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Cellprep Cervical Solution

1. General information

Name of the medical device - Cellprep Cervical Solution for Liquid-Based Cytology Processor
(hereafter - "Cellprep Cervical Solution", "Cervical Solution", «Cervical Solution», "Cellprep Solution(s)",
"medical device").

Cervical Solution assists to preserve endocervix cells in
optimal way, preserving their morphology, without shrinking
the nucleus and without causing hyperchromasia.

Use:
For studying the gynecology samples.

The specially designed vial containing the solution is optimized for Cellprep LBC devices.

The vial cap consists of two parts: middle cap and top cap. This design provides that after collecting the
sample from the patient, the physician can open only the middle cap and place the sample in a vial with
solution. The top cap ofthe 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.

Integrated filter

Top cap of vial

Middle cap of vial

Vial with a top cap Vial without a top cap

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

Class of potential risk of the solution application - 2a
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Cellprep Cervical Solution

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

Solution name Catalog No. Volume

Cellprep Cervical Solution for Liquid-Based CER-1000

Cytology Processor

20 ml

The medical device is intended for professional use only.

The Cellprep Cervical 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 Cervical Solution

2.1, Intended use, indications and contnhindlcations

Intended use and indications:
The Cellprep Cervical Solution is an auxiliary device for in vitro diagnostics and is intended for
preservation of exfoliated endocervix cells 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

Functional use

Specific pathology, conditions or risk factor
which detection, determination or differentiation
the IVD medical device is intended for
Population, demographic aspects of the medical
device use

Information on analytical sensitivity (limit of
detection), analytical specificity, diagnostic
sensitivity and diagnostic specificity.
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Not applicable

Auxiliary device for in vitro diagnostics
Suspicion of a neoplasm or precancerous
condition (cervical cancer screening)

The Cellprep Cervical Solution is intended for
preservation of exfoliated endocervix cells
collected from women, regardless of race and
age differences of patients.

Not applicable



Cellprep Cervical Solution

2.2. Description of the solution

Colorless transparent liquid without foreign impurities

Solution composition

Components:

CHEMICAL NAME CAS No. % (ppm)
Ethanol 64-17-5 35%
Deionised water 7732-18-5 48%
Glycerine 56-81-5 16%
Phosphorous acid 7664-38-2 0.475%
Ammonium acetate 631-61-8 0.475%
Sodium citrate tribasic dihydrate  6132-04-3 0.05%

The Cellprep Cervical Solution does not contain medicinal products for medical use, materials of animal
and human origin.

2.3. Principles of operation

Solution preserves and fixes the cells collected.

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

2.4. Delivery set
Cellprep Cervical Solution for Liquid-Based Cytology Processor

Including;

1. Cellprep Cervical Solution for Liquid-Based Cytology Processor, 20 ml - 25 pcs/pack.
2. Instructions for Use in paper -1 pc. per a shipping box (200 vials)

3. Type of the sample analyzed
Exfoliated endocervix cells.

4. information on conditionsTWW auirfur collection, 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 gynecology
samples.

Cervical Screening: after removing the mucus from the cervix surface
with a cotton swab, place the brush to endocervix and rotate 360" in one
direction 3-5 times with light pressure.

Place the tip of brush into a vial with Cervical Solution and mix up 5-10
times to distribute the cells properly. It is allowed to leave the tip of brush
in vial if it is visible that the amount of sample is not enough.
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Cellprep Cervical Solution

Preservation The Cellprep Cervical Solution preserves and fixes the cells collected.

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 ®C to +30 ®C, can be used for liquid-based cytology
studies for up to 3 months.
Freeze/Thaw Prohibited.

Cooling, 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, preparation
Not applicable.

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

7. Application of the Cellprep Cervical Solution

7.1. Description of the medical or non-medical devices intended for use in
combination with the Cervical Solution

7.1.1. Brush

Cc J*
The brush is intended for coIIectir'ﬂ"te"oecQ!»" sample from the endocervix.
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Cellprep Cervical Solution

It is allowed to use the brushes duly registered within the territory of the Russian Federation, for example,
“Endocervical Brush" by Rovers Medical Devices B.V. (the Netherlands), registration certificate No. ®C3
2012/12680 or analogue items.

7.1.2. Equipment for slide preparation for thin layer cvtoloav or liquid-based cvtoloav

1) Cell Prep Plus LBC Processor by Biodyne Co.. Ltd.,, Korea (registration certificate No. ®C3
2010/07117) is intended for fixation and transfer ofcells ofvarious biological body fluids and tissue samples
from a vial to a slide producing 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 mono-layered 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 Cervical Solution and the gynecology 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. It minimizes misdiagnosis by reducing the amount of overlapping cells on a slide.

