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1 Prescription

Clinical pathology. Histological processing, embedding, arehiving, analysis and transportation of
biological materials.

2. Description and principle of operation
2.1 Method principle

Tissue-processing Tissue-Tec® 111 Uni-Cassette®
Design styles: White, Aqua, Blue, Yellow, Green, Gold, Red, Lilac, Orange, Pink, Tan, Orange
Burn

Tissue-processing Tissue-Tec® |1l Uni-Cassette® is a polymerie device with holes; it consists of
a container and an attached eover. The cover features a double system of plastie push locks.
Biomaterials are plaeed inside. Locking of a cover creates an enelosed space with holes, whieh
do not hinder circulation of solutions.

Pic. 1. Aqua Tissue-processing Tissue-Tec® Il Uni-Cassette®

Tissue-processing Stacks Tissue-Tec® Il Uni-Cassette®
Design styles: Orange, White, Aqua, Blue, Green, Red, Pink, Gold, Lilac, Orange Burn, Tan,
Yellow

Tissue-processing Staeks Tissue-Tec® |1l Uni-Cassette® is a polymeric device with holes; it
consists of a container and an attached cover. The eover features a double system of plastic push
locks. Biomaterials are placed inside. Loeking of a eover ereates an enclosed space with holes,
whieh do not hinder circulation of solutions. Specific stacking of tissue-processing cassettes in
tubes allows automatic identification labeling of eassette surface with eassette-labeling printers.

Pie. 2. Red Tissue-proeessing Staeks Tissue-Tee® IlI
Uni-Cassette®

Stacks Tissue-Tec® Il Biopsy Uni-Cassette®
Design styles: Grey, Red, Blue, Yellow, Pink, Green, Orange, White

Stacks Tissue-Tec® |1l Biopsy Uni-Cassette® is a polymeric device with holes; it consists of a
container and an attached cover. The cover features a double system of plastic push locks.
Biomaterials are plaeed inside. Locking of a cover creates an enclosed space with holes, which
do not hinder eirculation of solutions. Specific stacking of biopsy cassettes in tubes allows
automatic identification labeling of eassette surface with eassette-labeling printers.
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Pic. 3. Orange Stacks Tissue-Tec® Il Biopsy Uni-Cassette®

Tissue-Tec® Il Biopsy Uni-Cassette®
Design styles: White, Blue, Yellow, Green, Red, Orange, Pink, Grey

Tissue-Tec® Il Biopsy Uni-Cassette® is a polymerie deviee with holes; it consists of a
container and an attached cover. The cover features a double system of plastic push locks.
Biomaterials are placed inside. Locking of a cover creates an enclosed space with holes, which
do not hinder circulation of solutions.

Pic. 4. Orange Tissue-Tec® Ill Biopsy Uni-Cassette®

Super Mega-Cassette
Design styles: White, Blue, Dark Blue, Pink, Yellow, Green, Dark Green, Red, Peach, Purple,
Turquoise, Brown, Tan, Orange, Grey

Super Mega-Cassette is a polymeric device with holes; it eonsists of a eontainer and an attached
cover. The cover features a double system of plastic push locks. Biomaterials are placed inside.
Locking of a cover creates an enclosed space with holes, which do not hinder circulation of
solutions.

Pic. 5. Turquoise Super Mega-Cassette

Embedding Cassette Tissue-Tek® Il Processing
Design styles: White, Aqua, Red, Blue, Yellow, Green, Gold, Tan, Lilac, Orange Burn, Orange,
Clear, Pink, Grey

Embedding Cassette Tissue-Tek® Il Processing is a container for preparing a paraffin block
with biomaterials placed inside. When used in combination with a Processing/Embedding
Cassette Metal Cover, it forms an enclosed spaee with holes, which do not hinder circulation of
solutions.
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J. Analytical characteristics

Tissue-processing Tissue-Tec® 111 Uni-Cassette®
Design styles: White, Aqua, Blue, Yellow, Green, Gold, Red, Lilac, Orange, Pink, Tan, Orange
Burn

Tissue-processing Tissue-Tec® Il Uni-Cassette® is used to arrange a tissue sample ofa human,
animal or plant and subsequent processing of this material with chemically active substances for
dewatering, defatting and soaking of the sample with paraffin environment. Cassette containers
are used on the next stage of material preparation for preparing a paraffin block with
biomaterials placed inside as block containers, as well as on the following stages for sample
microtomy and storage of a finished paraffin block with biomaterials placed inside.

Holes in the cassette cover are arranged all over the effective area, in four uniform-sized
rectangular areas. Holes within each area are stacked on top of each other in relation to the long
side of holes, i.e. arranged in columns. Each area has two columns with seven holes per column.

Basic holes in the cassette container are arranged all over the effective area of its bottom,
in four uniform-sized areas. Holes within each area are stacked on top of each other in relation to
the long side of holes, i.e. arranged in columns. Each area has two columns with seven holes per
column. Each area also features 5 small-sized accessory holes, located in the point of
conjunction with a short vertical side of the cassette

The cover is attached to the container with the help of two thin connecting strips made of
the material identical to the cassette. Connecting strips remain intact in the course of cassette
transportation and storage. However, their integrity may be breached during first-time use (when
the user tries to lock the cassette).

Materials used with tissue-processing cassettes of all the above-mentioned types:
biological and autopsy material of human and animal origin.

External dimensions 40+ 1x 25+ 1x 6.0+ 0.5 mm

Hole size 52+03x09£0.1 mm

Cassettes feature angled surface for 45 degrees angle

labeling

Capacity (volume) 3.56 ml + 0.5 ml

Number of holes Functional holes in the cover: 56
In the container: 56 basic holes and 20 accessory
holes
Total: 132

Tissue-processing Stacks Tissue-Tec® Il Uni-Cassette®
Design styles: Orange, White, Aqua, Blue, Green, Red, Pink, Gold, Lilac, Orange Burn, Tan,
Yellow

Tissue-processing Stacks Tissue-Tec® Il Uni-Cassette® is used to arrange a tissue sample of a
human, animal or plant and subsequent processing of this material with chemically active
substances for dewatering, defatting and soaking of the sample with paraffin environment.
Cassette containers are used on the next stage of material preparation for preparing a paraffin
block with biomaterials placed inside as block containers, as well as on the following stages for
sample microtomy and storage of a finished paraffin block with biomaterials placed inside.

Holes in the cassette cover are arranged all over the effective area, in four uniform-sized
rectangular areas. Holes within each area are stacked on top of each other in relation to the long
side ofholes, i.e. arranged in columns. Each area has two columns with seven holes per column.

Basic holes in the cassette container are arranged all over the effective area of its bottom,
in four uniform-sized areas. Holes within each area are stacked on top of each other in relation to
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the long side of holes, i.e. arranged in columns. Each area has two columns with seven holes per
column. Each area also features 5 small-sized accessory holes, located in the point of
conjunction with a short vertical side of the cassette
The cover is attached to the container with the help of two thin connecting strips made of

the material identical to the cassette. Connecting strips remain intact in the course of cassette
transportation and storage. However, their integrity may be breached during first-time use (when
the user tries to lock the cassette).

# Materials used with tissue-processing cassettes of all the above-mentioned types:
biological and autopsy material of human and animal origin.

External dimensions 40+ 1x 25+ 1x 6.0+ 0.5 mm

Hole size 52+ 03x0.920.1 mm

Cassettes feature angled surface for 45 degrees angle

labeling

Capacity (volume) 3.56 ml £ 0.5 ml

Number of holes Functional holes in the cover: 56
In the container: 56 basic holes and 20 accessory
holes
Total: 132

Stacks Tissue-Tec® Il1 Biopsy Uni-Cassette®
Design styles: Grey, Red, Blue, Yellow, Pink, Green, Orange, White

Stacks Uni-Cassette® Biopsy is used to arrange a tissue sample of a human, animal or plant and
subsequent processing of this material with chemically active substances for dewatering,
defatting and soaking of the sample with paraffin environment. Cassette containers are used on
the next stage of material preparation for preparing a paraffin block with biomaterials placed
inside as block containers, as well as on the following stages for sample microtomy and storage
of a finished paraffin block with biomaterials placed inside.

Holes in the cassette cover are arranged all over the effective area, in four uniform-sized
rectangular areas. Holes within each area are stacked on top of each other in relation to the long
side of holes, i.e. arranged in columns. Each area has two columns with seven holes per column.

Basic holes in the cassette container are arranged all over the effective area of its bottom,
in four uniform-sized areas. Holes within each area are stacked on top of each other in relation to
the long side of holes, i.e. arranged in columns. Each area has two columns with seven holes per
column. Each area also features 5 small-sized accessory holes, located in the point of
conjunction with a short vertical side of the container.

The cover is attached to the container with the help of two thin connecting strips made of
the material identical to the cassette. Connecting strips remain intact in the course of cassette
transportation and storage. However, their integrity may be breached during first-time use (when
the user tries to lock the cassette).

Materials used with tissue-processing cassettes of all the above-mentioned types:
biological and autopsy material of human and animal origin.

External dimensions 40+ 1x 25+ 1x 6.0+ 0.5 mm

Cassettes feature angled surface for 45 degrees angle

labeling

Hole size 0.9+0.1 x 0.9£0.1 mm

Capacity (volume) 3.56 ml £ 0.5 ml

Number of holes Functional holes in the cover: 168
In the container: 168 basic holes and 20 accessory
holes

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



Total: 356

Tissue-Tec® Il Biopsy Uni-Cassette®
Design styles: White, Blue, Yellow, Green, Red, Orange, Pink, Grey

Tissue-Tec® Ill Biopsy Uni-Cassette® is used to arrange a tissue sample of a human, animal or
plant and subsequent processing of this material with chemically active substances for
dewatering, defatting and soaking of the sample with paraffin environment. Cassette containers
are used on the next stage of material preparation for preparing a paraffin block with
biomaterials placed inside as block containers, as well as on the following stages for sample
microtomy and storage of a finished paraffin block with biomaterials placed inside.

Holes in the cassette cover are arranged all over the effective area, in four uniform-sized
rectangular areas. Holes within each area are stacked on top of each other in relation to the long
side of holes, i.e. arranged in columns. Each area has two columns with seven holes per column.

Basic holes in the cassette container are arranged all over the effective area of its bottom,
in four uniform-sized areas. Holes within each area are stacked on top of each other in relation to
the long side of holes, i.e. arranged in columns. Each area has two columns with seven holes per
column. Each area also features 5 small-sized accessory holes, located in the point of
conjunction with a short vertical side of the container.

