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1. General information

Name of the medical device - Cellprep Respiratory Tract Solution for Liquid-Based Cytology
Processor (hereafter - "Cellprep Respiratory Tract Solution®, "Respiratory Tract Solution”, "Respiratory
Tract Solution”, "Cellprep Solution(s)", "medical device").

The Cellprep Respiratory Tract Solution ensures
optimal preservation of cells of sputum, bronchial
washings, bronchial brushing, bronchoalveolar
lavage, preserving their morphology, without
deforming the nuclei and without causing
hyperchromasia.

Use:
For studying the lungs, pharynx, larynx, respiratory
tract for cancer

The specially designed vial, in which the solution is kept, is optimized for Celiprep LBC devices.
The vial cap consists of two parts: middie cap and top cap. This design provides that after collecting the
sample from the patient, the physician can open only the middie cap and place the sample in a vial with
solution. The top cap of the vial can be opened only by the Cellprep LBC Processor during slide preparation.
The middle cap is equipped with an integrated nano-polyester filter that helps to remove impurities and

obtain a monolayer preparation.

b

iyl

Vial with a top cap

Integrated filter

e

The medical device is intended for clinical laboratory diagnostics (in vitro diagnostics).

The device is for single use only.

Class of potential risk of solution application - 2a

Type of the medical device in accordance with the Russian Nomenclature Classification — 214660.

Solution name

Catalog No. Volume

Cellprep Respiratory Tract Solution

RPT-1000 20 mi

5
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The medical device is intended for professional use only.

The Cellprep Respiratory Tract Solution for Liquid-Based Cytology Processor relates to the medical devices
which have no direct or indirect contact with the human body.

The medical device is not sterile, and it is not a subject to sterilization.

2. Description of the Cellprep Respiratory Tract Solution

2.1. Intended use. Indications and contra-indications

Intended use and indications:

The Cellprep Respiratory Tract Solution is an auxiliary device for in vitro diagnostics and Is intended for
preservation of exfoliated cells of sputum, bronchial washing, bronchial brushing, bronchoalveolar lavage
for subsequent preparation of slides by liquid-based cytology using the Cell Prep Plus LBC processor or
the Cellprep AUTO LBC system.

Monolayered slides prepared are stained in accordance with approved protocols, followed with the results
interpretation.

Contra-indications:
Not intended for preservation of histological samples (biopsy).
Side effects:

- not applicable.

Description of target analyte i“lloS au "ot applicable
Functional use Auxiliary device for in vitro diagnostics

Specific pathology, conditions or risk factor which Suspected neoplastic tumor of the respiratory

detection, determination or differentiation the IVD medical system.

device is intended for

Population, demographic aspects of the medical device The Cellprep Respiratory Tract Solution is

use intended for optimal preservation of exfoliated
cells of sputum, bronchial washing, bronchial
brushing, bronchoalveolar lavage, collected
from patients, regardless of their gender, race
and age differences.

Information on analytical sensitivity (limit of detection), Not applicable

analytical specificity, diagnostic sensitivity and diagnostic

specificity.

2.2. Description of the solution

Colorless transparent liquid without foreign impurities

6
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Solution composition

Components:

CHEMICAL NAME CAS No. % (ppm)
Ethanol 64-17-5 3%
Deionised water 7732-18-5 49%
Glycerine 56-81-5 16%
Phosphorous acid 7664-38-2 0.48%
Ammonium acetate 631-61-8 0.48%
Sodium Citrate Tribasic Dihydrate 6132-04-3 0.04%

The Celiprep Respiratory Tract Solution does not contain medicinal products for medical use, materials of
animal and human origin.

2.3. Principle ofoperation

The solution preserves and fixes the cells collected.
The material (sample) fixed in the vial, while keeping the temperature regime from +10 ®&to +30
®C can be used for liquid-based cytology studies for up to 3 months.

2.4. Delivery set

Celiprep Respiratory Tract Solution for Liquid-based Cytology Processor

Including:

1 Celiprep Respiratory Tract Solution for Liquid-based Cytology Processor, 20 ml - 25 pcs/pack.
2. Instructions for Use in paper -1 pc. for a shipping box (200 vials)

3. Type ofthe sample analyzed

Exfoliated cells of sputum, bronchial washing, bronchial brushing, bronchoalveolar lavage.

4, Information on conditions processing and preparation
of samples, data on stability of the samples analyzed, including storage
conditions and duration, transportation conditions, restrictions on freezing
(thawing) cycles

Recommendations for organization of preliminary (pre-laboratory) stage of work with samples.

Sample collection 1. Sputum
Recently coughed up sputum (about 3 cc) is collected and placed in a
Celiprep Respiratory Tract solution vial. To collect an adequate material, the
cough must be “deep-seated”, it is necessary to collect sputum before eating,
after brushing the teeth.

2. Bronchial washing, bronchial brushing

Material for cytological examination: material obtained by bronchoscopy
(tumor puncture sample, biopsy print, brushing material, bronchioloalveolar
lavage (BAL). transbronchial puncture (under visual or ultrasound contral). If
a neoplastic process is suspected and the morphological study of this
material fails, atransthoracic puncture is performed. In addition, it is possible
to study the material collected during mediastinoscopy, thoracoscopy,
surgery by the cytological method.

Preservation The Celiprep Respiratory Tract Solution preserves and fixes the cells
collected.
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Label Label the vial with sample in the designated area on the vial label (hand
lettering according to referral or barcode label).

Storage The material (sample) fixed in the vial, while keeping the temperature regime
from +10 ®Cto +30 ®C can be used for liquid-based cytology studies for up
to 3 months.

FreezeH'haw Prohibited.
Coaling, especially freezing, of both non-fixed and fixed material is strictly
prohibited.

Transportation Transportation temperature regime; from +10 ®&Cto +30 °C.

5. Information on consumers and potential users

For professional use only (e.g., pathologist, laboratory assistant).

Before using the Cellprep solutions, personnel should carefully read the Instructions for Use and complete
the training.

6. Installation

Not applicable.

The Cellprep Respiratory Tract Solution is completely ready to use and does not require any preparation.

7. Application of the Cellprep Respiratory Tract Solution

7.1. Description of the medical or non-medical devices intended for use in
combination with Cellloreo ResDiratoiV.iT€actSolution

7.1.1. Equipment for slide preparation for thin layer cvtoloav or liauid-based cvtoloav

1) Cell Prep Plus LBC Processor with accessories by Biodyne Co., Ltd., Korea (registration certificate
No. ®C3 2010/07117) is intended for fixation and transfer of cells of various body fluids and tissue samples
from a vial to a slide creating a cell monolayer so that the samples are suitable for further staining and
microscopy analysis. Hereafter referred to as the Cell Prep Plus.

2) Cellprep AUTO LBC System by Biodyne Co., Ltd., Korea (registration certificate No. ®C3 2020/11462)
is an auxiliary equipment intended for preparation of a monolayered cytological sample using LBC method
for its further staining and examination with the microscope for the purpose of early diagnosis of
precancerous conditions, detection of oncopathology and the degree of its malignance. Hereafter referred

to as the Cellprep AUTO.

The vial containing the Cellprep Respiratory Tract Solution and the sample inside must be placed in one of
the above devices. Through the process, the device smears the cells on a slide producing a monolayered
circle of cells for further examination. It minimizes misdiagnosis by reducing the amount of overlapping cells
on aslide.
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7.1.2. Siides

In addition to the slides included in the delivery set of Cell Prep Plus LBC Processaor, it is allowed to use
the slides that have similar parameters and characteristics, such as “Microscopic Slides and Coverslips” by
Leica Biosystems Richmond, Inc., USA, registration certificate No. P3H 2013/1157.

7.1.3. Vortex

To shake and mix the vial with the Cellprep Respiratory Tract Solution and the sample, it Is recommended
to use;

1) Vortex mixer V-3, SIA “ELMI”, Latvia, registration certificate
No. P3H 2017/5466;

2) Personal vortex V-1 plus, SIA “Biosan”, Latvia, registration certificate No. #C3 2011/09797;

or other devices with similar technical characteristics, approved for circulation within the Russian territory.

7.2. Application ofthe Cellprep Respiratory Tract Solution

7.2.1. Sputum
Insert sputum sample (about 3 cc) with the part of blood and discoloration (yellow) into Cellprep Respiratory
Tract Solution vial, then vortex for over 5 secs and leave to fix for 20 mins.

Only one patient sample is placed per vial.

7.2.1. Bronchial washing, bronchial brushing
1) Pour collected sample into 50ml tube and centrifuge at 2000rpm for 5 minutes.

2) Remove supernatant, then pour the sediment into Cellprep Respiratory Tract Vial and vortex for 5 sec
and leave to pre-fix for more than 20 minutes.

> About 3cc of the sample should be put in the vial.

Only one patient sample is placed per vial.

7.3. Insertion ofthe vial with the Cellprep Respiratory Tract Solution into equipment
for slide preparation for thin layer cvtoloav/llauid-based cvtoloav

The innovative patented air transfer technology (Blowing Technology”*”) used in the Cellprep
processors allows to get a high-quality monolayered slide and reduce the loss of celts during
cytological examination to zero.

Depending on the equipment,

1. Cellprep AUTO: place the vial in atray in order. As processor has auto vortexing system, there is
no need to use vortex outside of processor.

2. Cell Prep PLUS: before placing the vial in a processor, vortex it for 10-20 seconds or shake 5-10
times.

Cellprep AUTO: after turning on the instrument, select the operation mode on the touch screen (Auto
Turbidity Smear Mode or Manual Turbidity Mode).

Detailed description of how to operate the Cellprep AUTO LBC System is provided in the
corresponding user manual.
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Auto Turbidity Smear Mode

Cellprep AUTO System
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Please click on the SETUP button for 3
seconds or longer in the main screen.

The screen will switch to User Setup
Screen.

Select Turbidity ON.

Using the auto- turbidity selection.

Place the slide in the rack with the barcode
facing towards the slide holder. The barcode
should face the barcode scanner, and make
sure the slide holder is in the correct position.

Prepare vials and load them in the tray.

Up to 40 vials can be loaded at once. The
slide, completed a smear, is come out
according to the order of Vial's work.

Since the equipment has an integrated
vortex, there is no need to specially mix up
the vials.



1
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Put the vials from the front so no vacancy
remains.

Push the tray by aligning the groove on the
location of the next section when mounting
the vial tray.

Select the types of specimens

Set the mode according to the type of
specimen by pressing the buttons on the
touch screen.

Press the purple ‘R” button for respiratory
samples.

Specify the quantity of vials for operating.

Number press menu comes out when press
red number on Working Count.

Enter the desired quantity of vials in the field.



Cellprep AUTO System
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Press START hutton. Cap opening, suction,
blowing and slide transfer is automatically
operated.

Ifyou want to stop the operation, please push
‘STOP’ button. Push the START button to
continue with the operation. If you want to
start from the beginning after stopping the
operation, press STOP and then HOME to re-
set the position.

Check the result of smear and fix the slide.

When all smearing completes, TOTAL VIAL
PROCESSING RESULT displays inthe touch
screen. If the work completed in normal, the
vial displays with Green, othenvise itdisplays
with Black.

Press the arrow on TOTAL VIAL
PROCESSING RESULT or below of SLIDE
RESULT, it moves to GLASS PRECESSING
RESULT and the SLIDE work can be
checked.

Take out the Smearing completed Slide that
hold in the cell fixing alcohol container, and fix
for 30 minutes in separate ethanol container
then dye.



Manual Turbidity Mode

Please click on the SETUP button for 3

Cellprep AUTO System seconds or longer in the main screen.
Gl Status (Manuel Mode) M MSHA The screen will switch to User Setup
Screen.
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\)I&}T%:: Total Vial Processing Result . .
Prepare vials and load them in the tray.
A Up to 40 vials can be loaded at once. The
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Qtf QijP j P j according to the order of Vial’s work.

© % QjPj Oj

Q/\ N
UflVUTray Wrg/

13

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



Cellprep AUTO Syuem
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Put the vials from the front so no vacancy
remains.

Push the tray by aligning the groove on the
location of the next section mounting
the vial tray.

Select A, B, C on the touch screen according
to the density and condition of prepared
specimen.

Mode A:

> Used when amount of collected cells in
solution vial are normeal

Mode B:

- Used when too less amount of collected cells
in solution vial

Mode C.

- Used when too concentrated amount of
collected cells in solution vial

Select the types of specimens.

Set the mode according to the type of
specimen by pressing the buttons on the
touch screen.

Press the purple “R* button for respiratory

samples.



Cellprep AUTO System Specify the quantity of vials for operating.
CallMatui (Manual Mode) TatdCount  8SI8B wh Number press menu comes out when press
O0O0 worikvCouni U wan red number on Working Count.
Typaol Spedman Suction 0@
8.23 <bv™
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X»>l el 1| 4*i4 Y.

Press START button.
Cap opening, suction, blowing and slide
transfer is automatically operated.

Cetiprep AUTO System

Cel Status (Menual Mode) Tetai Count ssw 4 If you want to stop the operation, please push
Ooo0 Workinccoimt s i ‘STOP” button. Push the START button to
_ suction 001 continue with the operation. If you want to

Type of Specimen , start from the beginning after stopping the
Gyre et aa operation, press STOP and then HOME to re-

D O O O O set the position.
: ® . . .

------ X BryT VTt 1 V*

vilVHD Total Vial Processing Result Check the result of smear and fix the slide.
When all smearing completes. TOTAL VIAL
PROCESSING RESULT displays in the touch
screen. If the work completed in normal, the
vial displays with Green, otherwise itdisplays
with Black.

LuflVvMTrty Right VWTmy

Tarel ~ 1 W- ..

TR

Press the arrow on TOTAL VIAL
PROCESSING RESULT or below of SLIDE
RESULT, itmoves to GLASS PRECESSING
RESULT and the SLIDE work can be
checked.

Slide Glass Processing Result'l

Take out the Smearing completed Slide that
hold in the cell fixing alcohol container, and fix
for 30 minutes in separate ethanol container

then dye.
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Cell Prep PLUS: after turning on the instrument, select the sample type on the touch screen. Press
the “RPT" button for respiratory samples.

YYYY/MM/DD MH:MMtSJ

CeUprep

GYNE URINE BODY

FNA RPT CUSTOM

MESSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

MANUAL SETUP RELEASE HOVE : SIART STOP

Before inserting the vial containing the sample into the processor, shake it well 5-10 times and place
it upside down in the instrument with the vial cap facing down.

Place the vial in the holder. It is necessary to shake the via) several times before inserting it into the
instrument to ensure that the cells are evenly distributed in the vial.

Label and place the slide in the slide holder unit of the processor. The smeared side of the slide should be
facing down.

Select A, B, C mode on the touch screen according to the amount of ceils and conditions.

16
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YYYY/MM/OD HH:MM:SS

CeUprep

STATUS WORK ;234b
OH I GYNE URINE 11 BODY
mp” \ NKg.i--
1 LINE IN Z CYCLE
MrSSAGE :
SETUP

Mode A: Used when amount of collected cells in solution vial are normal
Mode B: Used when too less amount of collected cells in solution vial
Mode C: Used when too concentrated amount of collected cells in solution vial

Push 'START* button on the touch screen. Vial cap opening, suction, blowing and slide out is

automatically operated.
Detailed description of how to operate the Cell Prep Plus LBC Processor with accessories is provided

H the corresponding user manual.
After smearing insert the slide Into 95% ethanol immediately and let it fix for 30 mins.

Screen out the lesion from the smeared slide after it is stained and mounted.
Interpretation of the results is carried out according to the clinical guidelines.

7.4. Interfering substances or samole'Timliatlons that mav Interfere with study
result

Samples with a high content of blood and mucus, and samples with an insufficient content of material in all
fields of view of the slide are considered inadequate, since they may cause subsequent difficulties in making
a diagnosis, if abnormal cells are present in the sample, then any smear is considered adequate.

When collecting samples of the material, it is necessary to follow established clinical guidelines and sample
preparation protocols that are appropriate for the type and cellularrty of the sample. Failure to comply with
this requirement may result in incorrect results.

7.5. IdentMcatlon ofthe medical devices In order to obtain a safe combination and
for) Information on known restrictions on the combined use ofmedical devices

The medical and/or non-medical devices listed in Section 7.1 may be used with Cellprep Respiratory Tract
Solution to ensure a safe combination.
It is NOT ALLOWED to use the Cellprep Solution with other products than those listed in Section 7.1.
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8, Specifications of the Cellprep Respiratory Tract Solution

Name of characteristic / parameter

Appearance

Foreign impurities
Fungi

Bacteria
Parasites

Others

Reference volume

Torque effect of a vial middle cap
Torque effect of a vial top cap

pH of solution

Dimensions of vial:

Total vial height:

Diameter of a vial middle cap:
Diameter of a vial middle part:
Diameter of a vial bottom part:
Weight of vial with solution

Marking

18
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Reference value

The vial should not contain holes, cracks,
deformations, scratches, and other defects that
affect the quality of the device use.

Appearance of the solution - colorless transparent
liquid without foreign impurities

No
No
No
1 unit/ 10 ml
20 ml £ 10%

19 kgfcm + 5 kgfcm
14 kgfcm + 5 kgfem
pH=5.2 £ 0.25

89.0 mm 1.0 mm

42.7 mm+1.0 mm
36.1 mm 1.0 mm
inifnm £1.0 mm
45.0 g £10%

There should be no soiling, poorly typed text. Lot
number, expiration date, product name should
correspond to the set parameters.

The vial label must contain the following symbols and
signs:

n)aanC€LN<$>P ?

The shipping package with a cardboard box must
contain the following symbols and signs:

K ? 1 CEN



rat on

] 0.5% HOl 35 dpe 35 dips

7 Waler S minutes § minuios

] 95% Ethanol 10dips 10 dips
, 9 95% Ehanol 10 10 dipe
m
- 2 95% Ethanol 10 dips 10 dips

14 95% Ethanol ] 10 dips 10 dips

15 85% Ethenol 10 dips 10 dips

16 100% Ethanol 10 dips 10 dips

(1] 100% Ethanol 10 dips 10 digs

" Xylene 10 dips 10 dips

» Xylene 1 minute {10 dips) 1 minue (10 dips)

; Pressure ' 'l‘lme(m)
RPT A 20.0 35.0 1.0 005 005 0.5
- (respiratory tract) B 370 35.6 1.0 ‘ 0.05 0.05 0.5
C 10.0 :‘&5,04 L _170 0.05 0.05 0.5
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11. Cautions and warnings

<Cautions> 1. Not for internal use.
2. Do not drink or inhale vapours.
3. Avoid media contact with eyes or skin.

4. When contacting with eyes, rinse eyes immediately and thoroughly with
clean water and seek medical attention.

5. Colorless volatile liquid. In case of prolonged exposure, it affects the liver
and central nervous system.

6. Use chemical resistant gloves, goggles and a lab coat/apron for your
safety.

7. After use, the Cetiprep solutions must be handled as a biohazard material.

8. Do not use the Cellprep Solution after the expiration date.

.I: The Cellprep solutions should not be used in damaged or cracked
vials, If the color of solution changes, or if foreign impurities are
visible.

