiTaHne 3/ Bec kKopnyca
Llensto aTOM NpOBEPKM ABNSETCS NPOBEPKA, YTO BeC Kopnyca NpojyKTa He NpeBbIllaeT
35 (pyHTOB.

3aknwyeHune
Bce kputepun nNpreMaeMocTy BbiNoSHEHbI. McnbiTaHne 3 «NpoingeHos.

Llenb: NWcnbiTaHne 4/ MaTepuansl, nognexau,ne BTOPUYHON nepepaboTKe
Llensto 37Ol NPOoBEPKN NMyTeM MNPOBEPKU ABMAETCA NPOBEPKa, YTO JIOTOK N KapTOHHasA K0p06Ka
Spectra Optia M3roToBNeHbl N3 MaTepnanos, nognexxatynx BTOpVILIHOVI nepepa60TKe.
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3aKnueHne
Bce Kputepmmn npvemMneMocTu BbIMOHEHbI. VcnbiTaHne 4 «NPORAeHO».

Lenb: NWcnbiTaHne 5/ OnpeccoBblBaHWe U NI0OTHAA yKnagkKa maTepuanos
Llensto 3TOM NPOBEPKY ABNSETCS MPOBEPKA BO3MOXHOCTM OMPecCoBbIBAHWSA W NIOTHOW YKNaaKu
YNaKoBOYHbIX MaTepunanos Spectra Optia.

3aKknwyeHune
Bce KpuTepuy NPMEMAeMOCTU BbIMOMHEHbI. McnbITaHne 5 «NpoigeHo.

Lenb: NWcnbiTaHne 5/ OcTpble Kpasa v yrnbl
Llenb aToin NpoBepKM COCTOMT B NPOBepKe N0TKa Spectra Optia Ha NpeAMeT OTCYTCTBMS OCTPbIX
KpaeB VAW Yr/oB.
3aKknwyeHune
Bce Kputeprm npreMneMocTy BbIMOMHeHbI. VIcMbiTaHne 6 «NpoiaeHo».

Llenb: NWcnbiTaHne 7/ L BeT maTepuana TaliBek
Llenb 3Toli NpoBepKM COCTOWT B TOM, YTOObI NPOBEPUTbL, UTO NepBMYHAs YNakoBKa Spectra Optia
(noTok u maTepuan TaliBeK) BK/OUaeT BU3yasibHbI MHAMKATOP ANA ONpeaeneHns Tmna
KoMMnekTa (B JaHHOM cfyyae, 6narogaps pasHbIM LiBETaM rneyatu Ha matepuane TaiBsek).
3aknwyeHune
Bce Kputepun NpuemMneMocTy BbIMOSIHEHbI. VicnbiTaHWe 7 «NpoingeHos.

Llenb: McnbliTaHne 8 / 3awinTa oT BCKPbITUS
Llenbto 3TOl NMPOBEPKM ABNSIETCA MPOBEPKa NepBMYHOI YNakoBKK Spectra Optia,
o6ecneunBatoLLE 3alMUTy OT BCKPbITUS.

3aknyeHune
Bce Kputepun NpuemMneMocTy BbIMOSHEHbI. VIcnbiTaHWe 8 «NpoingeHo».

PesynbTaThl:
McnbliTaHne 1:

0 NMPOMAEHO NMNPOWMAEHO COTK/NOHEHWEM U HE NPOWAEHO
McnblTaHue 2:

OITFFCDWU,IJ,EIHIO M MNMPOWAEHO COTK/JIOHEHWEM U HE MPOWNAEHO
McnblTaHue 3:

0 I'IPOI7IAEHO M MNMPOWAEHO C OTK/IOHEHWEM TMHE MPONAEHO
McnblTaHue 4:

0 NMPOMAEHO N NPOWAEHO C OTKNOHEHWEM MHE NPOWNAEHO
McnblTaHne 5:

0 NPONAEHO NMMNPOWAEHO COTK/JIOHEHWEM M HENPOWAEHO
McnblTaHue 6:

0 NPOWAEHO N NPOWAEHO C OTK/IOHEHWEM MNHE NPOWAEHO
McnblTanue 7:

0 NPOMAEHO NMNPOWAEHO COTK/JOHEHWEM M HE NPOWAEHO
McnblTaHue 8:

0 NPOWAEHO NMNPOWAEHO COTK/JOHEHWEM U HE NPOWAEHO

Moapo6Has nHpopmaums 0 Banugauum ynakosku ansg MW HaxoguTces B:
MpunoxkeHne 3 - Banuaauus cTepUbHOM YNaKoBKM
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TexHMUyecKne napameTpbl YNakKoBKMU