The cover is attached to the container with the help of two thin connecting strips made of
the material identical to the cassette. Cormecting strips remain intact in the course of cassette
transportation and storage. However, their integrity may be breached during first-time use (when
the user tries to lock the cassette).

Materials used with tissue-processing cassettes of all the above-mentioned types:
biological and autopsy material of human and animal origin.

External dimensions 40+ 1 X25+ 1X6.0+ 0.5 mm

Cassettes feature angled surface for 45 degrees angle

labeling

Hole size 0.9+0.1 X0.9+£0.1 mm

Capacity (volume) 3.56 ml + 0.5 ml

Number of holes Functional holes in the cover: 168
In the container: 168 basic holes and 20 accessory
holes
Total: 356

Super Mega-Cassette
Design styles: White, Blue, Dark Blue, Pink, Yellow, Green, Dark Green, Red, Peach, Purple,
Turquoise, Brown, Tan, Orange, Grey

Super Mega-Cassettes are used to arrange a tissue sample of a human, animal or plant and
subsequent processing of this material with chemically active substances for dewatering,
defatting and soaking of the sample with paraffin environment. Cassette containers are used on
the next stage of material preparation for preparing a paraffin block with biomaterials placed
inside as block containers, as well as on the following stages for sample microtomy and storage
of a finished paraffin block with biomaterials placed inside.

Super Mega-Cassettes are supplied with covers that are not initially attached to the
container. The cassette is assembled in the course of operation.

Holes in the cassette cover are arranged all over the effective area, in four uniform-sized
rectangular areas. Holes within each area are stacked on top of each other in relation to the long
side of holes, i.e. arranged in columns. Each area has three columns with 11 holes per column.
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Materials used with tissue-processing cassettes of all the above-mentioned types;
biological and autopsy material of human and animal origin.

External dimensions 75+ 1X52+ 1X18.0+ 0.5 mm
Hole size 5.2+ 0.3 X0.9+0.1 mm
Cassettes feature angled surface for labeling 45 degrees angle
Capacity (volume) 46.5 ml = 1 ml
Number of holes Functional holes in the cover: 132
In the container: 132
Total: 264

Embedding Cassette Tissue-Tek® Il Processing
Design styles: White, Aqua, Red, Blue, Yellow, Green, Gold, Tan, Lilac, Orange Burn, Orange,
Clear, Pink, Grey

Embedding Cassette Tissue-Tek® Il Processing are used for material preparation for preparing a
paraffin block with biomaterials placed inside, as well as on the following stages for sample
microtomy and storage of a finished paraffin block with biomaterials placed inside. In
combination with Processing/Embedding Cassette Metal Covers, Stacks Processing/Embedding
Cassettes are used to arrange a tissue sample of a human, animal or plant and subsequent
processing of this material with chemically active substances for dewatering, defatting and
soaking of the sample with paraffin environment.

Holes are arranged all over the effective area of the cassette container bottom. Holes are stacked
on top of each other, i.e. arranged in columns. In total, the cassette has five columns with 7 holes
per column and a missing central hole in the central row.

External dimensions 40+ 1 X25+ 1X6.0+ 0.5 mm
Cassettes feature angled surface for labeling 45 degrees angle

Circular holes D=24+£0.1 mm

Capacity (volume) 3.7mlx 0.5 ml

Number of holes 34

Stacks Embedding Cassette Tissue-Tek® Il Processing
Design styles: White, Aqua, Red, Blue, Yellow, Green, Gold, Tan, Lilac, Orange Burn, Orange,
Clear, Pink, Grey

Stacks Embedding Cassette Tissue-Tek® Il Processing are used for material preparation for
preparing a paraffin block with biomaterials placed inside, as well as on the following stages for
sample microtomy and storage of a finished paraffin block with biomaterials placed inside. In
combination with Processing/Embedding Cassette Metal Covers, Stacks Processing/Embedding
Cassettes are used to arrange a tissue sample of a human, animal or plant and subsequent
processing of this material with chemically active substances for dewatering, defatting and
soaking of the sample with paraffin environment.

Holes are arranged all over the effective area of the cassette container bottom. Holes are stacked
on top of each other, i.e. arranged in columns. In total, the cassette has five columns with 7 holes
per column and a missing central hole in the central row.

External dimensions 40 £ 1 X25+ 1X6.0+ 0.5 mm
Cassettes feature angled surface for labeling 45 degrees angle

Circular holes D=24+0.1 mm

Capacity (volume) 3.7ml £ 0.5 ml
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"ANumber of holes 34
Processing/Embedding Cassette Metal Cover

In combination with Processing/Embedding Cassettes and Stacks Processing/Embedding
Cassettes, Processing/Embedding Cassette Metal Covers are used to arrange a tissue sample of a
human, animal or plant and subsequent processing of this material with chemically active
substances for dewatering, defatting and soaking of the sample with paraffin environment.

Holes are arranged all over the effective area of the cassette cover. Holes are stacked on top of
each other, i.e. arranged in columns. In total, the cassette has five columns: two leftmost and
rightmost columns have 7 holes per column, and a central row has 6 holes.

Dimensions 34+ 1 X17+ 1X15+ 0.3 mm
Circular holes D=24+0.1 mm

Features fixturing lobes on short edges

Number of holes 34

4. Precautions

Safety regulations and personal hygiene should be observed when handling polymeric medical
devices for collection, transportation, analysis and storage of biomaterials with accessories.
Ensure draft and well-functioning ventilation when using the device. Use disposable rubber
gloves. Keep away from open flame. Storage and intake of food at the workstation is forbidden.
Avoid contact with skin, spillage or accidental swallowing of reference solutions. Induce
vomiting in case of swallowing. Immediately consult a doctor if feeling unwell.

Observe security requirements and legislative instruments of the country of use when handling
polymeric medical devices for collection, transportation, analysis and storage of biomaterials
with accessories.

5. Preparation

All the aforementioned polymeric medical devices for collection, transportation, analysis and
storage of biomaterials with accessories are non-sterile disposable medical devices.
Tissue-processing Tissue-Tec® Il Uni-Cassette®, Tissue-processing Stacks Tissue-Tec® Il
Uni-Cassette®, Stacks Tissue-Tec® Il Biopsy Uni-Cassette®, Tissue-Tec® Il Biopsy Uni-
Cassette®, Super Mega-Cassettes, Embedding Cassette Tissue-Tek® Il Processing, Stacks
Embedding Cassette Tissue-Tek® Il Processing and Processing/Embedding Cassette Metal
Cover are medical devices that do not require special preparation for operation.

Disinfection is possible as needed.

Polymeric medical devices for collection, transportation, analysis and storage of biomaterials
with accessories are disinfection-resistant. Disinfection is conducted by using chemical
substances, autoclaving or air.

Chemical disinfection is conducted by means of chlorine substances or other disinfectant
detergents. Please note that chemical substances may be toxic upon contact with skin or if
inhaled; use personal protective equipment (gloves, apron and mask). Chemical disinfectants
may be supplied ready to use or require precise dilution to specific concentration. Rinse off all
visible dirt from the devices with water and a detergent before disinfection; use additional
accessories (brushes, sponges) if possible. After that, put devices in a disinfection solution for a
specified time. Duration of exposure is determined on the basis of a detergent’s manual. After
disinfection, rinse devices with flowing water and dry.

Autoclave disinfections is conducted at +110 °C + 2 °C, 0.05 mPa (0.5 kgf/cm) for 20 minutes
(maximum deviation - 5 minutes).
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£)iy-air sterilizer disinfection is conducted at +120 °C + 4 °C for 45 minutes (maximum
deviation - 5 minutes).

Medical devices are resistant to chemical sterilization (with chemical solutions).

Hydrogen peroxide solution 6% may be used to sterilize medical devices; duration of
sterilization exposure varies depending on the temperature: +18 °C £ 2 °C - 360 minutes = 5
minutes; +50 °C £ 2 °C - 180 minutes + 5 minutes.

Devices should be fully submerged in hydrogen peroxide solution 6% during the sterilization
exposure; all ports and cavities should be filled with the solution.

6. Analysis

Tissue-processing Tissue-Tec® I11  Uni-Cassette®, Tissue-Tec® 111 Biopsy Uni-Cassette®,
Super Mega-Cassette

Histological examination:

- Put the dissected material in the container of a tissue-processing cassette, a biopsy cassette or a
super mega-cassette (use biopsy plates or bags as needed).

- Secure cover of the tissue-processing cassette or the biopsy cassette on the container (lock the
cassette).

- Label one of three labeling surfaces with a laboratory permanent marker.

- Process the material in a conventional manner (manually or automatically).

Histological embedding:

- After material processing has been completed, open cover of the tissue-processing cassette, the
biopsy cassette or the super mega-cassette: disconnect it from the container and remove.

- Embed histological material in a conventional manner using container of the tissue-processing
cassette or the biopsy cassette for paraffin block.

Tissue-processing Stacks Tissue-Tec® 111 Uni-Cassette®, Stacks Tissue-Tec® 111 Biopsy
Uni-Cassette®

Histological examination:

- Use cassette printer to label containers of tissue-processing stacks cassettes or biopsy stacks
cassettes.

- Put the dissected material in the container of a marked tissue-processing cassette, a biopsy
cassette or a super mega-cassette (use biopsy plates or bags as needed).

- Secure cover of the tissue-processing cassette or the biopsy cassette on the container.

- Lock cover of the tissue-processing or the biopsy cassette until it clicks.

- Process the material in a conventional manner (manually or automatically).

Histological embedding:

- After material processing has been completed, open cover of the tissue-processing cassette, the
biopsy cassette or the super mega-cassette: disconnect it from the container and remove.

- Embed histological material in a conventional manner using container of the tissue-processing
cassette or the biopsy cassette for paraffin block.

Embedding Cassette Tissue-Tek® |1 Processing
Histological examination:

- Put the dissected material in the container of a tissue-processing cassette or a biopsy cassette
(use biopsy plates or bags as needed).
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- Secure Processing/Embedding Cassette Metal Cover on the Processing/Embedding Cassette.
- Label the device with a laboratory permanent marker.
- Process the material in a conventional manner (manually or automatically).

Histological embedding:

- After material processing has been completed, open cover of the Processing/Embedding
Cassette: disconnect it from the container and remove.

- Embed histological material in a conventional manner using container of the
Processing/Embedding Cassette for paraffin block.

Stacks Embedding Cassette Tissue-Tek® I1Processing

Histological examination:

- Use cassette printer to label containers of stacks processing/embedding cassettes.

- Put the dissected material in the container of a tissue-processing cassette or a biopsy cassette
(use biopsy plates or bags as needed).

- Secure Processing/Embedding Cassette Metal Cover on the Processing/Embedding Cassette.