12. Transportation and storage conditions

Transportation by all means of transport is allowed.
Transportation and storage temperature: from +10@C to +30°C
Store in a closed container in an area that prevents direct contact with sunlight.

Store and use only in a well-ventilated area.

13. Packaging

The Cellprep solutions are delivered in poi]*U”iKibaals. Vials (25 pcs) are placed between two plastic
vial trays and covered with polyethylene film. Eight packages (25 vials each) covered with film (200 vials in
total), together with the Instructions for Use, are placed in a cardboard box. Then a cardboard box with
several sealing non-combustible inserts is additionally placed in a cardboard package for hazardous
material and put on a pallet.

It is allowed to provide the Instructions for Use in electronic form by sending by e-mail at the consumer's

request.
Basic Information about the Cellprep Respiratory Tract Solution packaging
Packaging Material Dimensions / quantity
Cellprep Respiratory Tract Polypropylene Total vial height: 89.0 mm £1.0 mm
Solution vial . S .
Weight of vial with solution: 45.0 g
The vial Is a primary +10%
packaging for Cellprep
solutions.
20
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Plastic vial trays covered with
polyethylene AT

Secondary consumer
package

Shipping packaging of
Cellprep Respiratory Tract
Solution

The shipping package

includes an inner cardboard
box and an outer fiberboard
box for hazardous materials.

Packaging for hazardous
materials (outer packaging).
Shipping package

Pallet

21
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Plastic trays (polypropylene)
Polyethylene film

Cardboard box, inner

Outer fibreboard box for
hazardous materials

Several inserts from polymer
non-combustible material or
foam

Plastic or wooden pallet

Dimensions:
25.5x25.5x8.5 cm +10%

Weight of packaging with vials (gross)
-1.30 kg +10%

Quantity: 25 vials

Dimensions:;
525x270x370 mm +10%

Weight of box with vials (gross):
11.35 kg £10% (for volume of 20 ml)

Quantity: 8 packages covered with film
200 vials in total.

Box dimensions: 530 x 320 x 450 mm
+10% or 590 X 395 x 470 mm +10%

Weight of box with vials (gross):
14.10 kg £10%

Quantity: 1 inner cardboard box with
200 vials.

Dimensions: 110 x 110 x 132 cm +10%



14. Symbol identification

CC

LOT

22

Causes serious eye
irritation

Carcinogenic substances

Flammable liquid and

vapours. K
European Community

CE logo: This device f
complies with the EC

Directives

Temperature range

(temp. +10®C~+30 “C)

Biohazard

In vitro diagnostic medical EC REP
device

Manufacturer’s lot _ 1 ,1A|
number.

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

Best before...

Keep dry

Do not use hooks

Fragile, handle with care

Top

Manufacturer

Authorized representative

in the European
Community

Refer to the Instructions
for Use



15. Manufacturer's responsibility

Biodyne Co, Ltd. is a legal manufacturer responsible for the quality, efficiency and safety of the registered
medical device for use, normal operation and possible negative results of using them, except for cases of
negligence, incorrect use through the fault of user, or force majeure.

.I: In case of any adverse reactions or events while using the product, please
contact customer support service or your local distributor immediately.

16- Repair and Maintenance

The medical device does not require maintenance or repair.
For additional services or support, please contact Support Services or your local representative.

Support Service
Tel. +82-15227811
E-mail: info@biodyne.asia

Authorized representative in the Russian Federation:

BioLine, LLC

Legal address: Russia, 197022, Saint Petersburg, municipal district Aptekarsky Ostrov, 23 Professora
Popova Str, Let. E, structure 3H/5H, room 208

Postal address: Russia, 197022, Saint Petersburg, 23 Professora Popova Str, Let. E

E-mail: main@bioiine.ru

Tel.: +7(812) 320-49-49.

Hot line: 8-800-55549-40.

17, Cleaning and Disinfection

Not applicable.

The Cellprep Respiratory Tract Solution does not require cleaning and disinfection.
18. Warranty and shelf life

Biodyne Co.. Ltd., Korea, warrants that the device has passed a comprehensive quality control procedure
based on our internal testing standards and that the device is free from defects and conforms to all
specifications and/or agreed specifications.

The manufacturer warrants the high quality of the device throughout the shelf life, subject to the
recommended storage conditions.

Cellprep Respiratory Tract Solution shelf life - 2 years (while observing the recommended storage
conditions).
The expiry date is indicated on the label.

Use of the Cellprep Solutions after the expiry date is prohibited.

The material (sample) fixed in the vial, while keeping the temperature regime from +10 @Cto +30 ®C can
be used for liquid-based cytology studies for up to 3 months.”
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19. Disposal

After use, the Cellprep solutions delivered by Biodyne Co., Ltd., Korea, must be bandied as
biohazard waste.

Waste material should be disposed of in an approved incinerator in compliance with all federal, municipal

and local government regulations.
For the Russian Federation, it is recommended to dispose of the device in accordance with the ruies

impiemented by SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the
territories of urban and rural settlements, for water bodies, potable water and potable water supply, air,
sails, living quarters, operation of industrial, public premises, organization and implementation of sanitary
and anti-epidemic (preventive) measures" for the medical waste referred to class b (epidemically hazardous
waste).

20. InfofiTiation on the initial release and revision of the Instructions for Use

Initial release. Version 01 from 09-2023.
21. List of the standards applied

a) Quality Management System applied by Biodyne Co., Ltd., Republic of Korea, is certified to the
requirements of EN ISO 13485:2016 by the TUV Rheinland LGA Products GmbH certification body in
relation to: "Distribution and Service of Liguid-based cytology system. Design and Development,
Manufacture and Distribution of Cell preservation solution and Membrane filters".

b) The manufacturer (Biodyne Co., Ltd., Korea) complies with the principles of Good Manufacturing
Practice (GMP) for medical devices. GMP Certificate is issued by Korea Conformity Laboratories.

The Celiprep Solutions comply with the following international standards:

Directive 98/79/EC on in vitro diagnostic medical devices
EN 980:2008 Symboils for use in the labelling of medical devices
EN ISO 14971:2012 Medical devices. Application of risk management to medical devices

The Ceilprep Solutions comply with the following Russian standards:

- GOST R 51088-2013 "In vitro diagnostic medical devices. Reagents, kits, the test - systems, control
materials, culture media. Requirements to devices, and to supporting documentation”;

- GOST R1S018113-1-2015 "In vitro diagnostic medical devices. Information supplied by the manufacturer
(labelling). Part 1. Terms, definitions and genel* requirements";

- GOST R 1S 018113-2-2015 "In vitro diagnostic medical devices. Information supplied by the manufacturer
(labelling). Part 2. In vitro diagnostic reagents for professional use";

- GOST R ISO 23640-2015 "In vitro diagnostic medical devices. Evaluation of stabiiity of in vitro diagnostic
reagents".

- GOST R ISO 15223-1-2023 "Medical devices. Symbols applied in medical device iabelling, marking and
in supporting documentation. Part 1. General requirements".
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Biodyne Co., Ltd. N
24-4, Achasan-ro 5-gil, Seongdong-gu, Seoul,*?Y93IK8pob1lio of Korea

Tel. 482-1522-4811 Fax+82-2-468-0910
E-mail: over8eas@biodvne.asia
www.biodyne.asia

For the safe use of the device, please read the instructions for use carefully.
Photos in this manual may differ from actual device parts.

26
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Appendix No. 1.

Certificate of Analysis - Cellprep Respiratory Tract Solution (sample)

Cellprep Respiratory Tract Solution for Liquid-Based Cytology Processor

Manufacturer Biodyne Co.. Ltd.

24-4, Achasan-ro 5-gil, Seongdong-gu, Seoul, 04793, Republic of Korea
Tel. +82-1522-4811

E-mail: overs6as@biodyne.a8ia

LOT No. XXXX
Certificate of Analysis No. XXXX dd. XXXXX
Ne Parameter Equipment
1 External surface Identification table
Eyes
Ol
27
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Standard
1. There should be no
foreign impurities
inside the vial.
2. The vial, middle cap
and top cap should
match.
3. Lot number must be
indicated correctly.
4. The solution must
not leak away.
5. There should be no
cracks.
6. Solution and label
should match.
7. There should be no
foreign impurities on
the vial exterior.
8. Check that the
language on label and
type are indicated
correctly.

Exp. date:

Compliance
Complies

Complies

Complies
Complies
Complies
Complies

Complies

Complies

XXXXX

Interval

At once
after production

Specification

Observation from a
distance of 30 mm



2 Color Eyes 1 Content should be Complies Visual inspection

transparent.

3 Foreign impurities Eyes 1 There should be no Complies Visual assessment
foreign impurities.

4 Volume Graduated cylinder 1 Voume of the Complies Measurement

soluton should be
determined by the
volume for each type.

(O 20mi)
5 pH of solution pH-meter 5240.25 Complies Measurement
Transportation and storage temperature: from +108Cto +30*C. Store in a closed container in an areathat prevents direct contact with sunlight. Store and use only in awell-ventilated

area.
Shelf life - 2 years (while observing recommended storage conditions).

XXXX - variable data.
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Appendix 2
MSDS (MATERIAL SAFETY DATA SHEET)

*Adeyne PRODUCT Rev 6.3

Cellprep LBC Solution
11. | CHEMICAL PRODUCT AND COMPANY IDENTIFICATION
A. PRODUCT NAME: Cellprep LBC Solutions (Cellprep Respiratory Tract Solution)
B. APPLICATION: Ethanol based, Medical preservation liquid for cell cultures.

C. COMPANY IDENTIFICATION BIODYNE CO.,LTD.
24-4, Achasan-ro 5-gil, Seongdong-gu,
Seoul, 04793, Republic of Korea
Phone; +82-1522-4811 / Fax: +82-70-4903-0901

2. | HAZARDS IDENTIFICATION
A. NATIONAL FIRE PROTECTION ASSOCIATION (NFPA) CLASSIFICATION

HEATH HAZARDS = 0~1

FLAMMABILITY =0

REACTIVITY =0

SPECIFIC HAZARD = N/A

Rating: 0 = Insignificant 1 = Slight 2 = Moderate 3 = High 4 = Extreme

PRECAUTIONARY STATEMENTS

PREVENTION

Obtain special instructions before use (P201).

Do not handle until all safety precautions have been read and understood (P202).
Keep container tightly closed (P233).

Ground/bond container and receiving equipment (P240).

Take precautionary measures against static discharge (P243).

Do not breathe dust/fume/gas/mist/ivapors/spray (P260).

Wash eye thoroughly after handling (P264).

Do not eat, drink or smoke when using this product (P270).

Wear protective gloves/protective clothing/eye protection/face protection (P280).
Use personal protective equipment as required (P281).

RESPONSE

IF ON SKIN (or hair): Rinse skin with water/shower.

In case of fire: Use manufacturer/supplier or the competent authority to specify appropriate media for extinction. IF
IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

If eye irritation persists: Get medical advice/attention.

IF exposed or concerned: Get medical advice/attention.

IF exposed: Call a doctor/physician.

Get medical advice/attention If you feel unwell.

STORAGE
Store in cooliwell-ventilated place. If/!
Store locked up.
DISPOSAL
Dispose of contents/container in accordance with tocal/iregional/national/international regulation.
3. | COMPOSITION / INFORMATION ON INGREDIENTS
1/6
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MSDS (MATERIAL SAFETY DATA SHEET)

IN |O d y N e PRODUCT Rev 6.3

Cellprep LBC Solution

CHEMICAL NAME CAS No. ENCS Number* )
Ethanol 64-17-5 2-202 34%
Dhwater 7732-18-5 : 49%
Glycerine 56-81-5 - 16%
Phosphorous acid 7664-38-2 - 0.48%
Ammonium acetate 631-61-8 - 0.48%
Sodium Citrate Tribasic Dihydrate 6132-04-3 - 0.04%
4. FIRST AID MEASURES

A. EYE CONTACT
Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do. Continue
rinsing. If eye irritation persists, get medical advice/attention.

B. SKIN CONTACT
Rinse skin with water/shower or wash with plenty of soap and water. If skin irritation or rash occurs, seek medical
advice/attention. Wash contaminated clothing before reuse.

C. INHALATION
Not a likely route of exposure. If breathing is difficult, remove to fresh air and keep at rest in a position comfortable
for breathing. If experiencing respiratory symptoms or feel unwell, call a doctor/physician.

D. INGESTION
Not a likely route of exposure. Do not induce vomiting without medical advice. There may be irritation to the gastro-
intestinal tract with nausea and vomiting.

E. MAJOR TOXIC SYMPTOMS AND EFFECTS
Inhalation of high concentration of vapor may cause mild irritation of the respiratory tract. Frequent or prolonged
contact with product may defect and dry the skin, leading to discomfort and dermatitis.

F. NOTE TO PHYSICIAN

Prolonged or frequently repeated skin contact may aggravate an existing dermatitis condition in some individuals.
Based on the individual reactions of the patient, the physician's judgment should be used to control symptoms and
clinical condition.

5. FIRE FIGHTING MEASURES

A. SUITABLE EXTINGUISHING MEDIA
General extinguishing media is usable.

B. SPECIFIC HAZARDS ARISING FROM THE CHEMICAL
No cause of harmful hazards arose from the chemical.

C. SPECIAL PROTECTIVE EQUIPMENT AND Pri™MU A FOR FIRE FIGHTERS
In case offire, wear a full face positive-pressure sel*n”ir*-&eathing apparatus and protective suit. Keep
containers cool with water spray.

16. ACCIDENTAL RELEASE MEASURES

A.  PERSONAL PRECAUTIONS, PROTECTIVE EQUIPMENT AND EMERGENCY PROCEDURES
Use personal protective equipment recommended in Section 8 (Exposure Controls/Personal Protection). Stop or
reduce any leaks if it is safe to do so. Have emergency equipment (for fires, spills, leaks, etc.) readily available.

B. ENVIRONMENTAL PRECAUTIONS
Prevent material from entering sewers or watenways.

C. METHODS AND MATERIALS FOR CONTAINMENT AND CLEANING UP
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-% tody ne PRODUCT Rev 6.3
Cellprep LBC Solution

Clean with towel or paper towel on its spill.
7. | HANDLING AND STORAGE

A. PRECAUTIONS FOR SAFE HANDLING
Do not get in eyes, on skin, on clothing. Do not take internally. Use with adequate ventilation. Try not to breathe

vapors/gases/dust. Keep the containers closed when not In use.

B. CONDITIONS FOR SAFE STORAGE, INCLUDING ANY INCOMPATIBILITIES
Store in suitable labeled containers. Store the containers tightly closed. Store away from heat. Keep containers
placed in cool, well-ventilated areas. Have appropriate fire extinguishers available in and near the storage area.

8. | EXPOSURE CONTROLS/PERSONAL PROTECTION

A. OCCUPATIONAL EXPOSURE LIMITS
KOREA
Korea. OELs (iSHL Article 42; MOL Public Notice No. 1986-45, as amended through MOL Public Notice
No. 2007-25, June 8, 2007)
CAS RN: 64-17-5
Name: Ethanol
The 8-hour TWA: 1,000 ppm
The 8-hour TWA: 1,900 mg/m3
The 15-minute STEL: - ppm
The 15-minute STEL: - mg/m3
JAPAN
Japan. OELs - JSOH (Japan Society of Occupational Health: Recommendation of Occupational
Exposure Limits, 2007)
CAS RN: 64-17-5
Name: Ethanol
Not established.
OSHA
OSHA Table 2-1 Limits for Air Contaminants (June 30,1993) (29 CFR 1910.1000) (1971 Permissible
Exposure Limits (PELS))
CAS RN: 64-17-5
Name: Ethanol
The 8-hour PEL: 1,000 ppm
The 8-hour PEL: 1,900 mg/m3
NIOSH
NIOSH. Pocket Guide to Chemical Hazards. 2005
CAS RN: 64-17-5
Name: Ethanol
NIOSH Recommended exposure limit (REL) [for up to a 10-hour workday during a 40-hour
workweek]: 1.000 ppm.
NIOSH Recommended exposure limit (REL) [for up to a 10-hour workday during a 40-hour
workweek]: 1,900 mg/m3.
NIOSH Immediately dangerous to.life or health (IDLH) concentration: 3,300 ppm

B. ENGINEERING MEASURES
General ventilation is recommended. Use local exhaust ventilation if necessary to control airborne mist and vapor.

Provide mechanical ventilation of confined spaces.
C. INDIVIDUAL PROTECTION MEASURES
GENERAL ADVICE

The use and choice of personal protection equipment is recommended when use of the product, the workplace
and the way the product is handled. In general, we recommend as a minimum precaution as wearing gloves.

3/6
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MSDS (MATERIAL SAFETY DATA SHEET)

IAiO dyn e PRODUCT Rev 6.3

Cellprep LBC Solution

RESPIRATORY PROTECTION

If Significant mists, vapors or aerosols are generated an approved respirator is recommended. A suitable filter
material depends on the amount and type of chemicals being handled. If respiratory protection is required, institute
a complete respiratory protection program including selection, fit testing, training, maintenance and inspection.

EYE PROTECTION
When handling this product, the use of splash chemical goggles can be used when necessary.

HAND PROTECTION
Wearing appropriate chemical resistant gloves are recommended.
Regular glove replacement is recommended.

SKIN PROTECTION
No specific harm on skin. Wearing appropriate chemical resistant cloths are recommended.

19. | PHYSICAL AND CHEMICAL PROPERTIES
A. PHYSICAL APPEARANCE: Clear, colorless liquid.
B. ODOR;: Mild Characteristic odor.
C. ODOR THRESHOLD: No data available.
D. pH: No data available.
E. MELTING/FREEZING POINT: No data available.
F. INITIAL BOILING POINT/BOILING POINT RANGE: No data available.
G. FLASH POINT: About 30X *
H. EVAPORATION RATE: No data available.
l. FLAMMABILITY (GAS. SOLID): Not applicable.
J. UPPER AND LOWER EXPLOSION LIMITS: No data available
K. VAPOUR PRESSURE: No data available.
L. SOLUBILITY: Soluble in water.
M. RELATIVE VAPOUR DENSITY: No data available.
N. SPECIFIC GRAVITY: No data available.
O. n-OCTANOI7TWATER PARTITION COEFFICIENT: No data available.
P. AUTOIGNITION TEMPERATURE: No data available.
Q. DECOMPOSITION TEMPERATURE: No data available.
R. VISCOSITY: No data available.

* Sample was not flashed until boiled (about 300

110. | STABILITY AND REACTIVITY

A. CHEMICAL STABILITY
Stable under normal conditions.

B. POSSIBILITY OF HAZARDOUS REACTIONS Hazardous polymerization will not occur.

C. CONDITIONS TO AVOID
No specific conditions to avoid.

D. INCOMPATIBLE MATERIALS
No materials to be incompatible.

11. TOXICOLOGICAL INFORMATION
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A. INFORMATION ON THE LIKELY ROUTES OF EXPOSURE
EYE CONTACT: Yes.

SKIN CONTACT: Yes.

INGESTION: No.

INHALATION: No.

B. SYMPTOMS RELATED TO THE PHYSICAL, CHEMICAL AND TOXICOLOGICAL CHARACTERISTICS
No data available.

ACUTE TOXICITY:

- Oral: None known. No data available.

- Skin: None known. No data available.