KonnyecTBo KOMMNEKTOB 6
Tpy60K B KOpObOKe
Pasmepbl BHELLHEN KOPOOKM 381 Mm X356 mm X349 mm+3.175 mm (15,00 atoima x 14,02
Atoiima X 13,74 aroiima) (4, x LW x B)
Bec Kopobku Bkntovaa yTunusmpyemsle yactu: 5,89 kr (13,0 ¢yHTa)
KpenneHne opgHopasoBoro noggoHa: 0,009 «kr (0,02
(hyHTa)

OpaHopa3sosblii nogaoH: 0,09 kr (0,20 ¢yHTa)

Kopobka: kapToH 0,83 kr (1,83 yHTa)

Pasgenntenb kopobku: kapToH 0,1 kr (0,22 yHTa)

Bce gonycku He 6onee +5%
OCHOBHbIe pasmepbl Komnnekta 358 MM X335 MM £2.54 mm (14,1 atolima x 13,2 Aroiima) (Ax LL)
Tpy60K

16 Matepuanbl, N3 KOTOPbIX N3rOTOB/IEHO MEANLIMHCKOE U3[e/INe UN ero OCHOBHbIE

KOMMOHEHTHI
Mapka
(6peHpgoBOE
HacTL nspenus KOMNOHEHTHbI YacTu HamMeHOBaHWue) Mpounssoaunt
n3penna Tun MaTepunana MaTepunana eNnb
KoHHekTop JTto3pa MonmkapBoHaT 2558-550115 ) Bayer
(nana) HeoKpalleHHbIN
Tpy6ka 3'7'1?1).(2'/3'Er¢ EP 2222-NK-K68 AlphaGARY
1. Maructpanb WNrna Hep>kasetoLLas SUS304 (C - Exel
[loHOpa CTaflb MapKu 0,08%, Cr -19%, International
Ee - 68.85%, Mn Inc
1,5%, Ni-9,5%,
P -0,045%, S -
0,025, Cn-1%)
MBX-AEF® RENOLIT
2. Meluok ans  Cuctema o6pasuos 3111 30-2116FT (SOLVAY-
oT6opa DRAKA)
06pasLoB Bakyymusatop NBX-AEr® EP 9299-NK-K75 AlphaGARY
KOHHekTOpa J1to3pa 3.1.1.2
KonnekTop 3-1 cononnaounp PCTG DNOO03 EASTMAN
3. Konnektop o C-FLEX 35A
varcTpaneii BBogHOM KoHHekTOp  COBC R70-028 6e/biif CPT
aHTMKoarynaHt  3/16 Y-06pasHblii Monwuactep NaTr MN211 EASTMAN
a/3abopa/Bo3Bpa KOHHEKTOP
Ta NnBX-AEr® EP Unichem 6711-
Mpo3payHasn Tpy6Ka 3112 0Okl COLORITE
KoHHekTop JTto3pa 2558-550115
4. MarwcTparb (nana) MonukapboHat — Bayer
aHTUKOArynsHT
a OcTpie (Oparhkesoe) NnBX-AEr® EP VJ 373/1 IENOS
3.1.1.2 HeoKpaLleHHbIl (HYDRO
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S ®duUnbTp
6apbepHbIit
CTEPUNbHBIA

6. KacceTta

7 MNeTns Hacoca
aHTUKoarynsaHrta

Tpy6ka

CTepunbHblii
6apbepHbIil (UILTP
(0.2 MmukpoHa)