- Label the device with a laboratory permanent marker.

- Process the histological material in a conventional manner (manually or automatically).

Histological embedding:

- After material processing has been completed, open cover of the Processing/Embedding
Cassette: disconnect it from the container and remove.

- Embed histological material in a conventional manner using container of the Stacks
Processing/Embedding Cassette for paraffin block.

7. Safety requirements

All cassette covers are tightly connected with the container in the course of operation,
which excludes the possibility of spontaneous unlocking with further loss of diagnostic material.
Polymeric medical devices for collection, transportation, analysis and storage of biomaterials
with accessories belong to "B" Class according to Sanitary Regulations and Standards SanPiN
2.1.7.2790-10 based on their epidemiological, toxicological and radiation hazard level.

8. Storage and handling conditions

Use polymeric medical devices for collection, transportation, analysis and storage of
biomaterials with accessories at +10-35 °C.

Keep devices away from direct sunlight, sources of heat and open flame. Do not expose devices
to rough mechanical impact.

Average lifetime - 5 years.

9. Requirements for the protection of the environment. Disposal conditions

Polymeric medical devices for collection, transportation, analysis and storage of biomaterials
with accessories are clean and environmentally friendly products.

Detoxify waste before disposal. The detoxification method is selected on the basis of capabilities
of the facility, where the medical device is used. Dispose of the medical advice in accordance
with norms, regulations and legislative instruments of the country of use.

10. Packaging:
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Medical devices are transported in carton boxes and polyethylene bags.

Name

Tissue-processing
Tissue-Tec® I
Uni-Cassette®

Tissue-processing
Stacks  Tissue-Tec®
Il Uni-Cassette®

Stacks  Tissue-Tec®
Il Biopsy Uni-
Cassette®

Tissue-Tec® i

Biopsy Uni-Cassette®

Super Mega-Cassette

Design styles

White, Aqua,
Blue, Yellow,
Green, Gold,
Red, Lilac,
Orange, Pink,
Tan, Orange
Bum
Orange,
White, Aqua,
Blue, Green,
Red, Pink,
Gold, Lilac,
Orange Bum,
Tan, Yellow
Grey, Red,
Blue, Yellow,
Pink, Green,
Orange,
White
White, Blue,
Yellow,
Green, Red,
Orange, Pink,
Grey

White, Blue,
Dark Blue,
Pink, Yellow,
Green, Dark
Green, Red,
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Shipping package

Carton box;
dimensions:

350 x 150 x 250 mm;
500 pcs

Carton box;
dimensions:

350 x 290 x 250 mm;
2,000 pcs (4 boxes;
each box holds
500 pcs)

Carton box;
dimensions:

350 x 150 x 250 mm:;
400 pcs

(10 transparent
plastic tubes; each
tube holds
40 cassettes.  Every

200 cassettes are put

in a polyethylene
bag)

Carton box;
dimensions:

350 x 150 x 250 mm,;
400 pcs

(10 transparent
plastic tubes; each
tube holds
40 cassettes.  Every

200 cassettes are put

in a polyethylene
bag)

Carton box;
dimensions:

350 x 150 x 250 mm;
500 pcs

Carton box;
dimensions:

350 x 290 x 250 mm;
2,000 pcs (4 carton
boxes; each box
holds 500 pcs)
Carton box;
dimensions:

295 x 170 x 325 mm;
100 pcs

Carton box;

Mass of one
MD (9)
3.4+0.5

3.4%0.5

3.4%0.5

3.4+0.5

26+ 12

Package mass

(kg)
18

7.2

1.65

1.65

1.9

7.2

2.8

22.4



Peach, Purple, dimensions:

Turquoise, 700 x 630 x 350 mm,;
Brown, Tan, 800 pcs (8 boxes;
Orange, Grey each  box  holds

100 pcs)
Processing/Embedding White, Aqua, Carton box; 2.5+0.5 6.0
Cassette Tissue-Tek® Red, Blue, dimensions:
Il Processing Yellow, 350 x 290 x 250 mm;

Green, Gold, 2,000 pcs
Tan, Lilac, (4 polyethylene
Orange Bum, bags; each bag holds

Orange, 500 pcs)
Clear, Pink,
Grey
Stacks White, Aqua, Carton box; 2.5+0.5 2.4
Processing/Embedding Red, Blue, dimensions:
Cassette Tissue-Tek® Yellow, 320 x 180 x 260 mm;
Il Processing Green, Gold, 800 pcs
Tan, Lilac, (20 transparent
Orange Bum, plastic tubes inside -
Orange, the box; each tube
Clear, Pink, holds 40 cassettes)
Grey
Processing/Embedding Polyethylene bag; 2.5 +0.5 70
Cassette Metal Cover 25 pcs

11. Labeling

Device labeling contains the following information: reference number, name, packaging, lot
number (LOT), informational signs*, product information (color / volume / size / number of
glasses / shape / presence of cover / presence of calibrated scale), production date, storage
conditions, manufacturer and supplier details, contact information for reclamations.

Reuse is FORBIDDEN

WARNING! READ AND ACKNOWLEDGE ACCOMPANYING
DOCUMENTS

In vitro diagnostic medical device

IVD

The product meets the essential requirements of EC directives and harmonized
standards of the European Union; the product conformity to directives was
assessed

12. Manufacturer warranty
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Concerning polymeric devices for tissue processing please refer to 68A Prospekt Bolshoy V.O.,

Saint Petersburg, 199106, Russian Federation; tel.. +7 (812) 305 0606; e-mail:

info@biovitrum.ru
13. International certificates and declarations

Polymeric medical devices for collection, transportation, analysis and storage of biomaterials
with accessories have the following certificates:
ENISO/IEC 17050-1:2004

ENISO 9001:2008
CE IVD Directive 98/79/EEC
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[MepeBoa c aHTAMIACKOTO A3blKa HAa PYCCKNIA A3bIK]

[Ha 6naHke komnaHuun «Cakypa daitHTek FOpon b.B.»]

YTBEPXAEHO:

13 okTa6ps 2016 T.
/nognuce/

NHCTPYKL WA MO NMPUMEHEHWIO
MEOVUNHCKOIO N3AENNA
«M3penns MeanLUHCKUE NONMMEPHbIE /15 C60pa, TPAHCMOPTUPOBKM, NCCNEf0BaAHUS 1
XpaHeHMs 6MomaTepuanos, C NPUHAANEXHOCTAMMU»

[WTamn:

Hwxenoanucaswuniics npeacTaBuTeNlb opraHa BacTu YAOCTOBEPSeT MOLNUHHOCTb MOAMNUCK
YMNOMHOMOYEHHOro(-bIX) nuua(nnu).

Toproso-npombiwieHHasa nanara HugepnaHgos

OpwuruHan

TexHuyeckuii tain

jnoanuch! 14 okTa6psa 2016 T.
2416166375

YT1pext

P.O.M. BaH geH [on
JNIeKTPOHHasA yA0CTOBepUTENbHAA MeyaTb]

«Cakypa daliHTek FOpon b.B.»
a/a 362, 2400 AJ dnemuHreer, 10A, 2408 AV, AndeH-aH-aeH-PeiiH, HuaepnaHgpl

Ten.: +31 (0)88 592 00 OO®akc: +31 (0)88 592 00 01 sakura@sakura.eu www.sakura.eu
Per. Ne B Toprosoii nanate fleiigeHa 28065449 BaHk Tokuo, AMCTepgam
MexXayHapoaHbIn HoMmep 6aHKoBCKoro cyeta NL32BOTK 0635612283 BUVK: BOTKNL2X * Ne

nnarenswmka HAC B HngepnaHgax 8032.73.769 BO1
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AMNOCTUN/b
(MTaarckas KoHBeHUMs oT 05 oKTA6pA 1961 roga)

CtpaHa: HUWAEPNAHAbI

HacTtosuwmii ohmumnanbHbiii JOKYMEHT

nognucad P.A.M. BaH aeH [onom,

BbICTYNALLMM B Ka4eCTBE AO/MKHOCTHOMO Nulia TOProBo-NpPOMbILLIEHHO Nanathl,
CKpenJ/ieH nevyaTbio/WITamMnoM BbllleyKa3aHHOW TOproBo-npoMmbILWIEHHON Nanarthbl.

YANOCTOBEPEHO

BT. [aare
17 okTa6ps 2016 T.
perncTpaTopom cypna
Ne 2016-9650
Mevats/wramn: {MevaTs: Cyar. Maaru]
10. Houwwcb:/nognuce/
D. BaH XayTe
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1 Has3HaueHune

'Ons TUCTONIOTMYECKOW  MPOBOAKM, 3alMBKM W apXWBMPOBAHUA, UCCNEAOBaHUA U
TPaHCMNOPTMPOBKM GMONOTMYECKOro MaTepuana.

2. XapakTepuCTMKa, CoCTaB U MPUHLMN paboTbl
2.1. MpunHUMN meToaa

Mmctonornyeckme Kaccetbl Tissue-Tec® Il Uni-Cassette®
BapuaHTbl MWCMNONHEHUA: 6enb|e, 6VIpEO3OBbIe, rony6b|e, >KenThble, 3eneHble, 3010TUCTDbIE,
KpacHble, MN0BbIE, OPaH>KEBbIE, PO30BbIE, CEPbIE, APKO-OpaH>K eBble

MmcTonornyeckne kKaccetbl Tissue-Tec® Il Uni-Cassette® npeactaBnstoT cO60M MOAMMEPHOE
n3genne ¢ OTBEPCTUAMM, COCTOSLLEE M3 OCHOBAHMUA W MPUCOEAMHEHHOW K HEMY KPbILWKWN.
KpbilKa UMeeT ABOWHYI CUCTEMY MNACTMKOBbIX 3aMKOB-3alénoK. buomaTtepuan pasmelLaeTcs
BHYTpUW. Tpn 3aKpbiBaHWUW KPbILWKKM 06pasyeTcsa 3aMKHYTOe MPOCTPaHCTBO C OTBEPCTUSIMU, He
NpenATCTBYOLWUMA LUPKYIALUN PaCTBOPOB.
PucyHoK 1 - F'McTonornyeckune KacceTbl
Tissue-Tec® Ill Uni-Cassette® 6upto30Bble

MnmcTonormnyveckme KacceTbl gnsa npuHTepoB Tissue-Tec® 11 Uni-Cassette®
BapuaHTbl NCNONMHEHNA. OpPpaH>KEBbIE, 6enble, 6VIpIO3OBbIe, rony6b|e, 3€/1eHbl€, KPaCHbl€, PO30BbIE,
30/10Thble, NUNOBbIE, APKO-OPaH>XEBblE, XXENT O0-KOPUYHEBbIE, XKENTbIE

ucTonornyeckne kaccetol Ana npuHTepoB Tissue-Tec® Il Uni-Cassette® npeacTtasnaoT
co60il NoNMMepHOe usgenne ¢ OTBEPCTUAMM, COCTOSALLEE M3 OCHOBAHUA W MPUCOEAUHEHHON K
HeMy KpbiWwKW. Kpbnnka WMeeT [BOMHYI CUCTEMY NJaCTUKOBbIX 3aMKOB-3aLLESOK.
Buomatepman pasmelaetcs BHYTpWU. [Ipu  3akpblBaHMM KPbILWKKX 06pasyeTcs 3amMKHYTOe
MPOCTPAHCTBO C OTBEPCTUAMU, He MPENATCTBYOWUMY LUPKYNALunmM pactsopos. Ocobas yknagka
FMCTONOrMYECKMX KacceT B TyOyCbl M0O3BONSET HAHOCUTb MAEHTU(DUKALVOHHYIO MapKUPOBKY Ha
MOBEPXHOCTb KacceT aBTOMaTM4ecKn npy nomoLm NpUHTEPOB ANA MaPKUPOBKMN KacceT.