= Inhaistion: None known. No data available.

Cmcummldmwdm or contact with defect and dry the fead
G ¥ Froquent o proonged product may defect and dry the skin, leading

Can cause mild iritaltion to eye.
RESPIRATORY ORSKIN SENSITIZATION:
This product is not expected to be a sensitizer.

CARCINOGENICITY:

ACGIH Carcinogen Category: A4 (not classifiable as to carcinogenicity in humans).

None of the substances in this product are listed as cercinogens in humans by the International Agency for
Research on Cancer (IARC), American Conference of Governmental Industrial Hygienists (ACGIH).

ASPIRATION HAZARD:
None known. No data available.

112 | ECOLOGICAL INFORMATION

* No toxicity studies have been conducted on this product. The following results are for the hazardous

A. AQUATIC AND ECOLOGIC TOXICITY
Occurrence of scologic toxicity is possible when exposad or deposed in soll for long period of time.

B. PERSISTENCE AND DEGRADABILITY
The organic portion of the substances is expected o be biodegrade to a moderate extent.

C. BIOACCUMULATIVE POTENTIAL
The product not expected to significantly bioaccumulation due to low bicaccumulation facior (BCF) and
ocianoliwvater partition coefficient.

D. MOBWLITY IN SOIL
None known. No data avallable.

E. OTHER ADVERSE EFFECTS
None known. No data available.

|13. | DISPOSAL CONSIDERATIONS
A. DISPOSAL METHODS
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Cellprep LBC Solution
Hazardous wastes must be transported by a licensed hazardous waste transporter and disposed of or treated in a
properly licensed haza'dous waste treatment, storage, disposal or recycling facility.
Consult local, state, and federal regulations for specific requirements.
B. PRECAUTIONS (ON DISPOSAL OF COTAMINATED CONTAINERS AND PACKAGES)
Do not dispose of wastes in local sewer or with normal garbage. Combustion products are carbon monoxide,
carbon dioxide and water.
114, | TRANSPORT INFORMATION
UN No.: 1170.
Proper Shipping Name: ETHANOL SOLUTION
CLASS: 3

PACKING GROUP. llI

m O O mw >

Not restricted under IATA regulations
| 15. 1 REGULATORY INFORMATION

INTERNATIONAL CHEMICAL CONTROL LAWS

EUROPE

The disclosed substances in this product are included in or exempted from the EINECS or ELINCS inventories.
us.

The disclosed substances in this product are included on or exempted from the TSCA 8(b) Inventory (40 CFR
710).

JAPAN

The disclosed substances in this product are comply with the Law Regulating the Manufacture and Importation of
Chemical Substances and are listed on the Minist* of Economy, Trade and Industry (METI).

KOREA

Observational Chemicals List - None of the components of this product are regulated under TCCL.

I 16. | OTHER INFORMATION

This product material safety data sheet provides health and safety information. The above information is believed
to be correct but does not propose to be all inclusive and shall be used only as a guide. BIODYNE CO..LTD. shall
not be held liable for any damage resulting from handling or from contact with the above product. Each individual
should make a determination as to the suitability of the information for their particular purpose(s). Various
government agencies may have specific regulations regarding the transportation, handling, storage, use, or
disposal of this product which may not be covered by this MSDS. The user is responsible for full compliance.

A. REFERENCES

Regulated chemicals Info, produced by the National Institute of Technology and Evaluation, Japan.
Chemicals Evaluation and Research Institute, Japan (CERI)

WHO/IPCS : International Chemical Safety Cards (ICSC),

EU European Chemicals Bureau (ECB): International,Uniform Chemical Information Database (IUCLID). Ariel
Weblnsight DB (3E Company).

Korea Testing & Research Institute

B. OTHER INFORMATION

- Date issued: April 01, 2024
- Version number: 6.3
- Technical Support and Revised from Attached Research Center of Biodyne Co., Ltd.
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2024'A 188687 Registered No. 2024-8868

91 NOTARIAL CERTIFICATE

As a result of checking at my office, | have

=L$\- ‘JINJtirtg-. found that the attached INSTRUCTIONS
FOR USE copy exactly corresponds with
the original.

2024KkE 5L 29 s -1 7?1 This is hereby attested on this 29th day of

May, 2024 at this office.

Name of the office
HANMI LAW AND NOTARY OFFICE

Belong to
A A A A Seoul Central District Prosecutors’” Service

Address of the office

6 ,B-& 10 Twintree Tower(B) #101,6 Yulgok-ro,
1S Jongno-gu, Seoul, Republic of Korea

Notary Public JUNG HYUNG KEUN

rz2i

rr» <3

VlinraiZZritSignature of Notary Public) i

This office has been authorized by the
Minister of Justice, the Republic of Korea,
to act as Notary Public since March 14,
2007 under Law No. 7428.
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Mepesoa ¢ aHTIUACKOrO W KOPHCKOTO RILIKOS

KBAADATHLIG LITAMNGLI HA KRXGOH CTPRHMGS:
HoTapsanuian 1 1I0PHANNSCEKMNA KOHTORS XaHnMn
Hotapiyc Bxyw Xon K

HOTAPUANBHAS U IOPUIUMECKAR KOHTOPA XAHMU
Mopa 1opHcANKUNei LSHTPANLHON PANONHON NPOKYpaTYPLI Ceynia

Mpunoxerne. Gopma N 41 Ten: 733-3955-6 daxc: 733-3950
Teuxvpk Tayap (B) 101, 8 I0nrox-po

PervcTpauuoHHeIR Homep 2024 - 8868

HOTAPUANBHOE CBUAETENBLCTBO

MinomGa: HOTAPHANBHAR U IOPHAUYECKARA KOHTOPA XAHMU

HOTAPUANBHAA U IOPUANYECKAA KOHTOPA XAHMW
Tauntpu (B) 101, 8 lOnrox-po,
Younory, Ceyn, Pecnytinma Kopen

210 s X 297MmM (TlepepaboTantan Gymars (1 copT) 70piu)
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Cellprep

HoBoe noKosieHre XUOKOCTHOW LMTOorn

«Cellprep» 30eck 1 ganee no TEKCTY Takoke untatb Kak «Cesvinpen)

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

PactBop Cellprep gns
nccnejoBaHUin opraHos
AblXaTeNbHON CUCTEMbI
(Respiratory Tract
Solution) nnpoyeccopy
ONA NOATOTOBKM
LUTONOTUYECKNX
npenapaTtoB MeTO040M
XUAKOCTHOWN LNUTONOTUMN

PykoBoACTBO MO
NMPUMEHEHUIO

WWW biodyne.asia

''Biodyne

K&HbIH YaH

JvpekTop no kayecTey

Y1BepxaeHo <MNOMNCb>

LLfranmn:

BroayH

24-4 AuxacaH-po 5 Kb,

CoHpoH-ky, r Ceyn, Pecrny6nvika Kopesi



OrnasneHne

1. O6wian undopmanus 8

2. Onucanue pacreopa Cellprep ana uccnefosanuil OPrasoB ALIXATANLHON CHCTOMDI
(Respiratory Tract Solution)

2.1. Hasnavenue, noxasanus u nPOMueONIOXBIaHUR
2.2. Onucanue pacmeopa
2.3. Npunyun deilcmeun
2.4. Kounnexm nocmaexu
3. Tun aHanuanpyemoro oSpasua

4. Unpopmanun o6 ycnoaunax, HeoSxoanmbix ana cBopa, o6padorkn u noarorosku oGpasyos,
ALHALIS NO CTACUABLHOCTH AHANUIUPYEMbLIX OOPA3UOR, B TOM YHNCNE YCNOBUS M ANNTONLHOCTL
XPAHOHWUA, YCIIOBHA TPAHCTIOPTHPOBKN, OFPEHHYEHNA NO LNKITAM 3AMOPOIKH (PASMOPRXWBANMA). 7
5. UnpopMauua o NoTRESHTENAX W NOTENLUNANBLHLIX NONLIOBATENAX 8

6. Ycranosxa 8

N NN »

7. Mpumenenne pacraopa Cellprep AnA HCcneROBAHNA OPraHoOs ALIXATENLHON CHCTOMb!
(Respiratory Tract Solution) 8

7.1. Onucanue meduyuncxux usdenuil unu usdenuil, He RENMOULUXCR MOOUUUNCRUMU, HO
npedycMompentbix OnfR COBMOCMHOR0 UCNONL30esHUss ¢ pacmeopom Celiprep Ons

uccnedosanuil opsanoe duixamenviol cucmenbi (Respiratory Tract Solution) 8
7.1.1. OSopydoeanue Ons nNPUSOMONSHUR npenapamos Onn monKkocnolinoso
HUUMONOBUYOCKOEO UCCNIOd08aHUR UNU NudxocmHOU yumonosuu. 8
7.1.2. fipedmemusie cmexna 8
7.1.3. Bopmexc

7.2. fpumernenue pacmeopa Coliprep dns uccnedoesnull opeanos dbixamenbHol cucmesmbl

(Respiratory Tract Solution). 9
7.2.1. Mokpoma 9
7.2.1. BpoNxusnbibie CMbiebi, SpoHxXuansNen Gpaur-buoncus )

7.3. Yemanoexa suanii ¢ pacmeopom Celiprep dns uccnedosanuil opasaroe obixamenbioll
cucmembi (Respirstory Tract Solution) e oSopydosanue dns npusomMosneHus npenapamoe Onn

MOHKOCNIOUHOSO LUMONOSUHECKOBO UCCISO08ANUR /NUONOCIMNOD YUMONORUU ..ucevicene F—
7.4. Mnmephepupyouiue seLECTIea UNU OSPAHUYEHUS, CER3aNHbIe ¢ npobold, xomopsie
MOSYM NOGAURMDb HE POIYNLMAM UCCNBO0SAHUR 17

7.5. Hoesmudpuxayusn meduyumcxux usdenuil ¢ yemsio nonyvenus Gesonacnol xomburayuu u
(unu) ungpopmaius 06 U3BECMHLIX OPAHUYGHURX 110 COSMOCMHOMY NPUMEHENUIO

meduyuncxux usdenud 17
8. Texnnueckue xapakrepucTuku pacreopa Cellprep Ann HCCNoAOBaAHNNA OPraHoB AbIXATENLHOR
cncromnl {Respiratory Tract Solution) 18
9. PoxoMoHAAUMM N0 OKPAMIMBAHKIO NPENAPATOR 19
10. HUCNOBLIS CTAHAAPTHLIS IHAUSHNA QNA BCACHIBANNA (PexuMbl A. B, C.) Ann npoueccopos
ANA MUAKOCTHON LUNTONOrMN 19
11. MpepocTepemennun N NPORYNPOXASHHA 20
12. Yonoaun TpancnopTHPOBKM W XPAHOHMA 20
13. Ynaxosxa 20
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14. UaenTuPUKaUA cumBOnoB

15. OTBETCTEROHHOCTL NPONIBOAUTENA
16. PemoNT u TexHuveckos obenyxusanue

17. Ouncria u Aeanndexumn

18. FapaHTHR W CPOK rOQHOCTH

19. Yrunnazauusn

20. Unpopmauna 0 NEPEOHANANLHOM BhiflyCKe W NEPOCMOTPS PYKOBOACTBE NO NPUMOHEHNIO ...

21. NMepousHb NPUMEHASMbIX CTANAAPTOB

SR|RBBUENR

Mpunoxenne Na1.

Copruduxar ananusa pacraopa Cellprep ana nccneposanmii OpraHoBs ALIXETONILHON CHCTOMbS

{Respiratory Tract Solution) (oGpaseu).

Mpunoxetine Ne2
Macnopr GesonacHocTi

8 u
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1. Ma

Haasanne meanumuHckoro usnenus — «Pacteop Celiprep ans wccneaoBaHui OPraHOB AMXATENLHON
cucremb! (Respiratory Tract Solution) x npoueccopy ans NOAroTOBKK UMTONOMMYECKHX NPeNnaparos
METOAOM XHAXOCTHON UuTOnOrMw» (fanes - "Pactaop Cellprep anA mccnegosaHwit  opraHos
AbixarenbHoh cuctemsl (Respiratory Tract Solution)”, «Pacteop AnA wccnenosanwil  OpraHos
AvixarenbHod cucrembl (Respiratory Tract Solution)», «Respiratory Tract Solution», “Pacreop(bi)
Celiprep®, "meauuurckoe nagenue").

Pactsop Cellprep ana nccneaoBaHiA OpraHos
AbixarenoHok cuctembl  (Respiratory  Tract
£.m Solution) cnocoScTeyer  omTUMansHoi

; : KOHCEPBaUMK KNETOK MOKPOTH, GpoHxmanbHbix

i ; cMbieos,  OpoHxuaneHOW  Gpal-GHONCHu,
[ ey GpOHXOANLBEONAPHOrO nasawa, COXPAHRA WX
MOpdonorMio, He ASPOPMUPYR AAPa K HE
BbI3LIBAA MMNBPXPOMA3HIO.

Menonuioganne;
Fo AOnA uccneposaHA Ha pak nNernmx, rNOTK,
Mg TOPTaHM, ALIXaTENbHLIX NyTeit

Creuvancho paspaboTanHan Buana, B KOTOPOH COAEPXUTCH PAcTBOP, ONTUMKSHPOBAHA ANA YCTpolicTs
Cellprep AnA XMAKOCTHON LNTONOrUK.

Kpbilka Buanel COCTOUT U3 ABYX YacTeil: CPeANARA KPLILLKA W BEPXHARA Kpellwka. [JaHHOA KOHCTPyKUMeH
NPEAYCMOTPEHO, MTO NOCNe BIATUA MaTepHana y MauWeHTa, Bpay MOXET OTKPHTH TONLKO CPEAHIoo
KPbILLKY ¥ NOMecCTUTe oOpaselL B BKany ¢ pacTeopoMm. BepxHAA KpbiwKa Buanst MoxeT Suith OTXpeITa
TONLKO NPOLIECCOPOM ANA XMAKOCTHOR uuTonorvu Celiprep 8 npouecce NOArOTOBKM Npenapara.

CpepHan KpHiLLKA WMEET BCTPOEHHLIA HAHONONUICTEPOBbLIA (DUNLTP, KOTOPHLIA NOMOrasT YASNATL
nNpUMecy ¥ NonyJaTk MOHOCNORHLIA Npenapar,

BeTposremit
amrp

Bepxyan
KPR SHA

3 Cpeanan wbiuae

Brara c sepxned Brana OCss  sepineil
KOLRURCH KPOILKN
MeauumwHckoe H3Zenue nNPeaHasHaMeHO ANA KNWHUMECKOW nabopaTopHOR AuarHocTWkM (in vitro
AUSTHOCTHKM).
Wanenwe npegHaHa4YeHo TONLKO ANA OAHOKPATHOTO NPUMEHEHNS.
Knacc noresLmanbHoro pucka NpuMeHeHUs pacteopa — 2a
TN MEAWLIMHCKOrO U3AGNNA B COOTBETCTBUAN C POCCUICKON HOMEHKNATYPHON Knaccupuxaumrel —214660.

Haasanwe pacTsopa Karanoxnuiél Ne Ofvem
Pacteop Cellprep ana uccneaosanui RPT-1000 20 mn
OPraHon AXATeNbHOR CUCTAMbBI
(Respiratory Tract Solution)
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X K 2  J
MeauumHcKoe UsZienue NnpeaHasHajveHo TONLKO ANA NPOMECCHOHANBHONO NPUMEHEHUS.

Pacteop Celiprep ans uccnegosanuii opranos AbixaTenbHoil cucTembl (Respiratory Tract Solution) «
NpoUeccopy ANA NOAMOTOBKW LUUTONOTUMECKMX NPENaPEToR METOAO0M XKAKOCTHON LIMTOAOrUM OTHOCHTCS K
MEANUMHCKNM WIAGNUAM, KOTOPBIE HE UMSIOT NPAMOTD WK ONOCPEAOBAHHONO KOHTAKTA G OPraHMIMOM
yenosexa.

MegvuuHckoe H3fenue He CTEPUNLHO W CTEPUNKSALIMK HE NOANENKNT.

Pacreop Celiprep anA wccnegosanMit OpraHoOB AbixaTencHoli cucTembi (Respiratory Tract Solution)
ABNACTCA BCMOMOraTenkbHbiM M3AENHEM ANA in VItro AWarHOCTUKW ¥ NPEeAHaSHAYSH ANR KOHCEPBALIUNW
CMYWEHHbIX  KNeTOK  MOXpOTH,  OpoHxuanbhbix CMbIBOB, GpormxmanbHol  Gpaw-Guoncus,
CpOoHX0aNLBEoNAPHOND NABaXa C LieNbio NOCNEAYIOUero NPUIOTORNEHNS NPENnapaTos Ha NPeaMETHOM
CTEKN® METOAOM MHMAKOCTHOR LMTONOMMU C HCNOMBIOBAHHEM NPOLBCCOPa AN MPHIOTOBNEHWA
NpPenapaToB ANA TOHKOCNOAHOrO uuTonormyeckoro uccnegosaxna Cell Prep Plus unu cucremu Cellprep
AUTO aAnA NPUroTORNESHKA NPENApaToB METOAOM XMAKOCTHON LUUTONOMMU.

MonyyeHHbie Ha NPEAMETHOM CTEKNE MOHOCNOWHLIE NPENapaThi OKPAWMWBANOTCS B COOTBETCTBUM C
NPHHATHIMK TIPOTOKONAMU C NOCAEAYIOWLeA UHTepNpeTauwell peaynsTaTos.

[IpOTHRONOKRIHWA:
He npeAHasHaueHL! ANA KOHCEPBAUWN MMCTONOMYecKkuX ofpasuos (Guoncun).
OoBoynLie ReNCTBNS:
=H@ NPUMEHHMO.
Onncanne Lianesoro aHanura He npuMexumo
DYHKUNOHANbHOS HAasHAYeHNS Bcnomorarentioe wuspenwe AnR  in  vitro

ANarHOCTUKN

Cneuncuveckos paccTpoicTeo, coCTORHNe WK daxTop | MoaospeHre Ha HANWMME ANOKAYECTBEHHOI
pucka, anA  OGHapYXeHUR, ONPedEeneHus WK | ONYXONU OPraHOB AbIXATENbHOW CHCTEMDI.
AnbdepenyuposaHua KOTOpOro NpeAHAHAYEHO
MEAUUWHCKOE WSASNUEe ANA AWArHOCTHKM in vitro

MonynaunoHHbie, aeMorpaduyeckue acnexTb T’acnaop Cellprep ana uccnegosaHuil opraHoB
NPUMEHEHUS MBZWLMHCKOrO KIAENNA ApixaTenbHoh cucremt (Respiratory Tract
Solution) npegHasHayeH ANA KOHCEpPBaUWN
CNYWEHHBIX KNeTOK MOKPOTH, OpOoHXMaNbHLIX
cubisos,  OpoHxuanbHoR  Gpaw-OGuoncuw,
OpoHXOanLBEONAPHOrO NaBama, BIATHIX Y
YENOBEKA BHE SABWCHMOCTW OT nona, pacsl ¥
BO3PACTHLIX PAANUYMA NALIMEHTOB.