7,1.3. Slides

In addition to the slides included in the delivery set of the Cell Prep Plus LBC Processor, 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.

7.2. Application of the Cellprep Cervical Solution

(1) Sample collection

~  Sample collection method
Cervical Screening: after removing the mucus from the cervix surface with a cotton swab, place the brush
to endocervix and rotate 360° in one direction 3-5 times with light pressure.

(2) Place the brush into a vial an”™WbLaifcSriULtInies to distribute the cells properly.

It is allowed to leave the tip of brush in vial if it is visible that the amount of sample is not enough.

Only one patient sample is placed per vial.

Depending on the device.
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Cellprep Cervical Solution

> Cellprep AUTO: To operate the device under Cell AUTO mode, please discard the brush tip from vial.
(Otherwise, you can run only Cell manual mode on the Cellprep AUTOL

> Cell Prep PLUS: It's not necessary to discard brush tip from vial.

(3) Insertion of the vial with the Cervical Solution into equipment for slide preparation for thin
layer cytology or liquid-based cytology

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 cells during
cytological examination to zero.

3.1. 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.

Auto Turbidity Smear Mode

Please click on the SETUP button for 3

Cellprep AUTO Syster seconds or longer inthe main screen.

LBU(O/ LU LIVoI) ToutCwsk mts u The screen will switch to User Setup Screen
sesse LLrblIuCTT/ n EA M EA
TwdS GH Tr
Gyne 1 .23 Qlecm

Jsnr Sotjp Sr.ree Select Turbidity ON.

RxattonTM Using the auto- turbidity selection
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If Turbidity AUTO Mode Is selected, a user
must check that there is no brush in the vial
because the brush in the vial may interfere
with the auto-turbidity measurement.

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 inthe 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.

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.



Celiprep Cervical Solution

Celiprep AUTO Sy«em Select the types of specimens

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

For gynecology samples push the blue button
"G

Celiprep AUTO Sysren Specify the quantity of vials for operating.

retal Number press menu comes out when press
O O e red number on Working Count.
Gyre
® w T 0 O
o w O
Enter the desired quantity of vials inthe field.
r e 2  J—
s 6
®O© 1 1
= . 6
i'Po o o ® of 0
ESC u/
. s 12 1%* o
iSii
ifisu
. Press START button. Cap opening, suction,
Celiprep AUTO Jystem blowing and slide transfer is autormatically
) operated.
@l Mt £A Ifyou want to stop the operation, please push
usM nootr £A 'STOP' button. Push the START button to
«.1 Ka continue with the operation. If you want to
LM wan start from the beginning after stopping the
operation, press STOP and then HOME to re-
set the position.

I3
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Celiprep Cervical Solution

T W
i}

*

Slide Glass Process.ng Pesu
‘iu G AfOM'9
S 703
IFO™

Sea
S.a=07

Slid=~D
Sidd="O

Celiprep AUTO Syuviei

M TMalCMM
O O 0 TwblyCwTa
3weBT

Gyne Mwmmr

0 0O O O O L a

PMHItC MITO 4hMN6
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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, otherwise itdisplays
with Black.

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

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

Manual Turbidity Mode

aMI EA
oA U
ii.iow

m.a3 Kfjan

Please click on the SETUP button for 3
seconds or longer inthe main screen.

The screen will switch to User Setup Screen

lia S aB i

Select Turbidity OFF.

Disable auto-turbidity selection function.



Cellprep Cervical Solution

User Sctj.o Screen
Vortex ON/OFF Selection Function.

Total Vial Processing Result . .
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.

| QA"Ne i3i

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.
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Cellprep Cervical Solution

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

Cellprep AUTO System

TabOM

MoEA Mode A:
Tx{gpchwi 1 - Used when amount of collected cells in
Qyne solution vial are normal
Mode B;
O ¢ ¢ 0O - Used when too less amount ofcollected cells
in solution vial
ModeC;
- Used when too concentrated amount of
collected cells in solution vial

Cellprep AUTO System .
Select the types of specimens.

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

For gynecology samples push the blue button
"G

Specify the quantity of vials for operating.

OO0 b

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

JM,I

eeooo

NOICMK RV

Wi oy
START button.