PucyHoOK 2 - T'ucTonornyeckue Kaccetbl ans
npuHTepos Tissue-Tec® Il Uni-Cassette®,
KpacHble

BuonuciiHbie KacceTbl AN npuHTepoB Tissue-Tee® |11 Biopsy Uni-Cassette®
BapuaHTbl UCNOMHEHUA: Cepble, KpacHble, ronybble, XXenThble, PO30Bble, 3e/1eHbIE, OPaH>KEBbIE,
benble
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'SMONUCIHbIE KacceTbl And npuHTepoB Tissue-Tec® Il Biopsy Uni-Cassette® npeacTaBnstoT
coboii NoMMMEpPHOe n3genve ¢ OTBEPCTUAMMU, COCTOSALLEE U3 OCHOBAHWA U NPUCOEAUHEHHOW K
HeMy KpbiWwKW. Kpbnnka wumeeT [ABOWHYK CUCTEMY MACTUKOBbLIX  3aMKOB-3allé/oK.
BnomaTepnan pasmewiaetcs BHYTpW. T[lpu 3aKpbiBaHWM KPbIWKK 06pasyeTcs 3aMKHYTOe
MPOCTPAHCTBO C OTBEPCTUAMM, He MPENATCTBYHOLMMU LUPKYNAaUnmn pacTtsopos. Ocobas ykiagka
O6roncuinHbIX KacceT B TybyCbl MO3BONAET HAHOCUTb WAEHTUMUKALMOHHYK MApPKUPOBKY Ha
MOBEPXHOCTb KACCeT aBTOMAaTMYECKN NPY NMOMOLLX NPUHTEPOB AN MapKUPOBKU KaccerT.
PucyHok 3 - bBuonucitHble KacceTbl [Ans
npuHtepos Tissue-Tec® Il Biopsy Uni-
Cassette®, opaHXeBble

BuoncuiiHble kacceTbl Tissue-Tec® 111 Biopsy Uni-Cassette®
BapuaHTbl NCNONHEHNA: 6enble, rony6b|e, >KEeNnThble, 3eNeHble, KpacHble, OpaH>XeBble, PO30BbIE,
cepble
BuoncuitHble KacceTbl Tissue-Tec® Il Biopsy Uni-Cassette® npeacTaBnstoT Co60iA
MONMMEPHOe U34enue C OTBEPCTUAMM, COCTOSLLEE M3 OCHOBAHUA U MPUCOELUHEHHON K Hemy
KpbIWKK. KpbllKa MMeeT [ABOWHYH CUCTEMY MNACTUKOBLIX 3aMKOB-3alLénoK. buomatepuan
pasmelyaeTca BHYTpW. [pn 3akpbiBaHWM KpbILWKKM 06pa3yeTcsi 3aMKHYTOe MpOCTPaHCTBO C
OTBEPCTMAMM, He NPENATCTBYOLNMY LUPKYNALANA PacTBOPOB.

i PucyHok 5 - buoncuiiHble kacceTbl Tissue-

Tec® Il Biopsy Uni-Cassette®, opaH»eBble

Cynep-mera-KacceTbl

BapuaHTbl UCNONTHEHUA: 6enb|e; rony6b|e, TEMHO-CUHUE; po30Bble, >XeNThle, 3eNeHblE, TEMHO-
3€/1eHble, KpacCHble, NEPCUKOBLIE, CbI/IOerTOBbIe, 6I/IpPO3OBbIe, KOpPpWUYHEBbIE, >KENTO-KOPUYHEBbIE,
OpaH>KeBble, cepble
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Oynep-mera-KacceTbl NPeACTaBNAT COOOV NONUMEPHOe n3jenve ¢ 0TBEPCTUAMU, COCTOATLEE U3
OCHOBaHUA WM KPbIWKK. KpbllwKa MMeeT ABONHYH CUCTEMY MNMaCTUKOBBLIX 3aMKOB-3aLLENOK.
Buomatepman pasmewiaetcd BHYTpU. [lpu  3aKpbiBAaHUW KPbIWKK 06pa3yeTcd 3aMKHYTOe
NPOCTPAHCTBO C OTBEPCTUAMM, He MPENnATCTBYOLWMUMU LUPKYNALUN PacTBOPOB.

PucyHok 6 - Cynep-mera-Kaccertsbl,
6Upro30BbIe

3annBoyHble KacceTbl Tissue-Tek® Il Processing
BapuaHTbl WUCNONHeHUs: 6Genble, 6GUPIHO30BbIE, KpacCHble, TONybble, >KENThble, 3e/eHble,
3010TUCThbIE, KOPWYHEBbLIE, NN0BbIE, APKO-OpPaH>XEBbl€, OpaH>XeEBble, MPO3payHble, PO30BbIE,
cepble
3a/IMBOYHbIE KacCeTbl SABASKOTCA OCHOBaHUSAMMW [NS MPUrOTOBEHWUA napauHOBOro 670Ka C
6viomaTtepunanom BHYTpWU. B KOMOGMHAUMKM C MeTan/IM4ecKom KPbILWKOW ANA TMCTONOTUNECKUX
KacceT ANd  MPOBOAKM  06pasytoT 3aMKHYTOE TMPOCTPAaHCTBO C  OTBEPCTMAMM, He
NPenAaTCTBYOLWMMU LUPKYNALUN PacTBOPOB.
PucyHok 7 - 3anMBoYHble KacceTbl Tissue-
Tek® Il Processing, 6enble

3annBoYHble KacceTbl AN NpuHTepoB Tissue-Tek® 11 Processing

BapuaHT bl NCMONHEHNA: 6enble, 6VIpIO3OBbIe, KpacHble, rony6b|e, >KenThble, 3e/ieHble,
301I0TUCTbIE, KOPWYHEBbLIE, NN/OBbIE, APKO-OpPaH>XEBble, OpPaH>XeBble, MNPO3payvHble, PO30BbLIE,
cepble

3anMBOYHbIe KacceTbl [Ans MNPUHTEPOB SABNAKOTCA OCHOBaHUAMM AN NPUrOTOBEHUA
napayMHOBOro 6/10ka ¢ 6MomMaTepManom BHYTPU. B KOMOGMHALMMK C METaNMYECKOW KPbILIKOWA
ANA TUCTONOTMYECKMX KacCeT Ana MNpoBOAKM 06pa3yloT 3aMKHYTOe MpOCTPaHCTBO C
OTBEPCTUAMU, He MNPenAaTCTBYHOLWMUMNU LMPKYNaumMm pactBopoB. Ocobas yknafka 3aMBOYHbIX
KacceT B TybycCbl NO3BO/ISET HAHOCUTb WAEHTU(PUKALWOHHYHO MapKMPOBKY Ha MOBEPXHOCTb
KacceT aBTOMAaTMYeCKM Npy NOMOLLM NPUHTEPOB ANS MapKMPOBKM KacCeT.
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PucyHok 8 - 3a/1MBOYHble KacceTbl AfA
npuHTepoB Tissue-Tek® Il Processing, 6enbie

MpuHagnexHocTu:

MeTannnyeckas KpbllwKa 411 NPOBOLKN

MeTannmyeckas KpbllKa A0S MNPOBOAKM WUCNOMb3yeTcs B KOMOGMHaUMU C  3a1MBOYHbIMU
KacceTamy M 3a/IMBOYHbIMW KacceTamy Ans npuHtepa. O6pasyeT 3aMKHYTOE MPOCTPaHCTBO C
OTBEPCTUSIMU, HE NPENATCTBYIOLMUM LUPKYNSLMN paCTBOPOB.

BHyTpu pacnonaratoT 6uomatepuan, nognexawmnin 06paboTtke (NpoBoAKe).

PucyHok 9 - MeTannumyeckad kpbiwl™n ang

NPOBOAKU
2.2. MaTtepunan

HanmeHoBaHue n3genns MaTepwnan U3rotToBsieHUA

mctonornyeckne Kaccetbl Tissue-Tec® Il POM (nonmokcUMeTUNEH)

Uni-Cassette®

'ucTonornyeckme Kaccetbl [Ana npuHTEPOB POM (NOMMOKCUMETUNEH)
Tissue-Tec® Il Uni-Cassette®

BuonucitHble KacceTbl A4nd NpuHTepoB Tissue- POM (MONNMOKCUMETUNEH)
Tec® Il Biopsy Uni-Cassette®

Buoncuiinble KacceTbl Tissue-Tec® Ill Biopsy POM (MofMOKCUMETUNEH)
Uni-Cassette®

Cynep-mMera-Kaccertbl POM (nNofnoKCUMeTUNEH)
3annBoyHble  KacceTbl  Tissue-Tek® Il POM (NonNvOKCMMETUEH)
Processing

3annBOYHbIe KacceTbl AN NPUHTEPOB Tissue- POM (MONMOKCUMETUIIEH)
Tek® Il Processing
MeTannuyeckas KpbllwKa NS NPOBOLKM Hep>kasewoLias crTanib
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‘CornacHo o6uwel unHpopmaumMm 0 cBolcTBax Matepuana POM  (NONMOKCUMETW/IEH), OH
YyCTONYMB K CcnabbiM Kucnotam, cnabbiM M CU/bHBIM LLENOYHbIM pacTBoOpaM, OpraHU4yecKum
pacTBOpPUTENAM, TaKMM Kak GeH3VH, KepPOCWH, Macna 1 cnmpTbl. HepxkaBerowias ctanb sBaseTcs
[OCTATOMHO YCTOMYMBLIM  MaTepuManoM K cnabbiM  KWACNAOTaM, KpacuTensm, a Takxe
OpraHM4yecKnM pacTBOPUTENSM.