Coenenna 00 aHANUTUHECKOR uyBCTBUTENLHOCTU (NOpOr | He nprmeHuMo
oBxapyxeHus), QHANUTUMECKOH CNOUWDNMHOCTH,
AVarHOCTUYECKON YYBCTBUTENLHOCTU U AUArHOCTHYMECKOM
cneLnPuUHOCTH.

42, Qnucarye pacmeopy
BecuseThHan npospavHan xmarocTb 683 NOCTOPOHHKX NPUMECceil
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COCTAR RACTRODA

Komnorenme:
XUMUMECKOE HA3BAHUE Homep CAS % (m.8.)
Sraxon 64-17-5 4%
AenoHuaposanHas BoAa 7732-18-5 49%
Cnuuepun 56-81-5 16%
dochopHan kucnoTa 7664-38-2 0,48%
AUETaT AMMOHUA 831-61-8 0,48%

_Harpus uutpar guruapar 6132-04-3 0,04%

Pactsop Celiprep ans uccnefoBainil opraHos AbiXaTenbHol cuctemsl (Respiratory Tract Solution) He
COAGPXKMT 8 COCTABE NEKAPCTBEHHLIS CPOACTEA ANA MEAWLIMHCKOIO NPHMEHEHNS, MATEPHANBI XUBOTHOMN
W YENOBAYECKOTO MPOUCXOKAGHUA.

£&3: loupuyn dedcmeyn

- Pacrteop xoncepsupyeT u ukcupyeT cobpaHHbie KNSTKU.

- 3acduxcuposaHHbiA B Buane marepuan (oBpasey) NPu COXPAHEHNN TEMNEPATYPHOMD PEXHUMA OT
+10°C Ao + 30 °C MOXET MCROMNLIOBATLCA ANA NPOBEAGHKHA HCCNEA0BAHUA METOAOM HHUAKOCTHOM
UMTONOMMK A0 3 MECALES.

£4. Komnnexm nocmaexu

Pactsop Cellprep ans WCCNEAOBaHWA OpraHOB AvixarentHoW cuctemsl (Respiratory Tract Solution) K
npmwoc?pyam NOArOTOBKU LIMTONOTHYECKHX NPENAPATOs MOTOAOM XHAKOCTHOM| LIMTONOMMK

1. Pacteop Cellprep Ana nccnegosannit oprados AbixarensHoil cucteme: (Respiratory Tract Solution) x

NpOUSCCOPY ANK NOAFOTOBKK LIMTONOTHHECKUX NPENapaTod METOAOM KIWAKOCTHOR yutonoruw, 20 mn —~ 25
wr./yn.

2. PyxoBOACTBO NO NPUMEHEHMNIO B NEUATHOM POpMaTE — 1 WT. HA TPAHCNOPTHYIO kopoOky (200 wr.enan).

3. Tun ananuaupyesoro o6pajua

Cnyujerssie  KneTkM  MOKpOTH,  GpONXManbHbIX cwmbisoB, Oporxuanbhoil  Gpawr-GUoncHw,
GpoHX0aNbBeonAPHONO nasaxa.

PexomeHgaLmm no opraHusaluu npeasaputenbHoro (AonabopaTopHoro) srana patoTul ¢
obpasuamu.

Bastue oSpasya 3. Moxpora

CeaxesbiZENeHHYIO MOXPOTY, NONYUSHHYIO NYTEM OTKAWNUBAHUR, COGHPAIOT W
nomelwtaloT B eMany ¢ pacteopom Cellprep amm wechenosaHwil oprasos
AbixaTensHo# cuctemsl (Respiratory Tract Solution), okono 3 cwm® oSpasua. inna
NONYYSHWA NONHOUSHHOMO Marepuana kawene gomxed Obimh ‘rnyGokui”,
cobupaTs MOKPOTY HeoBXOANMO A0 LI, NOCNe YNCTKH 3ySos.

PONANMIILNENG WIS s LIRFLITE N PYe RV IDEN VLN AP P ¥ A

pHanoM AnNs LMTONOMM4ECKOro OBAHUA MOXET CYNMTD; METEPHAN
GPOHXOCKONUK (MyHKTaT onyxonw, omedarok ¢ Guontara, cockol wWweTkon,
GpoHxuonoansseonapHiiil nasax (BAJ), upecGpoHXuanovHan NyHKUMA (nofa
BU3yanbHLIM KOHTPOMeM WNK nNog KowTponem Y3WU). Mpu nogospeHun Ha
onyxonesbiil npouecc U Heyaauax MOPPONOTMUECKOrO WCCNSA0RAHUA STOrO
MaTepuana BLINONHRIOT TPAHCTOPAKANBHYID NYHKLWIO. KpOM® TOro, MOXHO
WCCNOA0BATL LMTONOTMHECKUM METOAOM  MaTepuan, nonyueHHui npu
MEAUACTUHOCKONUM, TOPAKOCKONKK, BO BPEMA ONepaLiun.
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ﬁacraop Celiprep ANA WCCNBAOBAHWA OPraHoB AbIXATENbHOAW CUCTEMDI
(Respiratory Tract Solution) koncepsupyeT ¥ PukcupyeT COGPaHHBI@ KNETKM,

Mapxupoeka

Mpomapkupyitte Buany ¢ 0GpasLIOM B CNISLIMANBHO NPSAHAIHAYSHHOM MECTE Ha
JTUKETXE® BUANE! (PyuHaA NOANUCH B COOTBETCTBUM C HanpasneHMem wunwu
HaKNeRKka co LWTPUX-KOAOM)

XpaHeHue

3atpurcuposaHiblidi B Buane wmarepuan (o0pasel) npu  COXpaHEHWM
TemneparypHoro pexmuma ot +10°C g0 +30°C MOXST MCNOALIOEATLCA ANA

APOBEACHUA WCCNOAOBAHUA METOROM XWAKOCTHON UUTONOTUKA 40 3 MECALIeB.
Sanpeweno 3AMOPEXNBAHHE/OTTANBAHKS,

OxnaxaeHwe, Tem Gonee samopaxwsaHue, Kak HedWUKCUPOBAHHOro, Tak W
(PUKCHPOBaHHOO MaYEpPUana He AONYCKASTCA KATErOpHHecKN.

P'T'paucnopmpoewa TpancnopTupoeka npy Temneparype ot +10 °C ao +30 °C.

Toneko AN NPOPECCUOHANBHOMD WCMONL3OBAHUA (BPAY KNWHWKO-AUArHOCTUMECKOH nNaBopaTopun,
denvawep-nabopan).

Mepea Havanom pabotel ¢ pacteopamu Cellprep NEpcoHan AOMKEH BHUMATENBHO OSHAKOMHTBCA C
PyKOBOACTEOM MO NPUMEHEHHWIO U NPORTYH OBYNeHNS,
HOB

He npumeHnMo.,

Pacteop Cellprep ana uccnenoBaHuil OpraHoB AbixarventHoid cuctembl (Respiratory Tract Solution)
NONHOCTBLIO FOTOB K HCTONBL3OBAHKIO U He TpebyeT NOAroTOBXM.

1) Mpoueccop ANA NPWOTOBNEHUA NPEnapaToe ANS  TOHKOCNOWHOTO  LIMTONOIMHYECKOro
uccneposaiua Cell Prep Plus, ¢ npuHagnexsocTamu, npoussoacrea «buogwH Ko., Slta.», Kopes,
(perucTpaunonHoe yaocroseperwe Ne ©C3 2010/07117) npepnasHajeH Ans ¢ukcauuu ¥ nepeHoca
KNETOK pasfitiHbIX GUONOTMHECKUX XMAKOCTEA OpraHusMa U 06PasLoB TKaHeH U3 BHanbl Ha NPEAMETHOR
CTeKNO C POPMUPOBAHNEM KIETOUHOMD MOHOCINONA Taknm oBpasomM, yToGul oGpasLibi Gbink NPHTOAHLI AN
A3NbHEHAWEro OKPaLIMBAHKA W MHKPOCKONUYECKOTo aHanuaa. [lanee no yexcty - Cell Prep Plus.

2} Cncrema Cellprep AUTO ana npuroToBneHusl NPEnapaToB METOAOM JKMAKOCTHOH ULMTONOMMM,
nponssoacrea «Bnogun Ko, Jita.» Kopesn, (peructpaumonHoe yaoctosepenwe NeP3H 2020/11462)
BCROMOraTencHos obopyaosaHune, NPeAHAsHAYSHHOS AN NOATOTORKW MOHOCNOAHOND LMTONOTMNECKOTO
npenapara MeYTOAOM XWAKOCTHOW UMTONOMKM ANA AANbHEHLLEro OKPAIMBAHUA W WCCNeAOBaHUA
Npenapara B MUKPOCKONS € UeNblo paHHeR AWArHOCTUKM NPEAPAKOBRIX COCTOAHWA, BbLIABNEHUA
OHKONATONOMUMK U CTENSHW 86 SNOKavYecTBeHHocTy. flanee no texcty - Celiprep AUTO.

Buany ¢ pacreopom Cellprep ans uccneaobaHuil OpPraHOB AbIXaTeNbHOW cuctemsl (Respiratory Tract
Solution) u oSpa3uom MaTepuana BHyTpH HeoSX0AUMO NOMECTHTL B OAHO US BLILLIGYKAIAHHLIX YCTPOHCTE.
B npouecce paGoThi MPUGOP CaMOCTOATENLHO MEPEHOCUT MAaTEpMan Ha NPeAMETHOe CTeKNo ¢
¢opMUpOBaHUeM MOHOCNOA KNETOK ANA AanbHedlued AVArHOCTMKY. 3TO MWUHWUMHSUPYST ownGin 8
AKarHocTuke sabonesanuil, yMeHbWan Konu4ecTao (POHOBOIO MaTepUana Ha crexne,

8
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L1.2. [Ipedmemupie cmexsa

MoMUMO NpeaMeTHEIX CTEKOS, BXOARLLKX 8 KOMNNEKTALMIO NPOUECcCopa ANA NPUIOTOBNSHWUA NPenaparos
ANA TOHKOCAOWHOID UMTOnorMyecxoro uccneposaHus Cell Prep Plus, fonyckaeTcA WCNONbdosaHve
NPEAMETHRIX CTOKON, MMEeIOWMX CXOXWe NapaMeTpbl W XapakTepucTUKW, Hanpnmep, “Crexna pm
MHKPOCKOMUMECKUX UCCNEAOBaHMA MpeaMeTHbie W MOoKpoaHbie®, npoussoacTea «Jlefika BuocKHeTeMC
Puumong, Ykk.», CLUA, perucTpaLMoHHOe yaocTosepexne Ne P3H 2013/1157.

L1.3. Bopmexc

Ona ecTpAXvBaHwA W NepemeliMBaHva Bwanbl ¢ pacteopom Cellprep ans wccnegosaHwili opraHos
AbixaTensHoM cuctemsl (Respiratory Tract Solution) ¢ oOpasyom perxoMeHQYeTCA WCNONL3OBaTh
CNeayiowmMe MeaNLIMHCKIE NIAENUN;

1) «BeTpaxusarens MegMunHCKuil BnGpaumMoHHbid Tuna «Vortex» («Boprexcs) V-3», npousaoactea «CUA
«3]IMHW», [SIA “ELMI"), Nlateun, perncTpaUMOHHOE YAOCTOBBPaHKE

Ne P3H 2017/5468;

2) «Boprexc nepcoHanbHmii V-1 plus», npomasoactea OO0 «BuocaH», [SIA “Biosan”], NaTems,
perwcTpauuoHnoe yaoctosepeHne Ne ®C3 2011/00797;

WK APYTHe CO CXOXUMH TEXHWMECKUMM XAPAKTePUCTUKAMM, Pa3PelLeHHbIe K OGPALLIBHWIO HA TePPUTOPHUW
Poccuidcxoit deaepaunn.

MomecTyTe B BUaNy ¢ PacTBOPOM ANA uccnegosaHui opraHos AbixaTenbHol cuctembl (Respiratory Tract
Solution) oxono 3 cm® obpallia MOKPOTH, B KOTOPOM 6CTb NPUMECH KPOBM MMM X&ATbie NPUMEcH,

npoBeanT® NPOUSAYPY BCTPAXMBAHWA HA BOPTEKCA B TEUEHME KAK MUHUMYM 5 cexyHg, nocne vero
saHKCUPYATE KaK MUHUMYM Ha 20 MUHYT.

B oAy BHany NOMAASTCA TONBKO OAMH O5PAIeL] NAUNENTA.

1) Momecture nonyuexHelil oGpasets 8 NpoGupky 50 mn u npoeeaNTe LUSHTPHMYIrMPOBaHKE B TeveHue 5
MUHYT CO CKOPOCTLIO 2000 0GopoTos B MUHYTY.

2) Ypanure CynepHaTanT, NoOMecCTHTe OCAR0K B BMany C PAcTBOPOM ANA KCCNeA0SsaHWA opraHos
AbixaTencsHol cuctemb (Respiratory Tract Solution) w acTpsxueaiiTe ee Ha BopTexce B TeueHKe 5 cekyHa,
3aTeM OCTasbTe ANS NPEABAPHTENLHOR PUKCAUNW Kak MUHUMYM Ha 20 MUHYT.

@ MNomecTuTe 8 KONUUECTBE OKONO 3 ¢M3 B BUANY.

B oy Buany NOMEMIATCA TONLKO OAWN OBPa3eL NALMONTA.

WrHoBaunoHHaR 3anaTeHTOBaHHam TEXHOMOIMA BO3AYWHOro neperoca (Blowing Technology™),
npuMeHseman B npoueccopax Cellprep, NoseONAET NOAYNUTL MOHOCNOWHLIA NpenapaT awicoKoro
K2YeCTBa W CBECTH K HYNIO NOTEPH KNETOUHOID MATEPUANa NPU UNTONOMMYECKOM UCCNEACBAaHIHN.

B sasucumocTu ot oSOpyAORaHUS:

1. Cellprep AUTO: ycraHosute Buany ¢ OOPasUOM HA CheUManbHbil WTaThe B YCTEHOBNEHHOM
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nopsigke. Tak Kak B 060pyi0BaHMN UMEETCH BCTPOEHHbIA BOPTEKC, CneuvasnbHO nepemMeLlvBatb
Ha BOPTEKCE He HY>KHO.

2. Cell Prep PLUS: nepeg TeM Kak yCTaHOBUTb Buasly C 06pa3Lom B MPOLLECCOp, YCTAHOBUTE ee Ha
BOPTEKC U BCTPSAXHUTE B TeyeHne 10-20 cekyHA Uam XopoLo BCTpaxHUTe 5-10 pas.

CeMprep AUTO: nocne BKA4YeHUs npubopa, BbibepuTe pexmm pabdoTbl HA CEHCOPHOM 3KpaHe
(aBTOMaATMUYECKUI PEXUM NJIOTHOCTM MasKa UM Pexmnm MJ0THOCTU Mas3ka pPyYHbIM Croco6omMm).
Moapo6bHoe onucaHne paboTbl ¢ npubopom ‘Cuctema Cellprep AUTO pand npurotoBneHus
npenaparoB METOAOM >XUAKOCTHOW LUMTONOrMN” NpeacTaBeHo B COOTBETCTBYIOWEM PYKOBOACTBE MO
aKcnayaTaumMm Ha gaHHoe obopyaoBaHue.

ABTOMAaTMYECKUI PEXNMM NNOTHOCTN Ma3Ka

YpepxmBanite KHOMKY SETUP
Cellprep AUTO System [Hactpoiiki] B Teuyenve 3 cekyHg, w
[07bLUE Ha INiaBHOM 3KpaHe.
C»HSIMM (KtnMtl Mod»| Total CeiMt {SttS SA

Ha 3KpaHe MOSIBUTCA 9KpaH HacTPoeK
O CD O Vo €A SB SA nonb3oBaressi.

TWBN Sucttoa M

Gvne eiMMr Kchmn
00000 w1 .

MK>LLE MIO ANNIN)

0- w D

Bolbepute  Turbidity On  [Pexum
M/IOTHOCTY BK/.]

1 I MCHOﬂbByETCﬂ aBTOMAaTMYECKUIA Bb|60p
TArbITY AanwTw M/IOTHOCTW.

User Srt.Jp Scrcon

YCTaHOBWTE MPEAMETHOE CTEK/NO B LLUTATVB
[N CTEKON TaK, YTOBbl CTOPOHA CO LUTPYX-
KofoM 6bln1a MOBEPHYTA KAEPKATe o CTeK/a.
CTOpOHA CO LLTPMX-KOAOM [I0/DKHA CMOTPETh
HA CKaHep LMpUX-Koda U yGeauTech, YTO
[epKaTe/b CTeKNa HaxoauTcsl B MPaBW/IbHOM
MOSIOKEHMN.
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Total Via! Processing Result

(W W wun

Cellprep AUTO System

O O 0 t'»Aj

100 0 OO0

WHENDKHMD

Cellprep AUTO System

CaB Ma<>)

0 0 O mu

TypaofSeatiwan

Gyne
0O00O0O
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Total Caunt
WartomOawet

SMICH
stowtr

ttgSS f*

n
9971

t.2i

JA

w

MpuroToBbTE 1 3arpysvte Buasbl B Tpeli
LS BUaN.

OpOHOBPEMEHHO MOXET ObITb 3arpy>XeHo 0
40 Bvan. MNpeovetHoe cTekno C
HaHeCeHHbIM Ha  Hero  Marepuasiom
BbIXOAMT CO/TaCHO MOpsiaKy paboTsl BUasbl.

Tak KaK B 000pydoOBaHMN  MMEETCs
BCTPOEHHbIA  BOPTEKC, creupanbHo
nepemeLLnBaTh Brasibl HE Hy>KHO.

BcTaBnsiite HOBble Buasbl C MepeaHein
CTOPOHbl TaK, 4TOObl HE OCTaBasioChb
CBOGOHBIX MECT.

3aaBvHbTE Tpeli Tak, YTOObl ero KaHaska
6bl1a BbIPOBHEHA MO MECTY CrieflytoLiero
oTAena npu 3arpyske Tpes 4715 Bual.

Bbi6epuTe T1N 06pasLoB

BblbepuTe pexuimM corniacHo Tury o6pasLioB
HaXKaTeM COOTBETCTBYIOLLMX KHOMOK Ha
CEHCOPHOM 3KpaHe.

[na  o6pasuoB OpraHoB — [AbIXaTesibHOM
CUCTEMbI HXKMUTE (P1ONETOBYIO KHOMKY “R™.

YKabkuTe KO/IMYECTBO BUas 19 06paboTKN.

Mpy HaXXaTMM Ha KpacHble Uudpbl B Mone
Working Count [Cuetumk O6paboTku]
NOSIBUTCS MEHI0 BBOAA LINGpP.



Cellprep AUTO System

CuKstatu* (MiMMt Mod*)

TypeofSli*ctma*i

Gyne

3 *
LTt L0
«THaA eel Kr
wn flm
AP

Statu*

Total Vtdl Processing Result

®» ¢ o o @
W blro
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o W o o

o o W o
cA?21lll 1O

A

BeeauTe Hy>XHOe KO/MYECTBO Buasl B STOM
nore.

HaxxmuTte kHonky START [Crapt]. OTKpbiTve
KPbILLKA  BY@/lbl, BCacbiBaHWe, BbidyB U
nepemMeLleHve cTekna NPOVCXOZAT
aBTOMATUUECKW.