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

If you want to stop the operation, please push

OO0 =m weronicews MM g ‘STOP’ button. Push the START bution to

HE- W continue with the operation. If you want to

3yne 123 Klfery start from the beginning after stopping the

operation, press STOP and then HOME to re-
O0oe« e P the oo
N

Cellprep AUTO Systei

GANSUtUI MMANL Me«*) T A

set the position.
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Celiprep Cervical Solution

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, othenvise it displays
with Black.

f unymTtars MabYNbITr™

Press the arrow on TOTAL VIAL

Slide Glass Processing Result !
PROCESSING RESULT or below of SLIDE

<or NnGyre RESULT, it moves to GLASS PRECESSING

RESULT and the SLIDE work can be

Shd»-02 checked.

Si.cJc-03

St , i

SLd*-05 Take out the Smearing completed Slide that

S*.d*-06 hold in the cell fixing alcohol container, and fix

S)iidp 07 for 30 minutes in separate ethanol container
then dye.

Shde-09

3.2. Cell Prep PLUS: after turning on the instrument, select the sample type on the touch screen.
For gynecology material press “GYNE” key.

vw Y /M M /o0 hh:mm:ss

Celiprep

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.
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Cellprep Cervical Solution

Place the vial in the holder. It is necessary to shake the vial 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 cells and conditions.

Cellprep i A

STATUS WORK 12345
SUCTION BIC\-/ER GYNE URINE BODY
00.1 kPa ~,23
FNA RPT CUSTOM
J A J
1LNEIN  GYNE \2 CYCLE
A B C
Bo®pT
MESSAGE : AUTOR'J" T.ART BUTTON)
MANUAL SETUP 1 release b STOP
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Cellprep Cervical Solution

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
in the corresponding user manual.

(4 After smearing insert the siide into 95%6 ethanoi immediateiy and iet it fix for 30 mins.

(5) Screen out the iesion from the smeared slide after it is stained and mounted.
Interpretation of the results is carried out according to the current Bethesda classification.

7.3. Interfering substances or sample limitations that may interfere with study
result

Samples with a high amount of blood and mucus, and samples with an insufficient amount of material (less
than 5000 cells under microscopy) in all fields of view of the slide in accordance with the Bethesda 2014
system are considered inadequate, since they may cause subsequent difficulties in making a diagnosis. If
the sample contains abnormal cells, 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 cellularity of the sample. Failure to comply with
this requirement may result in incorrect results.

7.4. ldentification of the medical devices in order to obtain a safe combination and
for) information on known restrictions on the combined use of medical devices

The medical and/or non-medical devices listed in Section 7.1 may be used with the Cellprep Cervical
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.
8. Specifications of the Cellprep Cervical Solution

Name of characteristic 1parameter

Appearance 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

Foreign impurities

Fungi No
Bacteria No
Parasites No
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Others 1 unit/ 10 ml
Reference volume 20 ml + 10%

Torque effect of a vial middle cap 19 kgf-cm £ 5 kgfcm
Torque effect of a vial top cap 14 kgf cm £ 5 kgfcm
pH of solution pH=5.2 + 0.25

Dimensions of vial:

Total vial height: 89.0 mm £1.0 mm

Diameter of a vial middle cap: 42.7 mm £1.0 mm

Diameter of a vial middle part: 36.1 mm £1.0 mm

Diameter of a vial bottom part: 38.1 mm £1.0 mm

Weight of vial containing the solution 50.0 g £ 10%

Label 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:

CE(l

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

K ?un CE mw

ifellc
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9. Recommendations for staining the slides obtained

i step No. Name of chemical for staining Duration
Gyn S Xi "iNonrGyh.'/. N

Fixation 95% Ethanol 30 minutes i'l- ' 30 minutes -
1 80% Ethanol 10 dips 10 dtps
2 70% Ethanol 10 dips 10 dips
3 Water 2 minutes 2 minutes
4 Hematoxylin .iun n ) 2 minutes
5 Water 1 minute 30 seconds 1 minute 30 seconds
6 05% Ha 3-5 dips 3-5dips
7 Water 5 minutes 5 minutes
8 95% Ethanol 10 dips 10 dips
9 95% Ethanol 10 dips 10 dips
10 0G-6 3 minutes 1 minute 30 seconds
11 95% Ethanol 10 dips 10 dips
12 95% Ethanol 10 dips 10 dips

R 13- 1 1 EA-50' - 1 minute 30 seconds
14 ‘ 95% Ethanol 10 dips 10 dips
15 \ 95% Ethanol 10 dips 10 dips
16 100% Ethanol 10 dips 10 dips
17 100% Ethanol 10 dips 10 dips
18 Xylene 10 dips 10 dips
19 Xylene 1 minute (10 dips) 1 minute (10 dips)
Desired reagent Expected manufacture 95% Ethanol (ml) ADW (mI)v:An

concentration
50% Ethanol
70% Ethanol

80% Ethanol
Desired reagent Expected manufacture 70% Ethanol (ml) HC! (ml) K
concentration

0.5% HCl-alcohol 995
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Cellprep Cervical Solution

10. A, B. C, Suction Numerical standard values for LBC Processors

A
GYNE I

B
(gynecology material)

C

Pressure & Time

10.0 35.0 10 0.05 0.05 05
15.0 10 0.05 0.05 P.S
40 35.0 1.0 0.05 0.05 05

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 Cellprep solutions must be handled as a biohazard material.
8. Do not use the Cellprep Solution after the expiration date.