3. AHa/INTUYECKNE XapaKTEPUCTUKN

fnctonornyeckme Kaccetbl Tissue-Tec® Il Uni-Cassette®, MMcToNnornyeckne KacceTbl
Ans npuHTepoB Tissue-Tec® 111 Uni-Cassette®

BapuaHTbl WCMNONHEHUA: 6enb|e, 6I/IpIO3OBbIe, FOﬂyﬁbIe, >KenTble, 3eneHble, 30/10TUCTHbLbIE,
KpacHble, nnnoBble, OpaH>KeBble, PO30Bble, CeEPblE, APKO-OpPaH>XeBble

Mvetonorunyeckue kaccetbl Tissue-Tec® Il Uni-Cassette® ncnonb3yloTca 408 pacrnonioxeHus
obpasua TKaHeil 4enoBeKa, XMBOTHOIO UM pacTeHMA W nocneaytollein obpaboTkn mMaTtepuana
XUMNYECKN-aKTUBHbIMU  BeLlecTBaMM C  Lenblo  00e3BOXMBAHMA, 06e3XMpUBaHUS U
nponuTbiBaHUa obpasuya napapuHoBoin cpepoili. OCHOBaHME KacCeT MWenosib3yrTcs Ha
cnefytollem 3tane MNOArOTOBKM MaTepuana npu MpUroToBNeHUU napauHoBoro 6/10ka e
6uomartepranomM BHYTPU B KauyecTBe OCHOBaHMS 6/10Ka, a TaK Xe Ha efefyloliux aranax -
MUKPOTOMUM 0BpasLa u XpaHeHMW roToBoro napaMHoOBOro 6710Ka ¢ 6uoMarepmanom.

Ha KpbllwKe KacceT OTBEPCTMSA PacnosioXeHbl MO BEE MOMe3HON naowasmn, B YeTbipex pPaBHbIX
no pasmepaMm MpsAMOYronbHbIX 06naeTax. B npefenax Kaxpaok 0651actv, O0TBEpCTUA
pacrnonoXeHbl ApYr Haj APYroM Mo OTHOLWLEHUIO K A/IMHHOMY Kpakt OTBEpPCTUs, T.e. CTON6LaMMU.
B kaxpgoi obnactu gBa ctonbua no cemb OTBEPCTUIA.

B ocHOBaHMM KacCeT OCHOBHble OTBEPCTUS PacrnOfOXeHbl MO BCEN MONE3HOW
naowaan fHa OCHOBaHWA, B 4YeTblpeX paBHbIX MO pasMepam obnacTsax. B npegenax kKaxpgow
0611acTM OTBEPCTUA PacrofioXeHbl APYr Haj APYromMm Mo OTHOWEHUI K A/IMHHOMY Kpak
0oTBEpPCTMA, T.e cTonbuammn. B Kaxaoli o6nactu gBa CTONOUA MO CEMb OTBEPCTUMIA. Takxe, B
npegenax Kaxgoi o6naetn, B npefenax COeAWHEHWS C KOPOTKOW BEPTUKAaNbHOW CTEHKOW
OCHOBaHMA KacceTbl, pacno/ioXXeHo Mo 5 BCrnoMorarte/ibHbIX OTBEPCTUIA YMEHbBLUEHHOTO pa3mepa.

KpbillKa npuKpenaeHa K OCHOBaHMIO MpU MOMOWM ABYX TOHKUX MepeMblyexk,
BbIMO/IHEHHbIX M3 TOr0 >e matepuana. UTo u cama kacceta. [lepemMblyKM eOXpaHATCA Npu
TPaHCMOPTUPOBKE M XPaHEHWUW KacceT, OLHAKO, LLeNOCTHOEeTb MOXET HapyLllaTbCA Npu Mnepsom
MCMOMNb30BAHUMN - MPU NOMbITKE 3aKPbITb KACcCeTy.

Martepuanbl UCNONb3yeMble NPU MPUMEHEHUW TUCTONOMMYECKUX KacCeT BCEX Bbllle
MepeyYnclieHHbIX TUNOB: GUONOrNYECKNIA N aYTONCUINHBIA MaTepuan XXMBOTHbLIX U YenoBeKa.

Hapy>Hble pa3mepsl (40£ 1) x 25+ 1) x (6.0 £ 0.5) mm
Pa3smep oTBepCTUi (5.2£0.3)x(0.9£0.1) mm
KacceTbl MMeKT HaKNOHHYI MOBEPXHOCTb yron 45 rpagycos

LANA MapKUpPOBKU

BmecTumocTb (06bem) 3,56 mn £ 0,5 mn
KonnyecTBo 0TBepCTMiA O YHKUMOHaNMbHbIX B KPbILWKe: 56

B ocHoBaHuUW: 56 OCHOBHbIX K 20
[OMOSTHUTESIbHbIX
Beero: 132

BuonuciiHble KacceTbl 4na npuHTepoB Tissue-Tec® I Biopsy Uni-Cassette®,
BuoncuiiHble KacceTbl Tissue-Tec® 111 Biopsy Uni-Cassette®
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BapMaHThbl UCMONHEHNA: Cepble, KpacHble, ronybbie, XXenThble, PO30BbIe, 3e/IeHble, OPaH>KEBbIE,
6enble

BuonuciiHble KacceTbl ans npuHTepoB Tissue-Tee® Il Biopsy Uni-Cassette®
Menonb3ytTca ANA PacrnonoXeHus obpasua TKaHel YenoBeKa, XXWMBOTHOIO WU PacTeHUs ”
nocnepytouieli 06paboTKM  MaTepMana XMMMWUYECKM-aKTMBHBbIMW  BelleCTBaAMM C  LENbIO
06€e3B0XMNBaHNA, 06€3XKMPUBAHUSA U MPONUTLIBaHNA 06pa3ua napaguHoBOW epefoil. OCHOBaHMe
KacceT Menonb3ylTcs Ha Crnegytowem 3tane nOArOTOBKM MaTepuana npu MPUroTOBIEHUM

| napauHOBOro 650Ka e 6MomMaTtepuanoM BHYTPU B KauyecTBe OCHOBaHMA 6/10Ka, a TakK XXe Ha
cnegyroLwmx atanax - MUKPOTOMWUKM 0b6pasua U XpaHeHWW FOTOBOr0 MapagMHOBOro 6/10Ka ¢
6uomaTepuanom.

Ha KpblllKe KacceT OTBEpeTUs pacnofioXeHbl MO Beeil MonesHol nnowaau, B
yeTblpex paBHbLIX MO pa3mepam MNPAMOYrofibHbIX 06nacTax. B npepenax Kaxgoin obnactw,
OTBEPCTUA PacnonoXeHbl APYr Haj APYTOM MO OTHOLIEHWUH K A/IMHHOMY Kpato OTBEpCTWSA, T.e.
cTonbuamun. B Kaxaon ob6nacTn aBa cTon6La N0 CEMb OTBEPCTUIA.

B oOCHOBaHMM KacceT OCHOBHble OTBEpPeTUs PacnofoXeHbl MO BCei MNONe3HOM
nnowann AHa OCHOBaHWA, B YeTbipex paBHbIX MO pasMepaMm 06n1acTax. B npegenax Kaxgoin
061acTM OTBEPCTMA PacnofNoXeHbl APYr Hag APYFOM MO OTHOWEHWMK K AJIMHHOMY Kpato
oTBepcTMA, T.e eTonbuammn. B Kaxpoi obnactu gBa ctonbua no cemMb OTBEPCTUI. Takxe, B
npegenax Kaxpaow obnactu, B npefenax COeAMHEHUS C KOPOTKON BepTUKanbHOMW CTEHKOM
OCHOBAHMS KacceTbl, PACNON0XEHO MO 5 BCMOMOraTesibHbIX OTBEPCTUIA YMEHbLUEHHOTO pa3mepa.

KpbillKa MpuKpensieHa K OCHOBaHMIO MNpW MOMOLWIM [BYX TOHKUX MepeMblyek,
BbIMOMHEHHbLIX M3 TOro e MaTepuana. Yto m cama kacceta. [epembliKM COXPaHAKTCA Npu
TPAHCNOPTUPOBKE M XPaHEHWUM KaecCeT, OfHAKO, LLeNIOCTHOCTb MOXET HapyllaTbCa Npu NepBoM
Menonb30BaHUM - NPU NOMbITKE 3aKPbITb KaceeTy.

Matepuanbl  WUCNONAb3yeMble MPU  MNPUMEHEHUN TUEeTONOTMYECKMX KacCceT BCeX Bbllle
NepPeyYnCneHHbIX TUMOB: 6MONOrMYECKNIA U ayTONCUIAHBIA MaTepuan XXUBOTHbIX U YENOBEKaA.

Hapy>xHble pa3mepsl (40 1)x (251 x (6.0£05)mm
KacceTbl UMEHT HAK/IOHHYIO MOBEPXHOCTb yron 45 rpagycos

AN MapKUPOBKMU

Pa3mep oTBepeTwii (0.9£0.1)x(0.9£0.1) ™mm

3,56 ma £ 0,5 Mn
BmecTumocTb (06beM)
Konnyectso oTBEpPCTUIA ®YHKUMOHANbHbLIX B KpbIlwKe: 168
B ocHoBaHuu: 168 oCHOBHbIX U 20
LOMOJIHUTESIbHBIX
Bcero: 356

Cynep-mera-KacceTbil
BapuMaHTbl UCNONMHEHUA: 6enble; rony6b|e, TEMHO-CUHUE; pO30Bble, XKenThble, 3e/eHble, TEMHO-
3e/IeHblE, KpacHble, nepcnkosble, CbI/IOI'IeTOBbIe, 6I/IpIO3OBbIe, KOpWU4yHeEBbIE, >KENTOBAaTO-
KOpWN4YHEBbIE, OPaH>XEBbIE, CEpPblIE

Cynep-mera-kacceTbl WCMOMb3YKOTCA A1 pacnofioxeHns obpasua TKaHel 4YesnoBeka,
XMBOTHOFO WM pacTeHMs W Mocneayrowein o6paboTkM maTepuana XMMUYECKU-aKTUBHbIMU
BelwecTBaMM C  LUefnblo  00e3BOXMBAHUA, 00e3xXMpuBaHUA U NponuTbiBaHus  obpasua
napamHoBOW cpegoii. OCHOBaHME KacCeT MEeMo/b3yrTCH Ha CnefyloleM 3Tarne NOATOTOBKM
mMaTepuana npu NpuUroToBaeHUM napamHOBOro 610ka ¢ 6GUoOMaTepmanom BHYTPU B KayecTBe
OEHOBaHMS 6/10Ka, a TakK >Xe Ha CnefyrolMX 3Tanax - MUKPOTOMUM obpasya M XPaHEeHWM
roToBOro napaMHOBOro 6/510ka ¢ GuomaTepuanom.