UTo6bl  OCTAHOBUTL  MPOLIECC,  HaXXmuTe
kHonky STOP [Cron]. YTtoGbl npofo/muThL
npouecc, HaxmuTe kHonky START [Crapt].
Utobbl HauaTb NpoLEecc CHaYana nocne ero
OCTaHOBKW, HaxxmuTe STOP [Cron], a 3aTem
HOME [Ha rnasHyto ctpaHuuy] ans cépoca
no3vLMM.

MpoBepbTe  pe3ynbTal  HaHeceHnss W
hvKcauum MaTepuana Ha CTekso.

lNpwn 3aBEPLLEHNM HaHECEHWs1 MaTeprana, Ha
CEHCOpPHOM 3KpaHe nossuTca OkHo TOTAL
VIAL PROCESSING RESULT [O6wwii
pe3ynbTar 06paboTkn Buar]. Ecim npouecc
3aBepLUMCH  HOPMa/bHO, BYasbl  OyayT
1300paxeHb! 3e1eHbIMA, B VHOM Crlyyae OHY
6yayT N306padkeHbl B YEPHOM LIBETE.

Haxkmmte Ha crpenky Ha akpaHe TOTAL
VIAL PROCESSING RESULT [Obuwit
pe3ynbTar 06paboTKM BUasl] Wi nog, nosem
SLIDE RESULT [Pe3ynbTaT CTeKors1], YTOOb!
nepelitm K okHy GLASS PROCESSING
RESULT [Pe3ynbtat 06paboTku cTekon], rae
MOXHO 03HaKOMMUTLCS C  [OaHHbIM
pesyribTaTom.

[JoctaHbTe  06paboTaHHOE  CTeko ¢
HaHECEHHbIM  MaTepuasioM M3  CrMpPTOBONA
EeMKOCTU A/151 IMKCaLMM KIETOK, BblaepuTe
30 MUHYT B OTAEBHOM EMKOCTI 3TaHOMOM, a
3aTeM NPOV3BELWTE OKpaLLVBaHVE.



PeXnM NfIOTHOCTU Ma3Ka pyuns m CNOCOOOM

Cellprep AUTO System
crti sortm iwoit)

K .1 .Aﬁjl\wv
Gyne

St'tjp Scroon

Total Vial Processing Result
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YoepxviBaiite KHOMKy SETUP
[HacTpoiiki] B TeueHne 3 cekyHg, W
[0MbLUE Ha r/aBHOM 3KpaHe.

Ha 3KpaHe MNOoABUTCA 3KPaH HaCTPOEK
nosib3oBaresia.

Bulbepute Turbidity OFF [Pexam
M/I0THOCTW BbKI. ]

®yHKUMS  BblbOpa  aBTOMATUYECKONA
M/IOTHOCTW HEeaKTVBHA.

®yHKUMA BbIOOpa MepemelLmBaHnA Ha
BopTekce BK/1./BbIK/I.

MpWUroToBLTE 1 3arpysnTe Buaibl B TPEl
LS BUa.

OJHOBPEMEHHO MOXET GbiTh 3arpy>KeHo A0
40 Buan. [lpegmeTHoe CTEKNO €
HaHeCeHHbIM  Ha  HEro  MaTepuasiom
BbIXOAMT COFMIACHO NMOpsiAKy paboThl BUAbI.



Cellprep AUTO System

i e A 98T
LH‘)’.V\(MW’\MH TUMCoHm *1  s9w fA
[a/\ BK N1 "1 It A
Mg&ﬂm Suction ge.l n
Qyne
> D& s

Cellprep AUTO System

Coll Stitat {Monun Modot
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BcTaBnsiiiTe HoBble Buasbl C MepeAHel
CTOPOHbl TaK, u4TOObI He OcCTaBa/l0Cb
CBOOOAHBIX MECT.

3a[BNHbTE TPei Tak, YTOObl €ro KaHaBka
OblNa BbIPOBHEHA MO MECTY CriefyHLLEro
oTAena npu 3arpyske Tpes 4151 Brias.

Buibepute pexim A, B wm C cornacHo
M/IOTHOCTU M COCTOSIHWIO MOArOTOB/IEHHbIX
06pasLoB  HaKaTMeM  COOTBETCTBYHLLMX
KHOIMOK Ha CEHCOPHOM 3KpaHe.

Pexxum A:

Wcnonb3yetcs npum HOPMa/IbHOM
KOMMUYecTBe COOPaHHbIX K/IETOK B pacTBope
B/a/TbI.

Pexxum B:

Vcnonb3yetca  npy HegOCTaTOYHOM
KOMMUyecTBe CobpaHHbIX K/IETOK B pacTBope
BU/TbI.

Pexxum C:

Wcnonb3yetca npu C/ILLKOM
KOHLIEHTPUPOBAHHOM KO/IMYECTBE K/IETOK B
pacTeope Buabl.

Bbl6epuTe T1N 06pa3LioB.

BbibepuTe pexuiM corsiacHo Tuny obpasLos
Ha)XKaTVeM COOTBETCTBYIOLMX KHOMOK Ha
CEHCOPHOM 3KpaHe.

[na  o6pasuoB oOpraHoB  AblxaTesbHol
CUCTEMbI HaXXMUTE CDMONETOBYIO KHOMKY ‘R™.



Cetlprep AUTO System

\eFFED>
_ ~ H rwricoiint meet
Y¥en [ [ o
TNSde " A
Qyne K
O OO0 0
AEEATRNG
0, ¢
T+ "
Cellprep AUTO System
ciimtun \ ToUtCeORt M U
O O n -_|V-.i.E___-- SA. it

Ty»«of Sp»dmn
@ne 1.23 *tjem
0O 0 0 0 O

Total VIdl Processing Result

{.,.n Slide Glass Processing Result-1

f Number j [Oyne'NonG”ne. f _TYP* . Barcode Data
Siidt-01 A 4 il HrtIf'y m
Slid«-02 iLMjre
Sl<de-03 SiftH'iow
5lidt-04 it
Siid«-0S
Slide-06 L siltil-r o
Slide-07 H
Slide-08 n e 1

Slide-09 A fementlrioom
Slide-10 = : Hunu

tnitlai & OtU dear Hotory 1 SoMion Rituft

'SPV

YKayKUTe KOJIMHYECTBO BUas /1 0GpaGoTKY.

Mpn HaXKaTum Ha KpacHble |l B none
Working Count [Cuetumk O6paboTkun]
MOSIBATCS MEHIO BBOAA LMAp.

Haxkmute kHornky START [Crapt].

OTKpbITVE KPbILKW, BCacblBaHWe, BbigyB U
nepemMeLleHne cTekma npoucXoasT
ABTOMATWNYECKU.

UTo6bl OCTAHOBWTb  MPOLECC,  HaXXMuTE
kHoMKy STOP [Crom]. YTobbl Mpoao/mxuUTh
npouecc, HaxmuTe KHornky START [Crapr].
UTobbl Ha4aTb MpoLecc cHavarna rnocne ero
OCTaHOBKM, Haxxmmute STOP [Cron], a 3atem
HOME [Ha rnaBHyto cTpaHuuy] ans cépoca
No3VLN.

MpoBepbTe  pe3ynbTaT  HaHeCeHVss U
(hrKcaLmm MaTepurana Ha CTeks1o.

Mpy 3aBEPLLEHNN HaHECEHUS MaTeprana, Ha
CEHCOpPHOM 3KpaHe nosiButca OkHO TOTAL
VIAL PROCESSING RESULT [O6wpmii
pe3ynbTar 06paboTkM Buan]. Ecnn npouecc
3aBeplunnica  HopMasisHO,  BUasbl  ByayT
1306paKeHbl 3e/1EHBIMM, B HOM C/lydae OHU
6y lyT N306paKeHbI B YUEPHOM LBETE.

HaxkmuTte Ha cTpesnky Ha akpaHe TOTAL VIAL
PROCESSING RESULT [O6wwin pe3ynbTtar
06paboTkn Buan] wm nog nonem SLIDE
RESULT  [Pesynbtar CTekos],  4TOObl
nepeitn K okHy GLASS PROCESSING
RESULT [Pe3ynbTtar 06paboTku cTekon], rae
MOXXHO 03HaKOMUTLCH C  [aHHbIM
pesyrbTaroMm.

[JoctaHbTe  06bpaboTaHHOE  CTEKNO €
HaHeCeHHbIM MaTepuasioM U3  CrYPTOBOWA
EeMKOCTU A1 (h1KcaLmm KNETOK, BblaepxuTe
30 MWHYT B OTAENLHON EMKOCTU C 3TaHO/IOM,
a 3aTem Npou3BeaUTE OKpaLLMBAHUE.

Cell Prep PLUS: nocne Bk/to4eHns npubopa, BbibepnTe TN obpasua Ha CEHCOPHOIA
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naHesv ynpasneHus. [/ 06pasLoB OpraHoB AbIxaTeslbHol cucTeMbl HaxMuTe «RPT)

CcUlplrep yyyy/ mm/ oo hh:mm;ss
STATUS . anA WORK’2313
SUCTION
00.1 KPa 1. kg/cm
1

UINELN GYNE A 12 CYCIL

MfSSAGE : AUTO RUNNING (PLEASF PUSH START BUHON)

MANUAL SETUP ! S

Mepen TeM Kak yCTaHOBUTL BUasly C 06pa3LoM B MPOLECCOP, XOpOoLo ee BCTpsxHUTe 5-10 pas u
rnomecTuTe B Npnbop BBEPX AHOM, YTOObI KpbilLka Brasibl Oblia obpatleHa BHU3.

YcraHoBUTE BUa/ly B AepaTeflb Buasbl. O4yeHb BaXHO HECKOSbKO pa3 BCTPSIXHYTb Buasly nepeq
YCTAHOBKOW B MPM6OpP, YTOGbI KETK PABHOMEPHO pacnpeaeuiich B BUae.

MpoMapKupyiiTe 1 yCTaHOBWTE NPeAMETHOE CTEK/IO B OTCEK /151 CTeK/a B npoLieccope. MokpbiTas CTopoHa
MPeMETHOrO CTeK/a A0/PKHA BbITh PACTO/IOXEHa K HU3Y.

Bbibepute npotokon A, B unm C Ha CEHCOPHOI NaHenu ynpasieHnsl B 3aBUCMMOCTU OT KO/IMYecTBa
KIIETOK 1 YC/IOBUIA.
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CeUprep YYYY/MM/OO HH:MM:SS

STATUS ,WORK 1234bm
SUCTION ' BLOWER

00. 1kPa 1,23 kg/cm

1LINE IN GYNE A 12 CYCLE
Btodyn*
MESSAGE : AUTO RUNNING (PLEASE PUSH START BUHON)

MANUAL SETUP RELEASE

MpoTokon A: NMPUMEHAETCA, KOrga Ko/im4ecTtBo C06paHHbIX KNETOK B BUav1€ ABJTAETCA HOPMaV1bHbIM.
MpoTokon B: NPUMEHAETCA MNP OYEHb Ma/1IOM KOJTIM4ECTBE C06paHHbIX KNETOK B BUav1€E.
MpoTokon C: NPUMEHAETCA NPU O4YEHb 60/1bLLOM coaepXaHnn KNeTok B BUavie C paCTBOPOM.

Haxvute knasuwy «START» [3anyck] Ha CEHCOpHOW naHenu ynpasfeHus. ABTOMAaTUYecKu
BbINO/HAETCA OTKPbITVE KPbILWKW BUasbl, 3260p MaTtepuasia, 3a60p CTekna 1 NepeHoc mareprana Ha
CTeK/10.

Moapo6Hoe onucaHue paboTbl ¢ npubopom “ Mpoueccop A4S MNPUroTOBIEHUS MNpenapaToB A/1s
TOHKOC/IOAHOTO  uMTOnornyeckoro  uccnegosaHua  Cell Prep  Plus, ¢ npuHagiexHoctaMmun’
npeAcTaB/IeHO B COOTBETCTBYIOLLEM PYKOBOACTBE MO 3KCnyaTaumn Ha JaHHoe 060opyoBaHue.

“

Mocne BblayBa He3amMen/AUTENIbHO NMOMECTUTE NMpeaMeTHOe CTEK/IO ¢ 06pas3LoM npenapaTa B 95%
3TaHo/ M ocTaBbTe Ha 30 MUHYT ANA uKcauunm.

Onpe,u,enMTe Hannydme wnnanm OTCYTCTBME naTto/1Iorm4eckmnx M3MEHEHUI nocne OoKpalimnBaHUA
npenapara Ha CTeK/e.
I/IHTepnpeTau,vm pe3ysnibTatoB NpPoBOANTCA COIrN/1aCHO KIMHUYECKNM peKOMeHOaunAM.

7.4, IHTepepupylowme BewecTBa WM OrpaHNYeHUs, CBA3aHHble C MPoOOoW,
KOTOpble MOryT MOB/IATL Ha pe3yfibTaT UCCiefoBaHuA

O6pasupl C GOMbLUMM COAEPXaHMEM KPOBM W C/M3W, UM 06paslpbl C HEeAO0CTAaTOUYHbIM COAEpPXaHVEM
maTepuasia Bo BCEX MOJISX 3peHUsl Npenapara npusHaloTcs HeaaekBaTHbIMK, MOCKO/bKY MOTYT BbI3BaTb
rocrieytolpe 3aTpyHeHVs1 B MOCTaHOBKe AyarHo3a. Ec/m B o6Gpasue NpuCyTCTBYHOT MaTosorMyeck
VBMEHEHHbIE KNETKM, TO /060 Ma3oK pacCMaTpUBaETCs Kak afekBaTHbIIA.

MMpy B3ATMM 06Pa3LOB MaTeprasia He0GX0AMMO COG/IKOAATL YCTAHOB/IEHHbIE KIVHUYECKME PEKOMEHAALMM
M MPOTOKO/bI MPOGONOArOTOBKYM, COOTBETCTBYHOLLWE TUMY U KMETOYHOCTU 06pasua. HecobGroaeHue
[laHHOro TpeboBaHNs MOXET MPMBECTY K MOJTYYEHIIO HEBEPHOTO pesyribTara.

7.5, geHTUCbnkauma MeguuUHCKNX N3[ennii ¢ uenbio NoslydeHusa 6e3onacHom
KombGuHauum wn  (unn)  wuHgopmauma 06 UM3BECTHbIX OrpaHUYeHusix ro
COBMECTHOMY NPUMEHEHNIO MeANLMHCKUX 34NN

CosmecTHO ¢ pactBopoM Cellprep 419 nccneaoBaHwii opraHoB AbixaTtenibHol cucteMbl (Respiratory Tract
Solution) gonyckaeTca MCMNo/b30BaHUE MEAULIMHCKUX N (W) HEMEAULUMHCKUX WU3OEMMIA, yKka3aHHbIX B
pasaene 7.1 ¢ uenbto nostyYeHrst 6e30nacHoli KOMOUHaLN.

HE [AOMYCKAETCA wcnonb3oBaHe pacteopa Cellprep ¢ gpyrmn  usgenmsamu, OT/IMYHbIMA - OT
nepeyncneHHbIX B pasgene 7.1
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HaumeHoBaHKE XapaxTepucTMRW NOKASATENA

Crangaprioe sHavYeHKe

BHetuHWA BuA Ha avane He AONXKHO ObiTb OTBEPCTUH, TPELUUH,
Aecopmaliui, uapanuu, u npovero Spaka, KoTopbil
BMUAEeT Ha KAYecTBO UCNONL3OBAHKA KIRENKs.
BHewHui eng pacTeopa - 6ectiseTHan, npospavHan
AnAKocTh 6e3s NOCTOPOHHNX NpUMeceil.

MocTopoHHUe npuMecu

MouOul Her

Bakrepuun Her

MNapasuTi Her

Npovee 1ea. va 10 Mn

CrangapTHeii OObeM 20 mn £ 10%

KpyTAWWA MOMEHT CPeAHSA KPbILWKK BUaNb

19 xre-cM % 5 kre-cm

KpyTAwmit MoMeHT BepXHeil KpbItlKW Branb

14 xrc-cm £ 5 Krc:cM

pH pacTeopa pH=5,2 £ 0,25

FaGapuTHbie pasmepbl BUanbi:

Obwian BHICOTE BUANLY: 89.0 mm £1,0 mm

IwameTp cpeaHeli KpLILLIKA BUANDI 42,7 mm21,0 Mm

DuwameTp cpeaxei yacTu snansi: 36,1 Mmz1,0 MM

AnameTp HWKHEA YacTi Bruanui: 38,1 Mm£1,0 MM

Macca Buanst ¢ pacTeopoMm 45,0 r£10%

Mapkupoaka He pomxxo GbiTb  JarpAsSHeHWA, nNoxo

HaneuaraWHoro Tekcta. Homep napTum, Aata
MCTEMEHMA CPOKa FOAHOCTW, HadBaHWe NPOAYKTa
AOCIKHBI COOTRETCTBORBATL 3848HHEIM NApaMeTPaMm,

Ha atukerke suvank! AOMKHM NPUCYTCTBOBATH
cneayiouue CUMBONL " SHaKK:

@uC € &S

Ha TpaHCNOpTHOR ynaxoBke KapTOWHOW xopobku
AOCIDKHLI TIPUCYTCTBOBATL CNEAYIOLME CUMBONGI W
SHaKm;

[T cem
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9. PekomeHaaLMM Mo OoKpallMBaHMIO NpenapaToB

LLiar Ne

HanmeHoBaHVe XVMMYEeCKOro

peareHTa [i/1s OKpaLLMBaHUs!

durkcaups

\s

1
2
3

© 00 N o O

B

13 m ''E
14

16
17
18
19

Hy)XHbI peareHT '

50% sTaHon
70% ataHon
80% aTaHonN

Hy)HblIlA peareHT

0,5% HCl-sTaHO

95% aTaHON W -

80% 3TaHon

70% 3T1aHoN

Boma

-FemarokcwnH

Bona
0.5% HCl

Boma

96% 3TaHoN

95% 3T1aHoN

95% 3T1aHoN

95% 3T1aHoN

95% 3TaHoN

95% 3TaHonN

100% araHan

100% araHan

B

1

Kewon
Kewon

Oxnpgemas :
npoun3BoauTesieM
KOHUEeHTpaums
50%

70%

80%
Onmgaemvasn
npovisBoMTESIEM
» KOHUEHTpaLWAst

0,5%

JvTensHoCcTb
IHexonorndeckmin HervHekonornieckumin
. 30 MyHYT 30 MUHYT
10 vakaHWiA 10 makaHWiA
10 makaHWiA 10 makaHWi
2 MWHyTHI 2 MHYTbI
Il iiiMiM I
1 MyHyTa 30 CceKkyHA, 1 mmHyTa 30 cekyHA,
3'5 MaKaHui 3'5 MakaHWin
5 muHyT 5 muHyT
10 vakaHui 10 maKaHWiA
10 makaHi 10 makaHWiA
10 makaHi 10 MakaHWiA
10 MaKaHWi 10 makaHWiA
3 MHyTbI 1"mHyTa 30 cexyH,
10 makaHui 10 vakaHi
10 maKaHWi 10 MakaHWiA
10 MaKaHi 10 maKaHWiA
10 MaKaHWi 10 makaHi
10 maKaHui 10 vakaHi
1 myHyTa (10 MakaHWiA) 1 myHyTa (10 MakaHWin)

95% ataHos (M)

526
737
840
70% araHon (M)

995

JvictnnnmposaHHasa Boga (wi) 3'

474

263

160
HC1(w)

10, Yncnosble cTaHgapTHblE 3Ha4YeHMA O BcacbiBaHUA (pexunmbl A. B. C,)) ana
NPOLLeCCOPOB A1 XULAKOCTHOMN LINTONOIUN

Oo6paseH

RPT

(opraHbl
AblXaTenbHO
CUCTEMBI)

19
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[JaBneHve 1 Bpema

BcacbIKaHHe

[aBneHune
20,0 35,0
37,0 35,0
10,0 35,0

Bpewms [Jasnexue
(cek)
1
10 0,05
T
1,0 JA

Bbl 1vs
ml
Bpems i
(cek)
0,05 0,5
0,05 05 Vv
0,05 0,5 J



‘ ;

<Mpepocrepexennn> 1. He npegHasHaueHO ANs BHYTPEHHErO NPUMEHEHMS.
" 2. He nuTb 1 He BRBIXATL NApSI.
3. He ponyckaTth NPAMONO KOHTAKTa PACTROPS C rMA38MH WAKW KON,

4. Mpn nonagaHMu PacTsopa B rNasa HEIAMEANUTENLHO W TWATENLHO
APOMBITL rNasa YuCToN BOAOH, OOPATUTLCA 32 MOAULIMHCKON NOMOLLLLIO.