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

11

12- Transportation and storage conditions

Transportation by all means of transport is allowed.

Transportation and storage temperature: from +10“C to +30RC

Store in a closed container in an area that prevents direct contact with sunlight.

Store and use only in a well-ventilated area.
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13. Packaging

The Cellprep solutions are delivered in polypropylene vials. Vials (25 pcs) are placed between two plastic
(polypropylene) 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 materials 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 Cervical Solution packaging.
Packaging Material Dimensions / quantity
Vial for Cellprep Cervical Polypropylene Total vial height: 89.0 mm +1.0
Solution mm
Vial is a primary packaging for Weight of via! containing the
the Cellprep solutions. solution; 50.0 g = 10%
Plastic vial trays covered with Plastic trays (Polypropylene) Dimensions; 25.5 x 25,5 x 8.5
polyethylene film . cm = 10%
Polyethylene film
Secondary consumer package Weight of packaging with vials
(gross) -1.3 kg + 10%
Quantity: 25 vials
Shipping package of the Cardboard box, inner Dimensions;
Cellprep Cervical Solution 525x270x370 mm x10%

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

Weight of box with vials (gross):
11.35 kg + 10%

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

Package for hazardous Outer fibreboard box for Box dimensions: 530 x 320 x
materials. Shipping package hazardous materials 450 mm = 10% or 590 x 395 x

) 470 mm £ 10%
Several inserts from polymer

non-combustible material Weight of box with vials (gross):
12.60 kg + 10%

Quantity: 1 inner cardboard box
with 200 vials.

Pallet Plastic or wooden pallet Dimensions: 110x 1O x 132
cm + 10%
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Cellprep Cervical Solution

14. Symbol identification

Xy

<% >

CE

floT

I Causes serious eye
irritation

n

Carcinogenic substances

Flammable liquid and
vapours.

European Conformity

CE logo: This product
complies with the European
community directives

Temperature range

(temp. +10"C-+30 "C)

Biohazard

In vitro diagnostic medical
device

Manufacturer's lot number

15. Manufacturer’s responsibility

EC REP

[la

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

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.

In case of any adverse reactions or events while using the product, please
contact customer support service or your local distributor Immediately.
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Cellprep Cervical Solution

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 distributor.
Support Service

Tel. +82-1522-4811

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@bioline.ru

Tel.: +7(812) 320-49-49.
Hot line: 8-800-555-4910.

17. Cleaning and Disinfection

Not applicable.

The Cellprep Cervical 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 characteristics.

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

Cellprep Cervical 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, whili"'keepn'iylli*4jmperature regime from +10 ®&to +30 ®C can
be used for liquid-based cytology studies for up to 3 months.

24
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Cellprep Cervical Solution

19. Disposal

After use, the Cellprep solutions delivered by Biodyne Co., Ltd., Korea, must be handled 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 rules

implemented 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. Information on the initial release and revision of the Instructions for Use

Initial release
21. List of the standards applied

a) The quality management system of Biodyne Co., Ltd., Republic of Korea is certified to meet the
requirements of the standard EN ISO 13485:2016 by the TUV Rheinland LGA Products GmbH Certification
Body for the following scope: “Design and Development. Manufacture, Distribution and Service of Liquid
Based Cytology System. Design and Development, Manufacture and Distribution of Cell Preservation
Solutions 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 Cellprep Solutions comply with the following standards:
Directive 98/79/EC on in vitro diagnostic medical devices

EN 980:2008 Symbols for use in the labelling of medical devices
EN 1SO 14971:2012 Medical devices. Application of risk management to medical devices

25
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Manufacturer and developer:
Biodyne Co., Ltd.
24-4, Achasan-ro 5-gil, Seongdong-gu, Seoul, 04793, Republic of Korea

Tel. +82-1522-4811 Fax+82-2-468-09175cig”
E-mail: overseas@biodyne.asia *
www.biodyne.asia

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

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

27

J9



Appendix No. 1

Certificate of Anaiysis - Cellprep Cervical Solution (sample)

Cellprep Cervical 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: overseas@biodyne.asia

LOT No. XXXX
Certificate of Analysis No. XXXX dd. XXXXX

No. Parameter Equipment
External surface Identification table

Eyes

AK

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

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 anay.
5. There should be no
cracks.
6. Solution and label
should match.
7. There should be no
foreign impurities onthe
vial exterior.
8. Check that the
language on label and
type are indicated
correctly.