Tpy6Ka BX0o4HOro
Hacoca

8 [laTumk gaBneHus 3abopa/Bo3BpaTa

9. JlnHns
aHTUKoarynsHTa

10 MarucTpanb
BO3Bpara

11 Maructpanb
3abopa

12 MeTns Hacoca
3abopa

13 Pesepsyap
BO3BpaTa

Mpo3payHas TpybKa

Tpy6Ka C cuHein
nonocoi

TpybKa ¢ KpacHOW
nonocoi

Tpy6Ka BXO4HOIO
Hacoca

Pe3epByap Bo3Bpata

O6paTHblil GUnbTp

14. TeTns Hacoca BO3BpaTa

15 [laTumK faBneHus LeHTpUdyrm

16 Maructpasb
BXOfHas K

LeHTpudyre

KpacHas Tpy6ka
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ABC

NMBX-AEre EP
3.1.1.2

AKpun

MonnadupcynbthoH
MNonnatunnen-
Tepegptanat (PET-
G)

NBX-OEre® EP
3.1.1.2

Monunactep

CUnnKoH

CUnnKoH

NMBX-4Ere EP
3.1.12

NMBX-AEr® EP
3.1.1.2

NBX-AEr® EP
3.1.1.2

MBX-4Er® EP
3.1.1.2
MonuatuneH-
TepedTtanat (PET-
G)

Monnactep
NMBX-AEr® EP
3.1.1.2
NMBX-AEr® EP
3.1.1.2

Monuactep

CWnKoH

CUnKoH

NMBX-4Ero EP
3.11.2

TERUMOBCT

124

GUARDIAN (
LUSTRAN)

ALPHA 2222-
NK-K68

CRYOLITE G-20

SUPOR-200

PETG MN21

6711-OOKEL

PETG MN211
SILASTIC Q7-
4840

1950-40
HeoKpaLUeHHbI
6711-OOKEL

TEKNOR APEX
89- PO57A-NT
CUHWIA #1236
TEKNOR APEX
89- PO57A-NT
KpacHbIii #889
6711-O0OKEL

PETG MN21

PE 200 HC
7811BGO015
6711-OOKEL

PETG MN211

SILASTIC Q7-
4840

1950-40
HeOoKpaLUeHHbIl
2222-nk-k75
w/apx89-p057a-
KpacHbli1 889 4%

POLYMERS

)
IENOS
(BAYER)

AlphaGARY

GELMAN/P

ALL

EASTMAN

COLORITE

EASTMAN

DOW
CORNING

SHIN-ETSU
COLORITE

COLORITE

COLORITE

COLORITE

EASTMAN

ZBF
COLORITE
COLORITE

EASTMAN

DOW
CORNING

SHIN-ETSU

alpha/teknor



17 MarucTtpanb
3puTpOLUTapHAN
OT LeHTpudyrm
18 MarucTtpanb
TPOM6OUUTOB OT
LeHTpUgyrm

19 MarucTpainb
nnasmbl OT
LeHTpUgyrm

20 MeTnsa Hacoca
nnasmel

21. ApnblK KacceTbl

22 lMeTns Hacoca
cbopa

23.Tetns
LeHTpUGYTK

24 KaHan

25 MopT BXOAHOI

26 Kamepa cbopa

Mpo3payHas Tpybka

Mpo3payHas Tpy6ka

XenTtasa Tpy6ka

TpybKa BXOLHOro
Hacoca

Tpy6Ka BXOAHOr0
Hacoca

Tpy6kac 4
npocBeTaMu
Pykasa

Konbua

MoAWwnnHUKN

Kawmepa cbopa

"Y" 06pa3sHblii
KOHHEKTOP

TpybKa, KOHHEKTOP
C CMHEe nonocoi
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NMBX-AEre® EP
3.1.1.2

NMBX-4Ere EP
3.11.2

NMBX-4Ere EP
3.11.2

NnBX-4ero EP
3.1.1.2

Bymara 6enas

ApAre3nBHbli
matepuan - Kneit

MneHka -
BOCK/CMONa MapKu

NMBX-4Ero EP
3.1.1.2

NBX-4Er® EP
3.1.1.2
Monunacupnonmkan
PONAaKTOHOBBIN
cononmmep 6enbli

ALeTaTHbIN
cononumep 6enblii
ALETaTHbII
cononmmep 6enbiit
MNBX-AEr® EP
3.1.1.2.

Teepapliii MBX

Teepablin MBX

Teepaplin MNBX

NMBX-AEre EP
3.1.1.2.