5. becupernan neryuan xuarocth. Mpw ANMTERbHOM BOSAGHCTBHM
OKA3LIBAET BIMAHNE HA NEUSHD W LIBHTPANLHYIO HEPBHYIO CHCTEMY.

6. Mcnonsaosate XUMUMECKM-YCTORNMBLIS NSPMATKM, 3ALMTHLIE OMKM W
naboparopHbii xanart/papTyx Ans eaweil Ge3oNacHOCTH.

7. NMocne uenons3osanun ¢ pacteopamu Cellprep Heobxoanmo ofpawlaTben
xaK GMONOruYECcKK ONACHBIM MATEPUANOM.

8. 3anpewaeTca ucnonbaosare pacreop Cellprep Nocne NCTeMeHnA Cpoxa
FOAHOCTH.

He cneayeT NCNONL30BATL PACTROPL! Celiprep B NOBPEXASHNRLIX WK
TPOCHYTLIX BUANAX, NPH NIMOHOHNN LIBOTA PACTBOPA N C BHANMbLIMM
NOCTOPOHHWMM NPHMOCAMM.

& -aD

12. YcnoBuA TPAHCNORTMDOBKM 1 XDaNOHHA

Honyckaerca TPaHCNOPTHROBKA BCEMH BHAAMU TPIHCNOPTA.

Temnepatypa TPaHCROPTHPOBKMA W XpaHexus: ot +10°C po +30°C

XpaHuTe B 3GKPLITOR YNAKOBKS 8 3AILMUIEHHOM OF CONHEYHOrO CBOTa MECTe.
XpaHuTL W UCNONESOBATL TOMLKO B XOPOLLIO NPOBETPHBAEMOM NOMELLIeHHN,

13. Ynaxoexa

Pacrsopo! Cellprep nocrasnsioT s Buanax ua nonunponunesa. Buanii no 25 wr. noMewaior Mexay Asyx
NACTUKOBLIX ANSBYHBLIX NOTKOB ANA Buan U o0TAMBAIOT NONKITUNEHOBOH NNBHKONH. BoceMb ynaxkosok no
25 wryx puarn, oGvaAMyTeix NneHxoi (scero 200 wTr. swan), Bmecte ¢ PyKOBOACTROM NO MPUMEHBHWIO
NOMEWAIT B KapTOHHYI0 KopoBky. 3ateM KapTOHHYI0 XOpolKy C HECKONLKMMW YNNOTHUTENbHLIMK
HETOPICYMMK  BKNAALILLAMKA AONOMHWTENBHO YNAKOBLIBAKT B8 KAPTOHHYID YNAKOBKY ANA OMNACHLIX
MaTepuancs W yCTaHaABNUBAIOTY Ha nanery.

lonyckaeTcA npegocraBneHue PykoBOACTBa MO NPUMEHEHUIO B JNEKTPOHHOM BWRE MOCPSACTBOM
OTNPaBKU SNGKTPOHHON NOYTON NO 3anpocy NoTpebKTena,

OcHOBHLIG cRegenuA 06 ynakoske pacTeopa Celiprep ann wccnefoBaANKNA OPranoB ALIXATENbLHON
cucromul (Respiratory Tract Solution)

Ynakosxa Marepuan FaCapNTHLIO Pa3MEPLY KONNYECTBO
 Buana pacteopa Celiprep Nonunponunen OO6Lyan enicoTa Buansl: 89,0 MM £1,0
ANR KCcneaosaHvii opraHos MM
AbIXETENbHON CHCTeMbI .
(Respiratory Tract Solution) m BMaN.! ¢ pacTeopom: 450 r
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¢ -4
Bana sSBNAETCH NEpBUHOA
ynaxoekod ans pacreopos
Cellprep.
MnacTvkossbie AYeeYHbIS NnacTurossie noTkM Pasmepb!:
ROTKKA Ans Buan, oGTaHyThIe nONUNPoONUNeH
nonna::neuoeon nnenﬁ (nonumponuner) 25,5x25,5x8,5 cmz10%
Monuarnnexosan nneHka
BTOpUvHan NoTpesHTeNbCKan Macca ynaxoexu ¢ ssanamu (GpyTTo) -
YNAKOBKA. 1,30 kr £10%
) Konuuectso: 25 wr. enan

TpancnopTHas ynaxosxa | KapTonnan xopobka Pameper:
pacteopa Cellprep  ANA | BHYTPEHHAR 525 x 270 x 370 Mmz10%
necneaosaHuit opraHos '
AbiXaTenbHoi CHCTOMbI Macca xopoSku ¢ suanamm (SpyTTo):
(Respiratory Tract Solution). 11,35 kr210% (ans oSvema 20 mn)
Tpancnoprsas ynaxoska KonuuecTtno: 8 ynakoaok, o5TAHYTEIX
COCTOMT U3 BHYTPOHHEN nanexko#. Beero 200 wryk euan.
KapTOHHOR kopobxn n

BHELLUHEH kopoGim ]
Gubposore kaproHa . AnA

ONAcHLIX MaTepUanos.
YNaxoBka Ans ONacHbIX BHeLuHAs KopoGxa us Pasmep kopobku: 530 x 320 x 450
MaTEPUANOB (BHEWHAR uBpOBOro XapToHA ANA MME10% wnu 580 x 385 x 470
ynakoeka). TpancnoprHas ONAacHbIX MaTepUanos. MME10%
e ) Heckonbko BxnagLILLeH na Macca xopoOku ¢ suanamu (GpyTTo):
NOMMMEPHOTO HEropIoMero 14,10 kr 210%
Marepuana uwnu nexonnacra

KonuuecTso: 1 BHYTPEHHAA KapTOHHEN
kopoGka ¢ 200 wr. Buan.

Nnactukoaan wnn
AepesnaHHan nanera

Paamep: 110 x 110 x 132 o +10%
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Komnanus BuoauH Ko., Jita., Kopen RenseTcs opuLIMAntHLIM NPOWIBOANTENEM W HECET OTBETCTBEHHOCTD
3a KaYecTBO, XPPEKTHBHOCTL W Ge3onacHOCTe 3apPerHCTPUPOBAHHOTO MEQMLNHCKOO MAAenMA npw
WCnoNL308aHUK, 38 HOpPManbHoe (YHKUMOHMPOBAHWE U BOSMOXHbLI@ HETaTUBHLI® NOCNEACTEMA MPW
WCNONL30BAHWM, 38 UCKNIONBHUEM criyyaes HeGPEeXHOCTH, KNH HENPABKNLHOTO UCNONLSOBAHNA NO BUHE
nonesoBaTens, WK GOPC-MaKOpHLIX OBCTORTENLCTR. *

' B cnywss xaxux-nuGO HOXONATNbLHLIX peaxuMi MM cobbiTuid BO BpeMA
® HCNONL3IOBANMR NPOAYKTA, NOXANYHCTE, HOMOANGNHO CRANMTECH CO CyXBoH
NOARSHPKMN NN BAWINM MOCTHLIM ANCTPHOLIOTOPOM.
16, PomouT u Texnuyeckoe oScnyxmupanune

Megvuurckoe usgenne He TpebyeT TEXHUIECKOTO OBCNYXHBAHUA UNW PEMOHTS,

Ans nonyverus pononHUTEnbHbiX yonyr wnn nopaepxsm oGpaturece B8 CnywObl NOAAGPRKA MNK K
NPEACTABUTENIO B BALLSM PErUOHE.

CnyxGa noanepmxm
Ten. +82-1522-4811
3n. novra; info@biodyne.asia

000 «BuoNaiin»

IOpuanvecxuit aapec: 197022, Poccus, r. Caxxr-TerepSypr, sn.Tep.r. MynuuunansHeid OKpyr
Antexapckuit ocTpos, yn. Mpodeccopa Monoea, 4.23, nutepa E, nomewesnue 3H/5H, xomHara 208.
Movroswmii anpec: 197022, Poccus, r. Cankr-lTerepBypr, yn. Mpogeccopa Monosa, 4.23, nuT. E

3. novta: main@bioline.ry

Ten.; +7(812) 320-49-49,

Fopauan nuung; 8-800-565-49-40.

17. Ouncria U geaundexumnn
He npUMeHUMO.

Pacteop Cellprep ana uccheaosannit OpraHos abixaTensHoil cuctemsl (Respiratory Tract Solution) ne
Tpelyer ouUNCTKM U ABIHHDOKLMK.

18. FapanTna v cPOK FOQHOCTH

Bwoaus Ko., Jira., Kopes, rapaHTupyeTr, NTO u3genue NpoWNO KOMNMGKCHYI0 NPOUSAYPY KOWHTRONA
Ka4eCcTea, OCHOBAHHYIO HA HAWMX BHYTPEHHUX CTAHARPTaX ANA UCNBLITAHWA, W NTO W3AEGNNE He WMeeT
A6hEXTOB M COOTROTCTBYST BCOM TOXHWMECKAM XApaKTepucTHKaM W / MAW  COTNacoBaKHLIM

XapaKTepnCTUKaM.

MponseoauTens rapaHTUPYeT BHICOKOE KAHECTBO MIZIENNA HA NPOTKEHWW BCEro CPOKa NPOAHOCTH NPW
cobNIASHHW PEXOMEHAOBAHNLIX YCTIOBUA XPAHEHUA.

Cpox rogHocTH pacteopa Cellprep aAns wccnenosaHnii opraHoe AsixarensHod cucremsl (Respiratory Tract
Solution) - 2 roaa (npu COBAIASHUN PEKOMEHAORAHHBIX YCNOBUA XPBHBHUA).

Aarta okoHuaHWA CPOKA FOQHOCTH YKA3aHA HA JTUKETKE.

3anpewyaercs HCNoNbL30RaTL pacTBopsl Cellprep NOCNe HCTEUSHNA CPOKA FOAHOCTH.
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3admrcuposanHLIil B Brane Matepuan (0GpaseL) NPU COXPAHEHNH TEMNEPaTYPHOTO pexuMa or +10 °C

A0 +30°C MOXET MCNONLIORATLCH ANA NPOBAZEHUS WCCNEAOBAHWA METOAOM KMAKOCTHOW LUTONOMMK A0
3 mecsuyes.

19. Yruausauun

MNocne ucnonusosanun ¢ pacreopamu Celiprep, nocrasnseMmbiMKe xoMnannei Bwoann Ko., fNiva.,
Kopes, HeoOxoanmo oGpamiatocs Kax SHONOMYSCKN ONACHLIMK OTXOAAMM.

Orxonol HeoOXoAUMO YTWM3MPOBATL B YTEEPKAGHHOA NEYN B COOTBETCTEMM C denepanbHbIMY,
MYHULIUNANLHBIMKA ¥ MECTHBIMW NPABHTENLCTBSHHLIMK NOCTaHOBNEHUAMU.

Ona Poccuitckoit deaspauun pEXOMEHAYETCA YTWNIMSHPOBATG 8 COOTBETCTBHM € nNpaswnaMmu |
ycraHoRNeHHbIMK CanluH 2.1.3684-21 "CaHUTApHO-NMAEMHONOTMYECKME TPESOBAHUS X COABPKAHNIO
TEPPUTOPUIR FOPOACKMX M CENbCKUX NMOCENSHWA, K BOOHLIM O0beKTaM, NUTHEBOA BOJE W NHTHEBOMY
BOAOCHAMNKEHUIO HACENEHUA, STMOCKHEPHOMY BOSAYXY, NOMBAM, XWUNbIM NMOMELWEHWAM, aKCnnyataun
NPOMSROACTBOHHBIX, OGWSCTBOHHLIX NOMOLLGHWA, OPraHMsaUMM W  NPOBEASHUI0  CAHWTAPHO-
NPOTUBOINNAEMUNECKHX (NPOPUNSKTUISCKUX) MEPONPUATHA” ANA MBANLIMHCKUX OTXOA0B, OTHOCALMXCS K
Knaccy B (3nnaeMronoruiecki OnacHbie oTXoas).

20. Unchop

BeeaeHo anepewie. Bepcua 01 or 09-2023 r.

YOHbL NPW MbIX B

a) Cucrema ynpasnewns kavecteom Komnawww bBuoawd Ko, Jhiva, PecnyGnwka Kopes

cepTuduuMpoBana Ha cooTasTcTene TpebosaHuam ctanaapra EN 1ISO 13485:2016 cepTuhukaumoHHEIM
opraHoM TIO® Pefinnang NIFA Mpoaaxrc MMGX 8 oSnacTy aelictaus: «Mpoaaxa W oBCNYXUBAHHE CHCTEM

ANA XWAKOCTHOW uMTonorsW. MpoexTuposaxie n paspatoTka, NPOUSBOACTEO U NPOASKA PACTBOPOB ANA
KOHCEPBAUMM KNSTOK W MeMOPaHHLIX PUNLTPOR.

b) Mponasoaurens (Bnoaun Ko., fira., Koper) cobnioaaeT npuHLMALI XOpowek NPOUSROACTREHHON
npaktuki (GMP) B oTHOWeHWM MeanuuHcKnx uaaennil. Ceptudukar GMP Bbitan xomnawueid Korea
Conformity Laboratories.

Pacreopu Cellprep cooTBETCTBYIOT CIEAYIOWNM MEXAYHAPORHLIM CTaKfapTaMm:

- HAvpexrusa 898/79/EC Ha MeAULIMHCKKE UIAGNUA ANA iN VItrO ANATHOCTWKN.

- EN 980:2008 "pacuqeckue CHMBONDI, MCNOMbIYeMble NP MAPKUPOBKE MEAULIMHCKMX YCTPOACTD.
- EN ISO 14971:2012 Uanenun MeauumnHckue. NpMMEeHEHHE MEHEKMOHTA PHCKS K MEANLIWHCKAM
“agenuam.

Pactaopel Celiprep COOTEETCTBYIOT CREAYIOIMM HaLMOHANbHEIM CTaHaapTaM Poccuiickol deaepatun:

- FOCT P 51088-2013 «MeawuumHCkue WIAGNWA ANA AWAIHOCTUKM WH BUTPO. Pearentn, Habopbl
pearenToB, TECT-CUCTEMbi, KOHTPONLHLIE MATEPManl, NUTATeNtHbie cpeabl. TPeOOBAHUA K KAAGNHAM M
noAdepKuBalowW el AOKYMOHTaLU s,

- FOCT P UCO 18113-1-2015 «MeauLMHCKWE WINGNUR ANA AWATHOCTHKM in vitro. WHgopmauma,
NpeAOCTaBNAEMan uaroToBMTenem (Mapxmpoexa). Yacts 1. TepMmuHe, onpegenesus u obuwme
TpeGoaanuny,

- TOCT P UCO 18113-2-2015 «MeauUMHCKWE WINGNMA ANA AWATHOCTUKM in vitro. Wndopmaums,
NPEACCTARMINEMAN UINOTOBMTENEM (Mapxupoaxa). YacTe 2. PearenTbl ANA QUarHOCTWIM in vitro anAa
NPOPOCcCUOHANBHOMO NPUMBHEHNAY,

- FOCT P MCO 23640-2015 «M3genun MeAULMHCKME ANA AWArHOCTHKM in vitro. OueHka cTabMNLHOCTH
POareHTOB ANA AUArHOCTUKM in vitrox,

- TOCT P UCO 15223-1-2023 «Hagenna meanuMHCKHE. CHMBONDI, NPUMEHAGMBI® ANA nepeaann
uxbopMaLUK, NPeAOCTARNNEMOH usroTosuTeneM. Hacrb 1. OCHOBHbI® TPEBOBSHURY.
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Bwogus Ko., Jira.
24-4, Auxacan-po § kunb, CoHaon-xy, Ceyn, 04793, PecnyBnuxa Kopes

Ten, +82-1522-4811 mm +82-2-468-0910
3n. noura: gverseas@b
www.biodyne.asia

B yenax 6630NacHOre UCNONLSOBAHUA WIAENMA BHUMATENBLHO NPOMUTAATE PYKOBOACTBO NO NPUMEHEHMIO.
dotorpaduy B HACTOSLIGM PYKOBOACTRE MOMYT OTNIMMATLCA OT (PaKTUHECKM CYLIECTBYIOWMX AeTanei
H3aenms.
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MpunoxexHue Ned.

CepTuchuxar asanusa pacteopa Cellprep Ann nccnegosaunii OPranos ALIXATENLHOK cUcTeMbl (Respiratory Tract Solution) (0Gpaseu).