Cynep-mera-kaceeTbl MOCTaBAATCA C KpblWKaMy, KOTOPble W3Ha4yalbHO He

npueoeiMHeHbl K 0CHOBaHUO. CHOpKa KacceTbl MPOMEXOAUT B MpoLecee aKenayaTaunu.
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Ha KpblllKe KacceT OTBEPCTWS PACMONIOXEHbl MO BCeil MoMe3Hoi nnowagn, B
YeTbIpeX paBHbIX MO pa3mepaM MPSIMOYrONbHbIX 06nacTax. B npegenax Kaxpaoh o6nactu
OTBEPCTMS PacrnonoXeHbl APYr Haj APYroM Mo OTHOWEHWKO K A/IMHHOMY Kpato OTBEPCTMS, T.e.
cTon6uamu. B Kaxpgol o6nactu Tpu ctonbua no 11 oTBEPCTHIA.

MaTepuanbl UCMOMb3yeMble NMPU NMPUMEHEHUN TUCTONOTMYECKMX KAcCeT BCEeX Bbllle
NepeyYncneHHbIX TUMOB: 6MONOTMYECKMIn U ayTONCUIAHBIA MaTepuan XUBOTHbIX U Ye0BEKA.

Hapy>kHble pa3mepsl (75 1)x(52% 1)x (18.0 £0.5) mm
Pa3mep oTBepcCTwuii (5.2+0.3) x (0.9 £0.1) mMm
KacceTbl MMeIOT HaK/MIOHHYI0 NOBEPXHOCTb ANA  yron 45 rpagycos
MapKUPOBKMU
BMecTumMocTb (06beMm) 46,5 mn = 1mn
KonuyecTBo oTBepCTUiA @YHKUMOHANbHbLIX B KpbIlKe: 132
B ocHoBaHun: 132
Bcero: 264

3annBoyHble KacceTbl Tissue-Tek® Il Processing, 3a/1MBOYHbIe KacCeTbl A1 NPUHTEPOB
Tissue-Tek® Il Processing
BapuaHTbI NCMONTHEHNA: 6enble, 6VIp}O3OBbIe, KpacHble, rony6b|e, >KenThoble, 3e/ieHble,
30/10TUCThbIE, KOPWUYHEBbLIE, NUNOBbIE, APKO-OpPaH>XEBble, OpaH>XEBble, MpPO3payHble, PO30BbIE,
cepble

3anMBOYHbIE KacCeTbl UCMONb3YHTCA Ha 3Tane MOArOTOBKWM MaTepuana npu
NPUroToBAEHUN MapaMHOBOro 6/710Ka C 6GMomMaTepuanom BHYTPU, a TaK Xe Ha Crefytouinx
aTanax - MUKPOTOMWUK 06pasLa U XpaHeHUU rOTOBOro napaMHoBOro 6,10Kka ¢ Guomatepuanom.
3anMBOYHbIe KacCeTbl COBMECTHO C METa//IMYeCKOM KPbILIKOWA AN1f TMCTONOrMYECKUX KacceT s
NPOBOAKM MCNOMb3YKTCA AN PacnonoXeHUs obpasya TKaHel YenoBeKa, XXMBOTHOIO WU
pacTeHuns n nocneayrowein 06paboTkM Matepnana XMMNYeCKn-akTUBHbIMW BELLECTBAMY C Lie/bHO
06e3BOXMBaHNS, 06E3XNPUBAHUS 1 NPONUTLIBaAHMSA 06pa3La napagMHOBOW Cpefoi.

OTBEpPCTMA PacnonoXeHbl MO BCe NONE3HOW NAOWaAN AHa KacceTbl. OTBEpPCTHA
pacnosioXeHbl Apyr Haj ApYrom, T.e. cTonbéuamun. Beero natb cTon16L0B N0 7 OTBEPCTUiA, Npu
3TOM B LEHTPaNbHOM psifly OTCYTCTBYET LieHTpPaNbHOEe OTBEPCTHE.

HapyXHble pasmepbl (40£ D)x (25 £ 1) x (6.0 £ 0.5) mm
KacceTbl WMeKT HaK/OHHYIO MOBEPXHOCTb ANnA  yron 45 rpagycos

MapK1pOBKHK

OTBepCTMA KPYr/ioin opmsl d=(2,4+0,1) Mm

BMecTuMocTb (06bEM) 3,7mMn+£ 0,5 Mn

Konnyectso oTBEpCTUi 34

MeTannmyeckasa KpbilKa 18 NPoBOLKN
MeTannuyeckas KpblLLKa A1 NPOBOLKN COBMECTHO C 3a/IMBOYHbLIMY KacceTamu 1 3a/iMBOYHbIMU
KacceTaMy ANna MNpUHTEpPa MCNOMb3yeTcs A/ pacnonokeHus obpasya TKaHelh 4YenoBeka,
XXMBOTHOFO WM pacTeHUs W nocnefytoweii o6paboTky maTtepuana XMMUYECKU-aKTUBHbLIMU
BEWleCTBaMMU C Uenblo  006e3BOXUBaHUA, 00e3KMpuUBaHUA U MPONUTbIBAHUA  06pasua
napajuHOBON cpesoi.

OTBepcTUS pacrnosioXXeHbl MO BCe MNONE3HOW naowagnm Kpbiwkn. OTBepcTUs
pacnosioXeHbl ApPYr Haf Apyrom, T.e. cTonbuamu. Beero naTb cTONOL0B: ABa KpanHUX ctonbua

Pa3mepsbl (34%+ 1)x(17+ 1)x(1.5£0.3)mMm
OTBepCcTUS KPYrnoi opmol d=(2,4£0,1) mm

Mo KOPOTKMM Kpasim MMEIT KpenéxHble BbICTYMbI
KonnyecTso 0TBEpPCTUA 34
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4.Mepbl NpefoCTOPOXKHOCTU

Mpn paboTe C M3LENUAMU MELULUHCKUMU MOAUMEPHbIMU A1 cbopa, TPaHCMNOPTUPOBKM,
NCCNefoBaHNA N XpaHeHNs Gromatepranos C NPUHAAMEXHOCTAMU CnefyeT cobnogatb npasmia
6e3onacHoi paboTbl, Mepbl IMYHON TUTUEHBI.

PaboTy npoBOAWTbL MOA TArOW, MPU XOPOLIO [AEeWCTBYIOWEA BEHTUAALMMK, B OLHOPA30BbIX
PE3VHOBbLIX NepyaTKax, BAaM OT OTKPbITOro OrHA. 3anpeLyaeTcs XpaHeHWe U NpueM MUK Ha
paboyem MecTe.

CnesyeT wu3beraTb nonafaHus Ha KOXY, pas3MBaHWUA WAW C/yvyaliHOro 3arnatblBaHuA
BCMOMOraTeNbHbIX PacTBOPOB. B cnyyae nmonagaHvs Ha KOXY WMAW B rnasa CMbiTb 60MbLINM
KO/MyecTBOM BOAbl. [Mpn 3arnatbiBaHUWM Bbl3BaTbh PBOTY. [Mpu MJI0OXOM CaMO4YyBCTBUW Cpasy
0bpaTnTbCA K Bpayy.

Mpu paboTe C M3LeNUAMU MELULUHCKUMU MNOAUMEPHbIMU Ans cbopa, TPaHCNOPTUPOBKMY,
nccnefoBaHWA U XpaHeHUs 6GuomaTepuanoB C NPUHAANEXHOCTAMU cnefyeT cobntogathb
TpeboBaHMs 6e€30NacHOCTM, HOPMATUBHbIE W MpPaBOBble akTbl TOW CTpaHbl, B KOTOPOMN
NCNonb3yeTcs AaHHOe MeAVNLUHCKOe U3enme.

5. MMopgrotoBka K pabote

Bce BbllenepeyncieHHble U3gennsa nofmmepHble Ans c6opa, TPaHCNOPTUPOBKK, UCCNe0BaHUA
N XpaHeHus 6uomaTtepunasnos C NPUHALNEXHOCTAMMN ABNSAKOTCA HECTEPU/IbHLIMU OLHOPA3BBbIMYU
MeAULNHCKUMW N3LENNAMMN.

Mnctonornyeckne Kaccetbl Tissue-Tec® Il Uni-Cassette®, rmctonornyeckue KacceTbl Ans
npuHTepoB Tissue-Tec® Ill Uni-Cassette®, 6ronucitHble KacceTbl NS NpUHTEPOB Tissue-Tec®
Il Biopsy Uni-Cassette®, 6uoncuitHble kaccetbl Tissue-Tec® Il Biopsy Uni-Cassette®, cynep-
Mera-KacceTbl, 3a/1MBOYHble KacceTbl Tissue-Tek® Il Processing, 3anvMBO4YHble KacceTbl AN
npuHTepos Tissue-Tek® Il Processing, metaninyeckas KpbllKa A1 TMCTONOTMYECKMX KacceT
ONA NPOBOLKW SABNAKOTCA  MEAULMHCKUMU  U3LeNUAMU, He TpebylowuMu crneunanbHoOR
NoAroToOBKU K paborTe.

Mpn HEOH6XOAMMOCTM BO3MOXHO MPOBeAEeHNe fe3UHGEKLNN.

N3penusa nonumepHble gns cbopa, TpaHCNOPTUPOBKU, UCCNEf0BaHUSA U XPaHEHUS
6romatepmanos ¢ NPUHAANEXHOCTAMM YCTOWYMBLI K Ae3nHMeKUMN. Je3nHheKL o NpoBOAsAT
XUMUYECKUM cnocobom, MM6o aBTOKNAaBUPOBAHMEM WM BO3AYLUHbIM METOLOM.