TERUMOBCT

2222-nK-K75

2222-nK-K75

2222-NK-K75
w/apx89-p057a-
XKEenTbin 446 4%
6711-00KEL

TransTherm
OTTEP
758M

ITW Thermal
B128165E0S

UNICHEM 6711
B or Aw/ 0.5%
TEGOMER
H-Si6440

ALPHA 2222-
NK-K75

Merquinsa
D15N85UV

Acetal Celanese
Celcon LW90
Acetal Celanese
Celcon LW90
0-4139 (EC 93-
710)
2212C2B/H-118
HeOoKpaLleHHbIl
003
2212C2B/H-118
HeoKpaLleHHbI
003
2212C2B/H-118
HeOKpaLLUeHHbI
004

2222-NK-K75
CuHsis nonoca:
Tecnor APEX 89-
P0O57 A-NT
CuHuin

AlphaGARY

AlphaGARY

alpha/teknor

COLORITE

Avery
Dennison
Green Bay

ITW
Thermal
Films
COLORITE

AlphaGARY

Merquinsa

Celanese
Celanese

RENOLIT

AlphaGARY

AlphaGARY

AlphaGARY

AlphaGARY



27 Kamvepa LRS

28 MarucTpanb
c6opa nnasmbl

29 Mewwok ans
nnasmel

30 MarucTpanb
cbopa
TpoM6OLMTOB

31 Mewwok ansa
TpOMGOLUTOB

Mpo3payHasa TpybKka

Tpy6ka 0.158
BHELUHMWIA AnameTp X
0.022 TonwmHa
CTEHOK

Tpy6ka 0.113 x

.037 TonwmHa
CTEHOK

MeLlok anga nnasmbl

Tpybka 0.158
BHELUHUIA AnaMeTp X
0.022 TonwmHa
CTEHOK
CoefmHutens ¢
BHYTPEHHUM
AvameTpom 0.158”

Pa3sbem ans octpus

Tpy6ka 0.113 x
.037TONWMHA CTEHOK
Tpybka 0.158
BHELUHWIA anamMeTp X
0.022 TonwmHa
CTEHOK

MepexonHuk ¢ 0.187
no

0.158 00

“Y™ - 006pasHbIii
KOHHEKTOp, odgpceT
0.158

lMneHKa mMeLLKa ana
TPOM6OLMTOB

Tpybka MeLLKa ans
TpOM6OLUNTOB

Pa3zvem gna octpus
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NMBX-4Ero EP
3.1.1.2

Monnactep

NMBX-4Ero EP
3.1.1.2

NMBX-4Ereo EP
3.1.1.2

nBX,
nnacTuuLMoBaHH
bii c AEI ®

NMBX-AEre EP
3.1.1.2

NMBX-AEr® EP
3.1.1.2

NMBX-4Ero EP
3111

NMBX-AEr® EP
3.1.1.2

NBX-4Ere EP
3.1.1.2

Monunactep

Monuactep

MBX-uutpart 6e3
JEro
NBX-AEr® EP
3.11.2

NMBX-AEr® EP
3111

TERUMOBCT

#1236

2222-NK-K75

PETGMN211

2222-NK-K75

2222-NK-K68

ES-2967 ZPH
(ES3000)

2222-NK-K75

2222-NK-K75

3250

2222-NK-K68

2222-NK-K75

PETG MN211

MN211

ELLA Y ES 3049

2222-NK-K75

3250

AlphaGARY

EASTMAN

AlphaGARY

AlphaGARY

RENOLIT

AlphaGARY

AlphaGARY

RENOLIT

AlphaGARY

AlphaGARY

EASTMAN

EASTMAN

RENOLIT

KELCOURT

RENOLIT
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32 MeLwok ans
06pasuos Konb6a ansa o6pasuos
TPOMOOLUTOB