Pactaop Celiprep nns uccnenosannil Opranos Auixatenuiodl cucremu: (Respiratory Tract Sokition) x npoueccopy ANA NOATOTOBKM LUNTONOTNYECKMX
NPONAPATOB METOLAOM XWAKOCTHOMH LINTONOMMM
Mpoussoautensy: Buoand Ko., fiva,
24-4, Awcacan-po 5 kmuns, Conpion-xy, Ceyn, 04793, Pecnybnuka Kopen
Ten. +82-1522-4811
NIOT Ne { 00X [ Cogen ao: | JOO00(
Ceptudmkat aHanusa NeXOOXX o1 X000
Ne |  Moxazsrens OGopynosanne Cranaapy _ CooteercTaue Werepean Cnounducauwn |
1 BHOWHRR nosepxnocTy | Tatinuua 1. DBuytpu sman He A0NKHO OuiTb Cootaercreyer
uaeHTH UKALIM | NOCTOPOHHX NDWMECER.
2. Buana, CpeaRan Kpollika H BEPXHAA KpilLxa Coorsetcrayer Cpasy xe HabGmogenus c
Mnasa | RIONAOR COOTBETCTBORATL ADYT ADYTY. nocne paccTonHma 30 MM
3. Homep naptww gomuex ObiTb  yKasa CooreetcTByST nPoOX3BOACTRA
_KOPDOKTHO.
4. PacTeop e NomkeH BuiTexaTs. Cooreercrayer
5. He BomiHo GetTb TpewmH. _Cooreercrayer
8. Pacreop w  3TMKETKA  AOMXHLI Cootestcrayer
COOTBETCTROSATS .
7. Ha BHOWHBA CTOPOHE BMAND HE QOMKHO CootBeTCTEYET
SuiTh NOCTOPOHHMX BOILGCTE.
8. YOeawvech, YTO S3LK ITWKETXHM W TWN CooTtsercrayer
_ Y333t KOPPOKTHO,
2 User nasa 1. Coepramsoe A0KHO BuiTh POIPAUHBIM, CoorssrcTRYST Buayansn
_ OCMOTP
3 MlocTopontue npwmecH | [ nasa 1. He 20110 GbiTb NOCTOPOHHUX BEULECTS. Cooteercieyer [ Busyanuhan
: | ousHKa
4 Ofbvem MepHuil uunuHap 1. O6vem pacTeopa AOMKeH ONPEZeNNATLCH CooteeTcTayeT Wsmepeune
ofvemom Ana kaxaoro Twna. { o 20wn)
5 pH pacteopa pH-me1p 5,2140.26 CooTeercTeyet Wamepetine
TeMnepaTypa TPaHCNODTPOBKN U Xpakenun: oT +10°C o +30°C. XpaunTs 8 3axphLiToll YNaKoske B SMUMLIBHHOM OF CONHEYHOO CBETA MECTE. XPEHUTD W NCIOMLIOBATL TOMLKO B
XOPOLIO NPOBETPHBACMOM NOMBLLEEHWM.
Cpox ragroctit - 2 roaa (npu COBMOASHN PEKOMBHAOBAHHLIX YCROBHA XpaHenun).

XXX = NOPOMBNHLIG COHHbIO.
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llpunoxenue Ne2

:?: . ) AACTIOPT BE3ONACHOCTH
‘ Blodyne BEWECTEO | Pen. 6.3

Pacraopui Cellprep k npoweccopy ANA NOROTOBKK LIMTONOTUHECKHX
Npenaparos METOAOM XUAKOCTHOR LINTONOMMM

[ 1. |  WAEHTHOUKALIUA XWMKHECKOrO BELLECTBA W CBEQEHWA O NPOM3BOAWTENE |

A. HAMMEHOBAHUE BEWECTBA: PacTeopet Cellprep Kk npoueccopy AN NOATOTOBKN LMTONOIMHECKMX NPENAPaTOs METOA0M
MuaxocTHoil LuTononm (Pacteop Celiprep ana uccnenosaHisil opranos Abdarensholl cuctems (Respiratory Tract Solution)).

B. MPUMEHEHWE: MeanLMHCKan XHAROCTD AT KOHCEPBALIM KNETOHLIX KyNbTYD Ha OCHOBE STaHONa

B. CBEfIEHAA © NPOU3BOAUTENE:
BUOAUH KO., NTA.
244, Auxacan-po 5 kunb, COHAOH-KY
Cayn, 04793, PecnyGnia Koper
Tenecon: +82-1522-4811 / daxe: +82-70-4903-0901

[2 [ VAEHTUOWKALIWA ONACHOCTH |
A. KNACCUONKALIMA COFNACHO HALIMOHANBHOW ACCOUMALMA NPOTUBOMOXXAPHOW SALLMTLI (HAN3)

OMNACHOCTb ANA 3A0POBLA =0 ~ 1

OMHEONACHOCTL = 0

PEAKUMOHHOCTL = 0

OCOBbIE ®AKTOPBI PUCKA = ne npyMeHAeTCH

PeliTuir: 0 = HesHaUHTENbHAR, 1 = NeTKAaR, 2  CPAOHRA, 3 = BLICOKAN, 4 = 0NEHL BLICOKAN

MEPb] NMPEACTOPOXXHOCTH

MEPH! NPEAOCTOPOXHOCTHY [1PU NPENQTBPAILIEHAN
Mepes KCNONL3DBAHHEM NONYUHTL CNELIMANBHLIE KHCTPYKUMK (P201).
He npicTynaTs k pabote A0 TeX NOP, NOKA HE NPOUNTIHA W HE NOHATA MHDOPMALIUA O MEPEX NPEROCTOPAXHOCTH (P202).
Cneaurs, YTolnt oMxOCTs GLINa NNOTHO 3axpuiTa (P233).
3a3eMUTL/INSKTPUUBCKH COBANHNTS KOHTERKED U npiemHoe ofopyacsanue (P240).
MpUHMMaTL MEPH! NPSAOCTOPONHOCTH NPOTHB CTATUMOCKOTD paspana (P243).
He aabixaTe NbiNb/ucniapsnun/ras/aumcy/napoi/anipoct (P260).
Mocne HEMONLIOBAHNA TIATSNRHO NPOMbIBATS Inasa (P284).
Mpy UCNONLIVBaHNK BELIECTEA He YTIOTPESNATL NWLYY, HE TKTL ¥ He XypuTb (P270).
HOCHUTE 3AWHTHLIE NEPUATKWSALLMTHYIO OASKAY/CPBACTEA SALMTI FRas/uLa (P280),
Menonb3oearth NMUHLIO CPEACTEA 3MWNTL cornacko TpeSoaannam (P281).

MEPR OPEAOCTOPOXHOCTA NP PEATPOBAHWMNA

MPU NONAJAHWW HA KOXKY (wrw Bonochi): NposMuiTh kK0XY BOAOA MPUHATL AYiL.

B chyuae noxapa. BOCNONLIOBATLCH PEXOMEHASLNAMK USTOTORBUTENA/NOCTABLMKA NUGO KOMNETEHTHOMD CHBLMANNCTA hO
HCMONLSOBAHKIO NOAXOARLLKX CPEACTE NIOMAPOTYILSHNA,

NPU NONAJAHWUW B INMASA: OcTOpONHO NPOMLITL BOAOH B TEYSHHS HECKONLEKMX MUHYT. CHATL KOHTBKTHLIS NMHSbI, 8CNW OHU
€CTb W CHATWE NUHS He SATPYAHEHO. MPOACIKHTL NPOMBIBATD.

Mpu CoxpaneH pasapaxennn mas: OBPATHTLCS K BPaYY 33 KOHCYNLTAUNER/OCMOTPOM.

MNpu soaneicTMW KM 0GOECNOKOEHHOCTH: OGPaTMTLCA K BPAYY 38 KOHCYNLTALMEH/OCMOTPOM,

Mpu sosasiicrann: OGPATUTLCA K BPayY.

OSpaTTiCA K Bpavy 38 KOHCYNLTALMER/OCMOTPOM B CAYMA0 NSIOXONO CAMONYBCTBUA.

MEPH NPESCCTOPQXHOCTH NPU XPAHEHWA
XpanTL BEUIECTBO B NPOXNAZHOM/XOPOLWIO NPOBETPHBASMOM NOMELLIBHM,
XpaHnTb BeLECTBO B 3AKPLITON EMKOCTH.

Y'runuaupou'rb ueleunocna B COOTBETCTBNN C MECTHLIMWPETHOHANbHRIMI FOCYRAPCTRBHHBIMK / MEXAYHAPOAHBIMU
HOPMaMM,

{ 3 | COCTAB/ HHOOPMALIMA O KOMMOHEHTAX |
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. ?" NMACNOPT BE30ONACHOCTH
- . BELHECTBO | Pen. 6.3
’ BlOdyne Pacreopsi Cellprep k npoueccopy AN ROAFOTOBKN LIUTOSNIONMHECKNX
NPENapaTos METOZOM XUAKOCTHOW LIMTONOMU
XUMWMECKOE HASBAHWE Homep CAS Homep ENCS* % (M.A)
Sranon 64-17-5 2-202 34%
Newormsnposanian soaa 7732-18-5 - 49%
FnuLepywH 56-81-5 - 16%
PocchopHan kucnoTa 7664-38-2 - 0,48%
AUETaT SMMOHUA 631-61-8 - 0,48%
Hatpusn uwtpar auruapar 6132-04-3 ) 0,04%

* Homep ENCS: TTepevette CYWecTRYIOLIX N HOBRD XHMNYOCKNX BELLSCTa SINOHNA

[4. [ MEPBIIEPBOW NOMOWA_

A. NPU NONADAHWUA B MA3A

OCTopoXHO NPOMBIBAHTE BOAOH B TEHEHWE HECKONBKUX MUHYT. CHIMUTE KOHTAKTHLI@ JTUH3LI, 8CIM OHW BCTb M CHATUS NWHA HE
satpyameno. Mpojonwaiite npommears. Ecnu  pasgpawsHwe rnas He npoxogur, ofpatwrecs K Bpayy 3a
KOHCYNLTaUMeR/OCMOTPOM.

B. MPU NONAGAHUN HA KOXY

Mpowmoitre xoxy BOAOH /MpuswiTe AYI UNK BLIMOKT® BOAOH C MLINOM. ECAM PEIAPANSHHS KOXM WNM ChiNb HE NPOXOANT,
obpaTnrecs k spavy 3a KoHCYNLTaLMeR/oCMOTPOM. epea NOBTOPHLIM HCNONNLICBAHHEM NOCTHPANTE SATPASHEHHLIE NPBAMETM
o[eXAL

B. NPWX BALIXAHUU )
Peaxuit sua poseitcTemnn. Ecnu asixaHwe 3aTpyAHeHO, BLAQUTS HA CBEXMA BOSAYX U 05ECNEUbTE NONHLIA NOXOH B NONCKSHUM,

XoMOPTHOM ANA AbXaHUA. OOPETHTECL K BPavy S8 KOHCYNLTALMEH/OCMOTPOM B CNydYae NNOXOM0 CaMOMNYBCTBAS WIM
BOSHUKHOBEHUSR PECTIUPETOPHLIX CHHAPOMOB.

I, MPU NPOTTIATHIBAHUMA

Peaxuid sna sosneiicToun. He euisuiBedite peoTy 063 pexomeHaauMd Bpaua. BOIMOXHO BOSHUKHOBEHWE PEIAPAKEHUS
HENYAOMHO-KILBYHOIO TPAKTA, TOWHOTH W PEOTHI,

A. CUNbHLIE CUMITTOMBI OTPABNEHWUA M BOSAEWCTBUE

BanixaHwe napos BLICOKOR XOHLISHTPALMM MONET B8bi38aThb HobONbLIOS PAIAPANKEHHS AbIXATENbHbIX NyTeH. HacTeid unu
NPOAOITKUTENELHEIR KOHTAKT C BOLLSCTBOM MOXST BLISBATH NOBRSXAGHHE U CYXOCTL KON, HTO MOKET NPUBECTH K BOSHUKHOBEHUK
AVCXOMBDOPTa U BOCTIANSHUA,

E. NPUMEMAHUE ANA BPAYA

Anvtenbhioe wm 4BCTO NOBTOPAIOWOEAECH BOJACHACTEMG HA KOXY MONST BLIIBATH ¥ OTAGNRHLIX NHL| OCNOXHEHUA YNXe

cywsecraywowlero socnanssia. Mo HHAMBMAYANLHOH PEaKUMM NAUMNBHTS 3aKNIoYeHNe Bpaqa HeolxOaMMO KCNONLIOBaTL ANA
KOHTPONA CHMITTOMOB W KITHHWMBCKONO COCTORHNA.

[S. [ MEPBI NPOTUBOTNIOIKAPHON BESONACHOCTH |

A. NOAXOAALME CPEACTBA NOXAPOTYWEHUA

UenonssyiTe oSWenprHATLIE CPEACTAa NOXAPOTYLISHNA.

5. OCOBbIE ®AKTOPBl PUCKA, UCTOMHUKOM KOTOPBIX ABNAETCA XUMUMECKOE BEWECTBO
XvMMUYECKOe BELIECTBO HE ABNAETCA MCTOUHNKOM OCOBOH OnAcHOCTH,

B. OCOBbIE CPEACTBA 3AWNTH U MEPHI NPEAOCTOPOXHOCTU ANA NOXAPHLIX
B cny4ae noxapa, RaqeHLTe BBTOHOMKLINA ALXATENbHLIA ANNAPAT C NONHOA MACKON M SALMTHEIH KOCTIOM. [INA NPeaOTEPAWSHUR
neperpesa eMKoCTeN OXNAXIAATe HX BORAHONW CTPyed.

6. MEPbI NPEAOCTBPALLEHWAA ¥ NNKBUAAUMK ABAPURHOW YTEMKH }

A. MEPbI JIMYHOW BE3OMNACHOCTH, CPEACTBA 3ALMTH U MOPAROK AEUCTBUN B ABAPMIAHOW OBCTAHOBKE
McnoneayiiTe cpeactea MHAMBARYANbHOR JalUMTH, pexomesayemuie B Pasaene 8 (Mpasuna u Mepul nNo obecneuermio
Ge3onacHoCcTW NoNb3oeaTeNns/CPeACTEa HHANBHAYANLHO! SALUMTLY). IKKBUANPYRTE KN MMHMMKINDYITE Kaxwe-NuGo yTeuku,
echu aTo Ge30nacH. [lepxuTs B Npeaenax AoCTYNHOCTY ABapHAHOR 050pyAcBaHNe (MCONLIYEMOR NPH NOXAPAX, NPOIMTHRAX,
yTauKkax n v.4.).

6. MEPb! 10O 3AWMTE OKPYXKAIOWEW CPEQW!

He ponyckaitte nonagaHun BOWECTBA B KAHAMM3ALMO UK BOAHBIS MYTH.

B. METOALI U MATEPHAIbI [INA NOKANUSALIMK U OUUCTKN
BLITPMTE MECTO NPONTUTHA NONOTEHUSM UM GYMAXHLIM NOTIOTEHEM,
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. ‘(: _ MACNOPT BE3ONACHOCTH

- . BELWMECTBO [ Peg. 6.3

‘ BIOdYne PacTeopel Celiprep k npoLeccopy ANA NOArGTOBKIA LIMTONOTUMECKHX
NPEenapaTos MeTOAOM XUAKOCTHOH LMTONOrMU

[7. [ WCAGNB3OBAHWE W XPAHERWE |

A. MEPH NPEROCTOPOXHOCTU ANA BE3SONACHOTO UCNONL3OBAHUA
He aonyckaiiTe nonaganka 8 rnasa, Ha koxy U ogexay. He nprHUMAaATe BRyTpb. NPkt HCIONL308aHNH 08ECNBULTE HAANEXALLYIO
senTUnaLMo. MNocTapaitTech He BALIXATL NAPLYFAsL/NbNG. HEWCTIONLAYSMLIE EMKOCTH XPAHNTE 8 SAKPLITOM BAAE.

B. YCNOBUA BEIONACHOIMO XPAHEHUA, BKNIOYAA HECMELLUBAEMOCTb

XpaHute BELISCTEO § AOSKHLIM OGPASOM NOMEBYSHHBIX BMKOCTAX. EMKOCTH AOMMHDI XPBHHTLCA B MNOTHO IBKPLITOM BUAS.
XpaHute PSIIGCTEO BAANK OT HCTOMHMXOB TeMTa. EMKOCTH HBOOXOOMMO pasmMeilaTbh B NPOXNAAHOM MECTS C XOpOwed
BeHTUNAUMER. TTOAXOAALME CPEaCTBA NOXAPOTYLIEHHA HEOONOAMMO PAIMBCTUTL B HONOCPBACTREHHOA GNMIOCTH K MecTy
XpaHeHuA.

8. NMPABWNA W MEPbl NO OBECNEMEHWIO BEJOfIACHOCTA NONBb3OBATENA/CPEACTBA
UHAUBUAYANLHON 3ALLINTDI |

A. NPEAENBHBIE SHAYEHWA NPOSECCHUOHANLHOIO BO3AENCTBUA

KOPEA
Kopes. OELs [npegent soageficTaun Ha paGovem mecte] (ISHL, nyHkr 42; ayGnuiHos yaeaoMNeHKe MUHKCTEpCTEA
Tpyaa Ne 1986-45, c nonpasxamn B mySnwuHom coobiuermu MunucrepcTsa Tpyaa Ne 2007-25 ot 8 wionna 2007 r.)
CAS RN; 64-17-5
Haumesosanne: 3raHon
8-uacopan CKB (cpeaHeB3sslieHHan KoHLIeHTPaLuA sewecTsa): 1,000 m A,
8-uacopan CKB: 1,900 mr/m®
15-MunyTHWA NKB (npegen xpaTkospemesHoro BOIASACTBURY: - M.A.
15-MunyTHOIA NKB: - mriv®

ANOHUA
finonwn. OELs [npsaens soaaedicTens Ha paGouem mecte] — JSOH {AnoHcxoe coobWecTeO 3ApaBooXpaHems Ha
padouem MecTe: PExoMeHASLMN NO NPEAGNLHO ACNYCTUMOMY BO3AsHcTENIO, 2007)
CAS RN: 64-17-5
Hanmenosatue: Stanon
He ycTaHoBNEHO.

OSHA
Tatnma Z-1 OSHA o Mpaaenax 3arpasHAOILNX BeilecTs & aTMocthepe (0T 30 wiowa 1993 r) (29 CFR 1910.1000)
(1971 DonycTussie yposHu BoageiicTenn) (PELS))
CAS RN:; 64-17-5
Havwmswosane: JtaHon

8-vacosan CKB (CpeAHSBIBELLISHHAN KOHUSHTPAUMA BaWeCTSa): 1,000 M.A.
8-yacoman CKB: 1,900 mr/m® ~

NIOSH

NIOSH. Kapmarmioe pyKoBOACTBO O XMMHUECKH ONAacHbiX chaxTopax, 2005 r.
CAS RN: 64-17-5
Havmenosanme: JraHon

Pexomerayemoe NIOSH npeaenbhoe sosasfictaue (REL) [AnA maxcumanbHoro cpoxa paGovero gun s 10
4yacon a reveHne 40-yacosoi patouei segenu): 1,000 m.a.