XuMnyeckas Ae3vH(eKLMa OCYLLecTBASETCS X/0pCoAepXKallumm BewecTBamn nmbo ApyruMmu
JeTepreHTamun gesvHhuunpytowero geictemns. NMpuMeHas pasnyHble XMMUYECKUE BeLLecTBa,
Heo6X04MMO MOMHUTb, YTO OHW MOrYT ObiTb TOKCUYHBIMW MNPW KOHTaKTE C KOXeh wuau
BAbIXaHUN, NO3TOMY CneAyeT MCNOMb30BaTb CpPeAcTBa WMHAMBUAYaANbHON 3awuThl (MepyaTku,
(hapTyk M1 Mmacka). Xumuyeckme [e3MH(EKTaHTbl MOryT MOCTaBAATbCA T[OTOBbIMU K
ynoTpebneHNI0 AN HYXAAaTbCs B TOMHOM pasBefeHun 40 ONpefenéHHON KOHUeHTpauun. Mepeq
Ae3NH(eKUnen n3genma Heo6xoaMMo OYMCTUTL OT NI060K BUAUMOW Tps3v NyTeM MPOMbIBaHMSA
BOLON W [eTepreHTOM, nNpuM HeoOXOAMMOCTM MOXHO MWCMOMb30BaTh [LOMNONHUTENbHbIE
npucnoco6neHns (WeTku, rybku). 3atem m3genus nomewaroT B pacTBop ANA Ae3UHMEeKUMU Ha
onpegeneHHoe Bpems. Bpems 3KCNo3vuMM yCTaHaBNMBAeTCA Ha OCHOBAHUM WHCTPYKUUWM K
KoMy feTepreHTy. B KOHLUe n3genns npoMbiBalOTCS B MPOTOYHOM BOAE W BbICYLLUNBAKOTCA.

ABTOKNaBMpOBaHME C LEeNbo [Ae3MH(eKUMN oCyLLecTBAAOT npu Temnepatype M0+2°C, 0,05
mIMa (0,5 krc/cm) B TeueHne 20 MUH (NpefenbHOe OTKIOHEHWE 5 MUH.)

Le3nHheKUmMio B CyX0XKapoBOM LWKadgy OCyWecTBAAT npu Temnepatype 120+4°C B Te4yeHue
45MUH. (NpefenbHOe OTKNOHEHME 5 MUH.)

MeguunHCcKne wu3fenns yCTOWUYMBBLI K CTEpUAM3ALUN XUMUYECKUM MeToAoM (pacTBopamu
XUMUNYECKUX CPEACTB).
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Ona cTepunmsauum MeAWUMHCKOTO M3LENns MOXHO Menonb3oBaTb 6%-nepeknucb BOAOPOAA,
Bpemsi CTepU/IM3aLMOHHON BbigepXKKU: npu Temnepatype +18°C(+/-2°C) - 360MUH (+/-5MUH);
npu Temnepatype 50°C (+/- 2°C) - 180 MUH (+/-5MuUH).

Heob6xogumo cobnogatb MNOAHOe MOrpyXXeHue wu3genvii B  6%-nepekves BOAOpoAa, C
3arnosIHeHVEeM KaHasnoB W NOJIOCTel U3LeNus, Ha BPeMS CTEPUIN3ALUOHHON BbILEPXKKN.

6. lNpoBefeHne aHann3a

McTonornyeckne KacceTbl Tissue-Tec® |11 Uni-Cassette®, 6uoncuiiHble KacceTbl Tissue-
Tec® 111 Biopsy Uni-Cassette®, cynep-mera-kacceThl

MMcTonormyeckas NpPoBoKa:

- MomecTuTb Bbipe3aHHbIl MaTepuan B OEHOBaHMEe KacCceTbl TMCTONOTMYEEKOM UM 6UONCUIAHON,
cynep-mera-kacceTbl (MpuM HeOO6XOAUMOCTW WUCNOMb30BaTb OGMOMCUIHbIE NPOKNAAKW UMK
MeLLOYKN)

- CoeflMHNTb KpbILWKY KacCeTbl FMCTONOrMYEeKon unau GUONCUINHOW C OCHOBaHWeM (3aKpbiTb
KacceTy)

Ha opgHy 13 Tpéx mnoBepxHoeTeld nNpefHa3sHAYeHHbIX ANA  3anveen  HaHecTu
NOEHTU(VKALNOHHYO HaAanucb Mpu  Momowm nabopaTOpHOro HECMbIBAEMOro Mapkepa
- OcyLecTBUTb NPOBOAKY MaTtepuana 06bl4HbIM CNOCO60M (PYyUHOM MAN aBTOMaTU3MPOBaHHbIN
BapuaHT)

["'ucTonornyeckas sanmBeka:
- Mocne NpoBOAKM MaTepuana OTKPbITb KPbILLKY KacCeTbl TMCTONOMMYECKOW Unm 6MONCuiiHoOM,
cyrnep-mMera-KacceTbl OTCOeMHUTbL €€ OT OCHOBAHUA U yAaNUTb
- MpoBecTn 3anMBKY FMCTONOTMYECKOrO MaTepmana 06blYHbIM €N0CO60M MCNO/Mb3yS OCHOBaHWeE
KacceTbl TMCTOIOrMYECKON AN BUOMCUIAHON B KayecTBe OCHOBaHMA napaMHOBOro 6510ka.

fucTonornyeckne KacceTbl anst npuHTepos Tissue-Tec® I11 Uni-Cassette®, 6uonmciiHble
KacceTbl gna npuHTepoB Tissue-Tec® 111 Biopsy Uni-Cassette®

CMcTonornyeckas NpoBoaKa:

Wcnonb3ys npuHTEp AN8  KaceeT MPOU3BECTM  MapKUPOBKY OCHOBaHWW  KacceT
FMCTONOIMYECKUX UK BUONCUMHBIX AN1F MPUHTEpPA.

MoMEeCTUTb  BbIpe3aHHbIA  Matepuan B  OCHOBaHWe MPOMAapKUPOBaHHOM  KacceTbl
FMeTONOrMYecKo unm 6uoncuinHo (Mpu  Heo6XOAMMOCTM  UCNOMb30BaTb  OGUOMNCUIHBIE
npoKnagKu nnu MeLLOYKM)
- KpblWwKy KacceTbl TMCTONOMMYECKON U GUONCUIAHON COeAUHUTL € OCHOBAHMEM

3aKpbiTb  KPbIWKY  KacCeTbl  FUCTONOTMYECKOW  WMAM  OMOMNCUIAHOW [0  LWenyka
- OcyllecTBUTh NPOBOAKY MaTepuana 06bLLUHbIM enoco60oM (PYUYHOR MNM aBTOMATU3UPOBAHHbIN
BapuaHT)

[TucTonormnyeckas 3aiMBKa:
- Mocne npoBoAKN MaTepuana OTKPbITb KPbILWKY KacCeTbl FMCTOMIOrMYECKON M BUONCUIAHON
KacceTbl, 0OTCOEANHNTbL €€ OT 0OEHOBAHUSA U yaannTb
- MpoBecTn 3anMBKY FMCTONOTMYECKOro MaTepmana 06bl4HBIM CNOCOBOM MUCMNOMb3Ys OCHOBaHUe

KacceTbl FTMCTONOrMYECKOW 1M 6UONCUIRHON B KayecTBe OCHOBaHMA napaMHOBOro 6/10Ka

3annBoyHble KacceThbl Tissue-Tek® 11 Processing
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rmcrtonornyeckKasa nposoaKa:

- [omMecTuTb Bblpe3aHHbIi MaTepuan B OCHOBaHMe KacCeTbl TMCTONOMMYECKOM A 6MONCUinHom
(Npy HEOBXOAMMOCTIN MUCMONbL30BaTb OUOMNCUINHBIE MPOKNAAKM NN MELLOYKN)

- MpucoegnMHNTL MeTanIMYeCKYH0 KPbILWKY 415 NPOBOAKW K 3a/IMBOYHON KacceTte

- HaHecTM WAEeHTUPUKALMOHHYI HaAnMCb NpU MoMOoWM nNabopaTOpHOro HECMbIBAEMOro
MapkKepa

- OcywecTBUTb NPOBOAKY MaTepuana 06bl4HbIM CNOCO60M (PYYHOM MAN aBTOMaTU3MPOBAHHbIN
BapuaHT)

TucTonornyeckas 3sasiMBKa:

- Mocne nNpoBOAKM MaTepuana OTKPbITb KPbILKY KacCceTbl 3a/MBOYHOM, OTCOEAWHUTL €€ OoT
OCHOBaHUSA 1 yaanuTb

- [lpoBecTn 3anMBKY T[UCTONOMMYECKOrO MaTepuana O6blYHbIM CMOCOGOM  MCMOMb3YS
3a/IMBOYHYI0 KacCeTy B KauecTBe OCHOBaHWs napaduHoBOro 610ka

3annBoYHble KacceThl AnsA NpuHTepoB Tissue-Tek® |1 Processing
MMcTonornyeckas NPoBOAKa:

- icnonb3ys NpuHTEp A4/18 KacCeT NPOoM3BeCTU MapKUpPOBKY OCHOBAaHWIA 3a/IMBOYHbIX KacceT AN
NnpUHTEpa.

- MOMecTUTb Bblpe3aHHbIi MaTepman B OCHOBaHWe KacCeTbl FMCTONONMYECKOW 1M 6UONCUIHON
(Mpn HEO6XOAMMOCTM NCNOb30BaTh OUOMCUIAHBIE NPOKIAAKA U MELIOYKN)

- MpucoesMHNTL METaNIMYECKYO KPbILKY A/18 MPOBOAKM K 3a/IMBOYHON KacceTe

- HaHecTM WAEHTUPUKALMOHHYIO HAAMWCb MpU MOMOWKM /1abopaTOPHOro HEeCMbIBaemMoro
MapKepa

- OcyLecTBUTL NPOBOAKY Matepuana 06bl4HbIM CNOCO60M (PYYHO UM aBTOMAaTU3NPOBAHHbIN
BapuaHT)

MmcTonornyeckasl 3amMBKa:

- Mocne npoBOAKM MaTepuana OTKPbITb KPbILWKY KacceTbl 3a/MBOYHOW, OTCOEAWHUTbL €€ OoT
OCHOBaHWSA U yaannTb

- TlpoBecT 3anMBKY TWUCTONOTMMYECKOr0 MaTepuana OObLIHBIM  CMOCO60M  MCMOb3Ys
3a/IMBOYHYH KacceTy ANt NPUHTEpa B KaueCcTBe OCHOBaHMS napaduHOBOro 610Ka

7. TpeboBaHUs 6e30MacHOCTU

Y BCeX KacCeT KpbILWKK B Npouecce 3KcnayaTaunyu nNAOTHO COEAMHEHbI C OCHOBAHMEM, YTO He
[0NYyCKaeT CMOHTAHHOIO PacKPbITUS M, COOTBETCTBEHHO, YTEPW ANArHOCTMUYECKOrO MaTepumana.
N3penus mefuuMHCKME NONMMEPHbIE Ans cbopa, TPaHCMOPTUPOBKM, UCCNEL0BAHMS N XPaHEHUS
6vomaTepmanoB C MPUHAANEXHOCTSMU B 3aBUCUMOCTM OT CTEMEHW WX 3NUAEMUONOTNYECKON,
TOKCUKONOTMYECKON N pagnalLMOHHOA OMacHOCTM OTHOCATCS K Knaccy «b» B COOTBETCTBUM C
CaHllnH 2.1.7.2790-10.