NBX-4Ere EP WELVIC WE

3.1.1.2 9075 EVC

Tpy6ka 0.158

33 MarucTtpa o
rvcTpans BHeWHUn gnametp x  NMBX-OE® EP

MeLLKa ans 2222-NK-K75 AlphaGARY

0TBOA2 BO3AYXA 0.022 TonwmHa 3.11.2
CTEHOK
34 Mewwok gns MBX-AET® EP
0TBOAA BO3AYXA lneHKa MeLwKa ana 3.1.1.1 &EP RENOLIT
0TBOJa BO3Ayxa 3.11.2 30-2116 FT
MopnoH MonnatuneHteped PETG 6763- Eastman
Tanat rnuKosb Eastman
KpblLka MonnatuneH
BbICOKOWA Tyvek 1073B- Dupont
MIOTHOCTU Dupont
35.¥YnakoBka JTUKETKA bymara Select 21940-
cTepusibHas White Thermal FLEXcon
Film
YepHWsa YepHble I;;I;ont Cawipen DuPont
KpacuTenb rony6or Pantone PMS
2717 Pantone

17 MEPEYEHb MEXAYHAPOAHbIX HOPMATUBHbLIX AOOKYMEHTOB/
CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEOANUNHCKOE

N3AETNE

. ISO 13485, MegmumnHckoe obopyaoBaHme - CuCTeMbl MeHe[KMEHTa KavecTBa - TpeboBaHus

N5 HOPMaTUBHbIX Lienei

. ISO 1135-4, (pa3gen 5.4) O6opyaoBaHue Ana MnepennBaHUA KpPoBU NSt MEeAULMHCKOro

MCrosib30BaHNsa - Yactb 4: KomnnekTbl 4ns nepenvMBaHUA KPoBKM 415 04HOPA30BOro UCMNosb30BaHNs
A . ISO 3826-1, MNnacTnKoBble CXXUMaeMble EMKOCTU A1 KPOBM YE/10BEKA M KOMIMOHEHTOB KPOBU

- YacTb 1: CTaH[apTHbIE EMKOCTU

. ISO 3826-2, MNnacTMKOBbIE CXXUMaeMble EMKOCTU A1 KPOBM Y€10BeKa Y KOMMOHEHTOB KPOBWU

- Yactb 20 padmueckve cUMBOMbLI AN UCNONb30BaHUSA B MapKUPOBKE W WH(OPMALMOHHBLIX

BKNaAblax

. EN I1SO 14155, KnuHuuyeckue UCMbITaHUS MeSULMHCKUX U3LeNWUA AN YenoBeKa B KayecTse

cybbeKTa - Hag/iexallas KIMH1Yeckas npakTunka

. ISO 594-1, KoHuueckue nepexofHukn 6% (Jli03p) Ana WNpuues, WrA U OTAeNbHOro

MeJuUUHCKOro o6opypoBaHus- Yacts 1; O6ume TpeboBaHuMs

. ISO 8536-4, (pa3gen 6.4) O60opyaoBaHMe ana MHGY3MKN ANs MeauLMHCKOTO UCMOo/b30BaHUs -

YacTtb 4: OfHOpa30Bble HAbOpb! 415 UHQY3UK, rpaBUTaLMOHHASA nojaya

. ISO 14971, MepuuuHckoe obopyfoBaHue - [IpuMeHeHMe YMpaBfeHUs puckamu ans

MeULUHCKOro 0bopyaoBaHus

. ISO/IEC 62366, MegnumHckoe ob6opyaoBaHnme -  [puMeHeHWs  (DYHKLMOHaNbHOMO

MPOEKTNPOBAHWS ANs MEANLIMHCKOro 060pYy0BaHNS
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TERUMOBCT

ISO 23908, 3awmTa OT OCTPbIX 4yacTeii - TpeboBaHMS U MEeTOA WCMbITAHUIA - [lapameTpbl
3alnTbl OT OCTPbIX YacTel Ans 0LHOPa30BbIX FMNOAEPMasbHbLIX WI, MHTPOLLHCEPOB /1S KaTeTepoB
W U, UCnonb3yemMblX Ana 3ab6opa Kposu - MapKmMpoBka

. EN 1041:2008, WH(popmauua, npepocTaBnseMas  npov3BoguTeNieM  MeAULMHCKOro
obopypaoBaHus

EN ISO 15223-1, MeguunHckoe obopygnoBaHue - CUMBOSbI AN 3TUKETOK, MapKUPOBKA U
NH(OopMaL MK Ha NOCTaBSEMOM MeAULMHCKOM 060pyaoBaHnn - YacTb 1. Obuine TpeboBaHUA