Pexomenaysmoe NIOSH npepenbHoe sosaedictane (REL) [ans maxcvManaHoro cpoka patovero awn 8 10
yacoB B TeusHwe 40-yacoeoi paboqed Hagenu): 1,900 mriv®

Koxueutpaumn HY)K3 (HenocpeacTeeHHan yrpoaa »msHu W agopoabio) no NIOSH: 3,300 m.a.
B. TEXHUMECKUE CPEAICTBA OBECNEYEHUR BE3OMNACHOCTU
Pexowmenayetca oGecneunte obuyo BenTunaukio. Mpy HeoBXOAUMOCTH HCTIONLIYRTE MECTHYIO BLITAIKHYIO BEHTWIAUMIO A
KOHTROMA NONARA0LWH B BOSAYX AbIMKH M nCNApeHnil. OGeCcnounTS MEXAHUHOCKYIO BEHTURRALIMO 3AMKHYTBIX NPOCTPRHCTS,

B. CPEACTBA UHAVBUAYANBHOW SAWUTHI
OBWWE PEKOMEHOALIMU
Pexomenyetcs BoiOMpaTe ¥ UCNONL3ICBETL CPEACTBA WHAVBHRYANLHOR SAlUMTLI NPH MCNONLSOBAHNM BelecTsa, pabousro

MecTa W OBpALIeHMM C BELSCTEOM. Mbl PeXoMeHayeM B KANECTES MUHAMANLHOTO CPOACTBA SALMTH HOCHTL JALMUTHBIE
NEPuaTKM.
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MACNOPT BE3ONACHOCTH

BEWECTBO | Pep. 6.3

':@iodyne

Pacteopbt Cellprep k npoueccopy ANN NOATOTOBKM LINTONOMMNSCKUX

NpenapaToR METOAOM XUAKOCTHON LINTONOMMMU

CPEACTBA 3ALUTHI OPFAHOB AbIXAHUA

MY BOSHAKHOBEHNK SHEUNTENLHOA KOHLIGHTPALUN ALIMKA, UCTIBPEHWH WU PACTILINEHHDIX MACTHL B BOIAYX® PEXOMEHAYSTCA
HOCHTE pecriupatop. MMOoAXOAAWMA UNLTPYIOWMIT MATSPMAN SABMCUT OT KONWMECTSA W THMA XMMMKATOR, C KOTOPLIMM
#eobxoanmo pabortate. Ecnu TpebyloTca CpeACTea SMUMTE OPTEHOB ALIXAHWA, NPOBSANTE NONHYID NPOTPAMMY 1O SaLMTS

OPranos AbIXaHWA, BXNIOMAS B8LIGOP, TECT HA NOATOHKY, OBYHEHUS, TEXHHUECKOS OBCNTYRUBAHNS W NPOBEPKY.

CPEACTBA SAWMTHI MMA3

Mpi 05PALLOHUKA C BALLSCTEOM NP HEOBXOANMOCTH MOXHO HCNIONbIOBATE XMMHMECKNE SALLIMTHLIS CUKH.

CPEACTBA 3ALMTH PYK
PexoMeHayeTCA HOCHTL NOAXOARILME XHMWUECKH CTORKHE NEPUATKN,
PeKOMEHAYSTCA PATYNIAPHO NPONSBOANTEL JAMEHY NBPHETOK.

CPEACTBA 3ALUTEI KOXXW

Bewlectao He OKA3ILIBAET SHAUNTONLHOIO BOIRGHACTBUA HA KOXY. PaKOMEHAYETCA HOCHTL NOAXOAAWIYID XMMUHECKH CTOHKYIO

oAexgy

[s. [ ®UINKO-XUMWIECKWE CBOMCTBA

A. ®USUYECKOE COCTOAHUE BEWECTBA:

Fpospaunan, GacUBSTHAR MUAKOCTD,

B. 3ANAX: MArkw! xapakrephbiil sanax,
B. NMOPOT" BOCNPUATUA SAMAXA: Het aanHex.

r.pH Her poaHHbIX,

A. TOMKA MAABAEHUA/BAMEP3AHUA: Her gamHuIX,

E. HAYANTIBHAA TOMKA KUNEHUAMHTEPBAN KMNEHWUA: Her aaHHLIX,

XK. TOMKA BCMNLIUKW: Mpumepso 30°C*

3. CKOPOCTb UCNAPEHWUA: HeT asHnbix.

. BOCNNIAMEHAEMOCTD (FA3, TBEPAOE BELLECTBO): He npumensieTcs.

K. BEPXHWIA U HWKHWIA MPENEN B3PLIBOONACHOCTM: Het aaxHbIX.

N. DABNEHUE NAPA: HeT aaHhbIX.

M. PACTBOPUMOCTb: P&cTBOpRETCA B BOAS.
H. YAENBLHAA NNOTHOCTL NAPOB: Her paHuuix.

0. CNEUMOUYECKAR MNOTHOCTDb: Het pgaHBbIX.

N. KO3POUIIMEHT PA3AENEHUA H-OKTAHONA/BOAbY: Her aanpuix.

P. TOMKA CAMOBOCNNAMEHEHUA: HeT AaHHBIX.

C. TEMNEPATYPA PASNOXXEHUA: Her aanmuiX.

T. BASKOCTb: Her AanHbIX.

*OGpas3el He BCNLXMBAN A0 KMNSHMA (NpuMepHo 30°C)

[40. [ CTABMNBHOCTL W PEAKLIAOHHAR CNOCOBHOCTD

A. XUMUWYECKARA CTABWIBHOCTL

CralunbHo B HOPMANBHLIX YCNOBUAX,

B. BOSMOXHOCTb ABAPUAHO-ONACHBIX BSAUMOAEWCTBMA
PUCK BOSHUKHOBSHMA ONACHON NONMUMOPHIALIM OTCYTCTBYST.

B. YCNOBUA, KOTOPLIX CREAYET USBEFAThL

CneLmduocikne YCroeHs, KoTOpLIX creayer nsberats, OTCYTCTBYIOT.
. HECOBMECTUMBLIE MATEFMANDI

HecoBMOCTHMLI® MATEPHANLI OTCYTCTBYIOT.

[19. T WHOOPMALMA O TOKCHYHOCTH
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(_ MACMOPT BE3ONACHOCTH

- . BELIECTBO [ Peg. 8.3

¢ BlOdyne Pacteopel Cellprep K npoweccopy AMA NOAFOTOBKN LUMTONOTUMECKUX
fipenaparoe MeTOAOM XHAKOCTHON UMTONOMH

A. THOOPMALIMA O HAMEONEE BEPOATHBLIX CNOCOBAX BOSAEWCTBUA
NOMADAHKE B ITA3A: Aa.

NONAJAHUE HA KOXY: fla.

NPOrNATHIBAHUE: Her.

BABIXAHUE: Her,

E'.GCMMHTOMH. OTHOCAWMECA K DUIUHECKUM, XUMUECKUM U TOKCUKONOTUYECKUM XAPAKTEPUCTUKAM
T BAHMbIX.

OCTPAA TOKCUMHOCTD:

- NepopantHan: HenseectHo, Het aaHHeIX.
- Kownasn: HeussectHo. HeT panHLIX.

- Mpy¥ sacixaHm: HeUIBSCTHO, HET DAHNLIX,

PAIIPAXEHWEMOBPEKAEHNE KOXMW:
MoxeT peisaaTe HeSONLWOS pasfpEXEHNS KOXH. HacTOS WM NMPOACIDKHTENLHOS BOSASACTBME BOLIECTEA MONST BLI3BATL
NOBPEXASHNE N CYXOCTH KOXH, KOTOPLIG MOTYT NPUBECTH K BOSHIKHOBEHHIO ANCKOMMOPTA ¥ BOCNANGHHA.

MoxeT BbissaTts HeGONbLLIOS PASAPANSHUS INas.

ﬂauuoe aemecmo ne ABNASTCR eoneuﬁunus

KAHLIEPOIEHHOCTD:

Kareropus xaHusporesos no ACGIH: A4 (He knaccULMPYSTCA KAK KAHLISPOTOHHOS BSILISCTBO AR YATIOBSKA)

Hu 0AMH KOMMOHEHT JAHHOIO BOLIGCTEBA HE BXNIOMEH B CNUCOK KBHLISPOTEHOB ANA Yenoseka MeXAYHAPOAHIM STOHTCTBOM NO
u3y“eHNIo paka (JARC) W AMepUKSHCKON KOHGEPSHLMSH OCYAMPCTBEHHLIX CIBUNANNCTOB N0 NPOMLILLNBHHOIH rureses (ACGIH).

ONACHOCTS PA3BUTWA ACTIMPAMMOHHLIX COCTORHNA;

HeuseactHo. Het aanuLix,

[12. T SKONOrUMECKAR WHOOPMALINA |

* flaHHOE BEUICTRO HE UCCNARDBANOCH HA TYOKCHUHOCTL, MNpHBeaeHHbIIe HKe PEAYNLTATH OTHOCATCA K ONACHLIM KOMNOHBHTaM.

A. TOKCUHHOCTbL B BOQHOW CPEAE U SKONOMMYECKAR TOKCUYHOCTL
BOSHUKHOBEHWE IKOITOMMMECKOR TOKCHYHOCTH BOSMOXHO MM BOIRSHCTEMW WAW OCRKASHMM BAUIECTBA B NOYBY B TEHBHWE
ANMTENbHBIX NEPUOAOE BPBMEHH.

6. CTOWUKOCTH U CNOCOBHOCTb K PASNIOXEHWIO
OpraHWYeckan 4acTb KOMNOHEHTOB BELLECTEA PASNAFAETCA NOA ASHCTEHEM MUKDOOPFAHMIMOB B cpaaHem obneme.

B. CNOCOBHOCTH K BUOHAKOITNEHWIO
Bewectao He 0ONAASET SHAUUTENBHOW CROCOBHOCTEIO K GHOHAKOTINGHHUIO H3-38 HUSKOTO KoadbMuueHTa BronakonneHus (BCF)
1 HHSKOTO KOXDPWUMEHTA PASACNEHNA H-OKTEHONA/BOAM.

. NOABMXHOCTL B MOMBE
HeussecTHo. HeT AaHHbIX.

4. APYIOE HEFATWBHOE BO3AEMCTBUE
HeussecTho, HeT AaHHbI.

[ 13. | YTMRU3ALMA U 3AXOPOHEHWE OTXOROS |

A. METOAN YTUAUIALUKL
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NACNOPT BE3ONACHOCTH

4 »”
:(B. BEWIECTBO | Pea. 6.3
v lOdyne Pacteopbl Cellprep Kk npoueccopy AnNA NOATOTOBKN LUTONOMHYECKUX
NPenaparos METOAOM MUOKOCTHON UMTONOTMI

OnacHme OTXOALI ROMMHE TPAHCTIOPTUPOBATLCS MMLISHIMPOBAHHON KOMNAHKEA NO NEPEsOIKE ONACHLIX OTXOAO0D, AOIKHBI
YTWIMINPOBATLCA WIN OuiTh NEPAABHLI KA NWLISHINPOBAHHOS NPEANPUATHE ANA OGPSLIGHWA, XPAHSHHS, YTHIHIALMM WUNNW
nepepatoTi ONACHLIX OTXOA0N.

O3HakOMBTECE € MECTHLIMM, (OCYABPCTBOHHLIMK W (DEAGPBNLHLIMK NONOXEHWAMW [N0 YTWIMIEUWM] ANA  HSYweHMA
cneLpduuecinx TpeSoBanmi.

5. MEPbI NPEAOCTOPOXHOCTHU (110 YTUAKIALMW SAMPASHEHHBLIX EMKOCTEN W YITAKOBOK)
He yrinuanpyiite OTXORM B MECTHOR KAHANMIAUMOHHON CHCTEME WITW BMECTS C OBbIMHGIM MYCOPOM. [TPOAYKTaMH FOPeHMS
SBNAIOTCA OKHCh YINEpo/a, ABYOKMCL YTNEPOAa W BOAA.

[ 14. | MHOOPMALIMA O TPAHCMIOPTUPOBKE |

A. UN N2: 1170.

6. Tounoe OTTpysouHoe HanmeHosanne: PACTBOP STAHONA
B.KNACC: 3

. FPYINMNA YRAKOBKM Il

A. OrpanuwisnnA No pernamexTam IATA oTCyTCTByI0T

[15. 7 [ HOPMATHBHAR WHOOPMALIMA |

MENAYHAPO/IHBIE 3AKOHb! O KOHTPORE XWMWYECKUX BEWECTB

EBPONA

KomnoHeHTL, COCTAENAINIWNE AAHHOS BILIBCTEO, BISIOHGHD! WK MCKNIOHEHD) U3 MaTEpHanbkHbix s3anacos EINECS [Esponedicxuii
NepeusHb CYLISCTBYIOWNX KOMMEPNECKMX Xummuuecknx peitecta] wwm ELINCS [Esponedicxwil nepevett 3apemcTpupoBaHHbix
XUMHYSCKUX BSLLSGCTB].

KomnoneHTsl, COCTABNAIOWME RAHHOS BSILECTBO, BKITIOUYEHE! WM NCKMIONEHB! HS MAaTepuanbHbix sanacos TSCA [3axow o
KOHTPOM® KAz TOKCHYHLIMK BelecTaamu] 8(b) (40 CFR 710).

ANOHUA

KomnoweHTbl, COCTABNMOWME LAHHO® BEWEeCTBO, COOTEOTCTRYIOT 3aKOHy O KOHTPONe 3a NPOMSBOACTEOM M WMMNOPTOM
XUMHIECKNX BELIOCTB 1 BKIOYSHS! B CTIMCOK MUHNCTOPCTBE IMOHOMMMBCKOTO PAsBHTHA U Toprosnu (MET).

KOPEA

KOMROHOHTL, COCTABRAIOWME AAHHOS BAUECTEO, COOTBETCTBYIOT 30KOHY O KOHTPONE 38 TOKCHYHLIMK XiwmkaraMu (TCCL).

18. MNPOYASR HHOOPMALIMA |

Macnopt GesonacHOCTM AANHOND BEECTEA NPSAOCTABNAGT KHDOPMALMIO NO ANPABOOXpaHeHNIo M  GelonacHocTw.
BoiwenpuseaexHan UHQOPMAUMA CWMTASTCH KODPOKTHOW, HO He BCeolSbeMmowWed, U ACMKHA UCNONLIOBATLCA TONLKO B
kauectee pykosoactsa. BUOAWH KO., ITA). He neceT 0TBETCTBEHHOCTH 38 Kaxo#-rwGo ywepl, HaHecexnHwid 8 peaynbTarte
obpalLeHIn C BSIIOCTEOM UMM XOHTAKTa C M. Kaxanii Yanosex obs3aH NPMWIOKMTE BCE YCUITUA ANA TONo, YToBbl NONyuaHHAR
UHPOPMaLNSE COOTEETCTROBANA OTASNLHLIM UEGNAM. PAsMuHLe TOCYASPCTBAHHLI® OPraHl MOTYT YCTAHSBMMBATE 0COGLIe
HOPMb! KECATONLHO TPSHCNOPTUPOBKKM, OBPALLISHMA, XPAHSHWA, NCTIONLI0BAHNA HNW YTUAKSELMW AAHHOIO BOLSCTBA, KOTOPHI®
MOTYT OTCYTCTEOBETL B HACTOALWLGM NacnopTe Ge30NacHOCTH. MoNLIcBaTENh HOCOT OTBETCTBEHHOCTL 3a NONHoe colnaeHwe
TBKUX HOPM.

A. ACTOMHKUKK

Unhopmaumn O KOHTPOIMPYEMLIX XUMMKATAX NPEAOCTABNEHA HALMOHATILHBIM KHCTUTYTOM TEXHONOTMIA 1 OLBHOK, FINOHUA.
MHcTHTyT aHannsa u uccneaosaina xummatos, ANMOHUA (CERI)

WHOAPCS: MexayxapoaHeie kapTul xuumiecxol GesonacHoctm (ICSC)

Eeponeiicxoe Giopo xummartos EC (ECB): MexayrHapoanan Gasa ganuix eaurooBpasHoil ximanieckod nhopmati (JUCLID).
Apmnan BeGUncaiir 16 (Komnanun 3E).

Kopedckuit MHCTUTYT TeCTHPOBAHHA W HCCITBADBSHUA

6. NPCHAA MHCOPMALIUA

- flava sminycxa: 01 anpens 2024 r.

- Homep sapcu: 6.3
= TeXHUUECKEN NOQAGPNKE U PEASKLIMA OT HCCIAROBATENLCKOrO LIsHTPa npu Buoavn Ko., jiva.
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Mpunoxenne. dopma Ned2

Pervcrpauwonnsiit Homep 2024-8888
HOTAPUANBLHOE CBUAETEALCTBO

Mocns npoBepkn & MOeM OBMCE 5 NOATBEPIKAAKX, 4YTO NpunoxshHan xonus PYKOBOAQACTBA MO
NMPUMEHEHUIO nonmocTsio COOTBETCTEYET OPHIUHANY.

Uro HacToAlM YAOCTOBSPROTCA 29 Mas 2024 rons B AaHHOM OHCe.

Ha3snanwe KOHTOPLI
HoTapnantHas 1 I0PHANMNECKES KOHTOPS XaHMK
Mon 1opucamune#
LiexTpansHod pafionnoii npoxypatypm Ceyna
Anpec xoHTOPL!

Tauntpu (B) 101, 8 Onrok-po,

Yonrory, Ceyn, PecnyGrmka Kopen
Hovapsye [HKYH XIOH KbiH

SIO4MHCE>
(Floanuck HoTapuyca)

Keanpamibih rami:  HOTApHANLHAN N IOPUSHYSCKEN KOHTOPA Xanmu
Hovapmyc Bxcyw Xion Kuin

Dannutit coTpynHuk Guth ynonsomosesw MuHucrepcteom Ocrvyum, Pacny@nuka Kopen, peiicreosats 8
KaMecTee HoTapuyca ¢ 14 mapra 2007 roga, cornacHo 3axony Ne 7428,

Z10 MM X 297MM (TIepepaGoTaHHan Gymara (1 copr) 70 rfw?)
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A, nepesogunk [MomopueBa AnvHa HOpbeBHa, BMaJEHOWAst PYCCKUM, KOPEMCKM W @HIIMACKAM  S3bIKaMu,

NOATBEPKAAL, UTO BbINO/IHEHHBI MHOK NEpPeBOs, NPUIOKEHHOTO [OKYMEHTA SIBMSIETCA NpaBIbHBIM, TOUHBIM 1

MNO/HbIM.

Poccuiickast depepauys, CaHkT-IMNeTepbypr,

[ECATOro MIOHA ABe ThICAYM ABaLaTb YETBEPTOro rofja.
A, OctaneHko EneHa KOHCTaHTMHOBHA, HOTapWyC HOTapUasibHOTO OKpYra
CaHkT-lNeTepbypr, CBUAETENLCTBYIO MOL/IMHHOCTL MOAMMCK MepeBoaUMKa
MomopueBoii AnvHbI FOPLEBHBI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NognmcasLLIero OKYMEHT YCTaHOB/EHa. yy

3apernctpuposaHo B peecTpe: Ne 78/189-H/78-2024- '7 —

YnnayeHo 3a coBepLUeHne HoTapuasibHOro Aercteus: 600 py6. 00 kor.

Biopo nepeBooB «ABpOpa»

197342, r. CaHkT-lNeTepbypr,

M. YepHasa peuka,
yn. TOpXKOBCKas, 4. 5.
BL, «OnTuma», odmec 331
Ten: (812) 441-39-10
www.aurora-Diter.com
aurora-piter@mail.ru

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway station,
5 Torzhkovskaya St.
OPTIMA Business Center, office 331
phone: (812)441-39-10
www.aurora-Diter.com
aurora-piter@mail.nj
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E.K. OctaneHko

OlPH: 1089847219043
WNHH/KMNMN: 7841388560/781401001
OKHO 09801859 OKOHX 96120
p/c 40702810507380000118
®UIVAN NETPOBCKUM
MAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BWK 044030795

PSRN: 1089847219043
ITN/CRR: 7841388560/781401001
RNNBO 09801859 ARCEA 96120

s/a 40702810507380000118
PETROVSKY BRANCH
OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795



WToro B Hactos [OKyMeHTe
73 (cembpecs nvcta

Hotapuyc: E.K. OcrtaneHko
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