CpepgHuit cpok cnyx6bl - 5 ner.

8. YcnoBua xpaHeHUA 1 sKcnyaTaunm

N3penna mefuuMHCKME NOMIMMEPHbIe Ans cbopa, TPAHCNOPTUPOBKN, UCC/eL0BaHNA U XPAHEHNUA
6romartepumanos ¢ NPUHaANEXHOCTAMM ncnonb3osatb npu +10°C - (-1-35°C).

N3penns pekoMeHAyeTcs XpaHWUTb BAIM OT MPAMbIX CO/HEYHbIX fI3LIER, UCTOYHUKOB Tenna u
OTKPbLITOro orHs. He noggsepratb rpy6omy MexaHM4ecKoMY BO3LENCTBUIIO.
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CpefHuin cpok cnyx6bl -

5ner.

9. TpeboBaHMA 0XpaHbl OKPYXKaKoLLEl cpedpbl. YCNoBus yTUansaunm.

N3penns meanLMHCKME NONMMEPHbIe AN c6opa, TPaHCMOPTUPOBKM, UCCNEA0BaHUS Y XPaHeHUS
6vomaTepuanoB ¢ NPUHAANEXHOCTAMU SABMSKOTCS YUCTbIMU TOBapamu M 6Ge3onacHbIMK ANS

OKpY>KatoLLein cpefbl.

Mepen yTunu3aumeinn oTxXoAbl nognexar o06s3aTenlbHOMY 006e3BpexuBaHuio. Bbibop cnocoba
B KOTOPO MCNONb3yeTcs
JaHHOe MeAuLMHCKOe m3genve. YTuUam3auma OCyLLecTBSETCA COrfiaCHO Hopmam, npasuiam u

o6e33apaXnBaHUsi OMpefensieTcs BO3MOXHOCTAMMW OpraHm3auuu,

HOPMaTUBHbIM aKTaMm TOM CTpaHbl, rae NCnosb3yetTca aaHHOEe MegNLIMHCKOE NU3aENNE.

10. YnakoBKa
HanmeHoBaHuUe

FncTonormnyeckue
KacceTbl Tissue-Tec®
Il Uni-Cassette®

fucTonornyeckne
KacceThl ans
NPUHTEPOB Tissue-
Tec® 1] Uni-
Cassette®

BruonuciiHble KacceTbl
ans NPUHTEPOB
Tissue-Tec® 1l
Biopsy Uni-Cassette®

BapunaHThl
NCMONHEHNSA

6enble, 6UPHO30BbIE,
ronybble, Kentble,
3efleHble,
30/10TUCTbIE,
KpacHble, NW/O0BbIE,
OpaHXeBble,
PO30BbIE, CEPbIE,
SIPKO-0paHXeBble

opaHXeBble, 6esble,
6upro30BbIe,
ronybble, 3eneHble,
KpacHble, pPO30BbIE,
30/10Tble, JIN/IOBbIE,
APKO-0paHXeBble,
XKEeNTo-KOpPUYHEBbIE,
XenTble

cepsble, KpacHble,
ronybble, Kentble,
PO30Bble, 3e/eHble,

opaHXeBble, benble
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TpaHcnopTHas
yrnakoBKa

KapTOHHas
Kopob6ka
rabaputhbl:
350x150x250 MM
KO/INYecTBO:

500 wTykK

KapTOHHas
Kopob6ka
rabapuTbl:
350x290x250 Mm
KOMNYecTBO:
2000 wTtyk (4
Kopo6kn no 500
WITYK)

KapTOHHas
Kopobka
rabapuTbl:
350x150x250 mm
KO/INYeCTBO:

400 wrtyk (10
npo3payHbIX
NNacTUKOBbIX
Tybycos no 40
KacceT KaXAbli.
Kaxable 200
KacceT
ynakoBaHbl B
NOSIN3TUNEHOBbIN
naker)
KapTOHHas
Kopobka
rabapuTbl:
350x150x250 Mm
KonuyecTtso: 400
WTYK (10

Macca
OTAEeNIbHOT0
MW, rp.
3,4+ 0,5

3,4+ 0,5

3,4+ 0,5

Macca
YMaKOBKMU,
Kr.

18

7,2

1,65

1,65



BuoncuiiHble KacceTbl
Tissue-Tec® 1l
Biopsy Uni-Cassette®

Cynep-mera-KacceTbl

3a/MBOYHbIE KaCCETbI
Tissue-Tek® I
Processing

3aNMBOYHbIE KacCeThl
ans NPUHTEPOB
Tissue-Tek® I
Processing

6enble, ronyboble,
XenTble, 3eMeHble,
KpacHble,
OpaH>eBble
pO30BbI€, Cepble

6enble; ronyo6eole,
TEMHO-CUHWNE;
PO30Bble, XenTble,
3efleHble, TEMHO-
3e/leHble, KpacHble,
nepcuKoBble,
(hM0NeToBbIe,
6upto3oBeble,
KOPUYHeBbIe,
YKeNTo-KOPUYHeBble,
OpaHXXeBble, cepble

6enble, OUPIO30BbIE,
KpacHble, ronyosble,
XENTble, 3eMEHbIE,
30/10TUCThIE,
KOPUYHEBbIE,
NUNOBbIE, APKO-
OpaHXxeBble
OpaH>XeBble
npo3payHsble,
PO30BbIE, CEpPble
6enble, 6UpPLO30BbLIE,
KpacHble, ronyb6ebie,
KeNnTble,  3eneHble,
30/10TUCTbIE.
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Npo3payHbIX
NNacTUKOBbLIX
Tybycos no 40
KacceT KaXAplid.
Kaxpble 200
Kaccet
ynakoBaHbl B
NONNITUNEHOBBIN
naker)
KapTOHHas
KopobKa
rabaputsl:
350x150x250 mm
Konnyectso: 500
WTYK

KapTOHHas
KopobKa
rabapuThbi:
350x290x250 mm
KO/INYeCTBO:
2000 wTyk (4
KapTOHHbIX
Kopobkn no 500
WITYK)

KapTOHHas
KopobKa
rabapuThbi:
295x170x325MMm;
KO/INYeCTBO:

100 wrykK

KapTOHHas
KopobKa
rabapuTsbi:
700x630x350 mMm
KOJINYeCTBO:

800 wTyk (8
Kopobok no 100
WwT.)

KapToHHas
Kopobka
rabapuTsbi:
350x290x250 mm
KOJINYeCTBO:
2000 wtyk (4
MOMNITUIEHOBBIX
naketa no 500
LWITYK)

KapTOHHas
KopobKa
rabaputbl:
320x180x260 mm

3,4+ 0,5

26+ 1,2

2,5+ 0,5

2,5+ 0,5

19

7,2

2,8

22,4

6,0

2,4



KOpWUYHeEBbIE, KonnyectBo: 800

NNNOBbIE, ApKO- WTYK  (BHYTpU

OpaHXxesble, KOpOOKM 20

OpaHXxesble, npo3payHbIX

npo3payHole, MI1acTUKOBbIX

PO30Bble, Cepble Tybyca no 40

KacceT Kax[bliA)

MeTannnuyeckas NonnaTUNEeHoBbIA 2,5+ 0,5 70
KpblLLKa ans naket, 25 WITYK

NMpoOBOAKY
11. MapkunpoBKa ToBapa

JTUKETKa MEeAULMHCKOTO  W3JeNUs  COLEPXWUT  CRefylowyr  UHGopMaLui:  apTUKy”,
HaumeHoBaHwue, dacosky, Homep naptum (LOT), uHpoOpMaLUOHHbIE 3HAKWM™, MH(MOPMALMUIO O
ToBape (uBeT/06beM/pa3mep/KONNYECTBO/OCOBEHHOCTM  (JOPMbI/HaNM4YMe  KpblLWKW/Hann4une
rpasjympoBaHHON LIKanbl), AaTy BbINyCKa, YCNOBUA XpaHeHWUs, MH(OPMaLUI0 0 NPOU3BOAUTENE 1
MOCTaBLUNKE, KOHTAKTHY UH(OPMaLMIO B C/lyvae peknamaLuii.

MosTOpHO ncnons3osatb SAMNPELWEHO

MPEAOCTEPEXEHWE! O3HAKOMWTbLCHA
COnNnrPOBOANTENbHBIMN AOKYMEHTAMMU

M3nenne meanUmMHCKOe Ans AMarHOCTUKK in Vitro

IVD

YA0CTOBepseT, uTo n3genue COOTBETCTBYET OCHOBHbIM
Tpeb0oBaHUAM LVPEKTUB ECwn rapMOHU3NPOBAHHbIM
cTaHgapTam EBponelickoro Coto3a, a TakXKe TO, 4TO MPOAYKT MPOLEnN
npoueaypy OLeHKW COOTBETCTBUA AUPEKTUBAM.

12. MapaHTUM NpPoU3BOANTENSA

Mo Bomnpocam, KacalwWMMCA KayecTBa U3JeNnid  NOMMMEPHLIX ANA  TUCTO/IOrMYECKOro
maTepuana, cnefyet obpawartbcs no agpecy 199106, Poccuitickas Pepepayns, CaHKT-
MeTepbypr, Bonbwoi npocnekt B.O., gom 68, nnt. A., Ten. +7 (812) 305 0606

13. Hannume mexayHapoaHbIX eepTU(HMKaTOB 1 feKiapayunii
N3pgennsa meguumHCKue nonvMepHble Ana cbopa, TpaHCMOPTUPOBKY, UCCEL0BaHNA U XPaAHEHUS
6riomaTtepranos € NPUHAAIEXHOCTAMU UMEIOT CNnefytoline cepTUpmnKaTbl:

ENISO/IEC 17050-1:2004

ENISO 9001:2008

CE IVD Directive 98/79/EEC

Mepesen Nacanos CynTaH NacaHoBuy
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ropog Mocksa.

[BajLaTb NepBOro OKTA6PA 4Be ThICAYM LLECTHAALATOrO roja.

A, WBaHoB Muwuxann Anekceesuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
MOA/IMHHOCTb MOAMMWCK, CAeNaHHOW nepeBofYMKOM [acaHoBbiM CyntaHOM [acaHoBMYEM B
MOEeM NPUCYTCTBMU. JIMYHOCTL ero ycTaHOB/IeHa.
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