. EN 1SO 15986, CvMBOMbI A1 MapKMPOBKM MeAMUMHCKOro obopyaoBaHus - TpeboBaHMs K
MapKUpPOBKe cofepkalllero pranarsl MeAULMHCKOro 060pyf0BaHus

. EN I1SO 10993-1, O6Lwas 6uonornyeckas oLeHKa Kak 4acTb YrpaB/ieHUs pUuckamu
. EN ISO 10993-2, 3awmTa npas XUBOTHbIX
. EN ISO 10993-3, M'eHOTOKCUYHOCTb (MOBTOPHO yTBEPXAeHO AMMI B 2009 rogy)

EN 1SO 10993-4, bnonoruyeckas oueHKa MegMUUHCKUX n3gennii - Yacts 4. Bblbop TecToB
4N B3aMMOJENCTBUSA C KPOBbLHO.

. EN I1SO 10993-5, LIMTOTOKCMYHOCTb
. EN 1SO 10993-7, OcTaTtouHoe cofepxxaHue EHO
; . EN 1SO 10993-10, PazgpaxeHue 1 CeHCMOUIM3aLmsa KOXKHbIX MOKPOBOB
. EN ISO 10993-11, CrcTeMHasA TOKCUYHOCTb
. EN SO 10993-12, MoaroToBKa 06pasiLoB
. EN 1SO 10993-17, YcTaHOB/IeHWe LONYCTUMBIX NPeAesioB 4S8 BbllienaynBaeMbIX BELLECTB
. EN 1SO 10993-18, Xummnyeckas xapakTepncTunka

ISO 11135-1:2007, Ctepunu3saLmsa NpoLyKTOB 34paBooxpaHeHus - OKcug aTuneHa - Yactb L

Tpe6oBaHuMa ans pa3paboTku, BaMAaLMN 1 MOCTOSHHOTO KOHTPOASA MpoLecca cTepuamsaumm
MeaULMHCKOro 060pyA0BaHus
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MepeBof AaHHOrO TeKcTa chenaH MHOW, nepesofuynkomM KnenHesbiM BUKTOpom Mropesuyem

MOAMCH

Poccuiickan ®egepauumsi
Mopog Mocksa

OAVHHAALATOro CeHTA6PA ABe ThICAUM CeMHaALATOoro roga

O Akumos N'ne6 bopucosuy, HoTapuyc ropoga MoCKBbl, CBULEeTE/NbCTBYIO MNOAMNMHHOCTb NOAMNMUCH
nepesofuyvka KnenHesa BukTopa ropesuya.

Mognuch caenaHa B MOEM NPUCYTCTBUMN.
JInyHoCTb NOANMCABLUEro JOKYMEHT yCTaHOB/EHaA.

3aperncTpuposaHo B peecTpe: Ne

B3biCKaHO rocyfapcTBEHHOWN nowinHbl (No Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycayr NpaBoBOro M TeXHUYECKOro XxapakTepa:

MNOAMUCH

lepboBas neyaTb
HoTapuyca r.MockBbl
Akumosa I'.b

Bcero npowHypoBaHo, NPOHYMEPOBAHO
M ckpenseHo neyaTbid ~ O nucT(a)(os)

HoTapuyc
noanumcChb

Poccuiickaa ®epepauus
Fopog Mocksa
OfVHHaALUaToro ceHTA6ps ABe TbiCAYM CEMHAALATOro roga.

A, AkumoB Me6 Bopucosuny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO
BEPHOCTb KONUW C NPefCTaB/IEHHOIO MHEe OKyMeHTa.

3apeructpuposaHo B peecTpe: Ne
B3bIiCkaHO rocyaapcTBeHHOI nowwuHel (no Tapudy): S PY6. 00 kon.

YnnayeHo 3a okasaHue ycnyr NpaBoBOro U TEXHUYECKOro xapakrepa:
py6, 00 kon.

2 [.B. AkKumos

Bcero npowmTo, NpoHyMepoBaHo, CKpenseHo
neuateto C5 nmct(a) (0 B)

HoTapuyc
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