Bp. date:  XXXXX

Compliance
Complies

Complies

Complies
Complies
Complies
Complies

Complies

Complies

Interval Specification
Observation  from
distance of 30 m
At once
after production

28



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 Volume of the Complies Measurement

solution  should be
determined by the
volume for each type. (O

20ml)
5 pH of solution pH-meter 5.240.25 Complies Measurement
Transportation and storage temperature: from +10¥Cto +30¥C. Store ina closed container in an area that prevents direct contact with sunlight. Store and use only in a well-ventilated
area.
Shelf life - 2 years (while observing the recommended storage conditions).
XXXX - variable data.

oI

m t
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Appendix No. 2
MSDS (MATERIAL SAFETY DATA SHEET)

* _ 0 io d y ne PRODUCT Rev 6.3
Cellprep LBC Solution
11. ICHEMICAL PRODUCT AND COMPANY IDENTIFICATION

A. PRODUCT NAME; Cellprep LBC Solution (Cellprep Cervical 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; +82-704903-0901

12. IHAZARDS 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/vapors/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 author™m spactfy. 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 cool/well-ventilated place.
Store locked up.

DISPOSAL
Dispose of contents/container in accordance with local/regional/national/international regulation.

13. ICOMPOSITION | INFORMATION ON INGREDIENTS
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MSDS (MATERIAL SAFETY DATA SHEET)

! D |O u V n @ PRODUCT 1 Rev 6.3
Celloreo LBC Solution

CHEMICAL NAME CAS No. ENCS Number % (w/w)
Ethanol 64-17-5 2-202 BRlo
Di-water 7732-18-5 48%
Glycerine 56-81-5 16%
Phosphorous acid 7664-38-2 0.475%
Ammonium acetate 631-61-8 0.475%
Sodium citrate tribasic dihydrate 6132-04-3 0.05%

* ENCS Number: Japanese Existing and New Chemical Substances.

| 4. IFIRST 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.

15. IFIRE 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 PRECAUTIONS FOR FIRE FIGHTERS
In case of fire, wear a full face positive-pressure self contained breathing apparatus and protective suit. Keep
containers cool with water spray.

| 6. IACCIDENTAL 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 watenA"ays.

C. METHODS AND MATERIALS FOR CONTAINMENT AND CLEANING UP
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MSDS (MATERIAL SAFETY DATA SHEET)

PRODUCT Rev 6.3

‘Ao d n e
y Cellprep LBC Solution

Clean with towel or paper towel on its spill.

7. 1HANDLING 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.

I 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 Z-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 upiUd 164iour 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)

“/\ |O d yn 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.

9. | 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.

I. FLAMMABILITY (GAS. SOLID): Not applicable.

J. UPPER AND LOWER EXPLOSION LIMITS: No data available

K. VAPOUR PRESSURE; No data available.

L. SOLUBILITY: Soluble Inwater.

M. RELATIVE VAPOUR DENSITY: No data available.

N. SPECIFIC GRAVITY: No data available.

O. n-OCTANOLAA/ATER 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 3C'C)
| 10. | STABILITY AND REACTIVITY
lgii
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.

111. | TOXICOLOGICAL INFORMATION

4/6
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b MSDS (MATERIAL SAFETY DATA SHEET)
PRODUCT Rev 6.3
Celiprep LBC Solution

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

INGESTION: No.
INHALATION: No.

A 1o d y n e

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.

- Inhalation: None known. No data available.

SKIN CORROSION/IRRITATION:
Can cause mild irritation to skin. Frequent or prolonged contact with product may defect and dry the skin, leading
to discomfort and dermatitis.

SERIOUS EYE DAMAGE/IRRITATION:
Can cause mild irritation to eye.

RESPIRATORY OR SKIN 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 carcinogens 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.

|12 IECOLOGICAL INFORMATION

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

A. AQUATIC AND ECOLOGIC TOXICITY
Occurrence of ecologic toxicity is possible when exposed or deposed in soil for long period of time.

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

C. BIOACCUMULATIVE POTENTIAL "o
The product not expected to significantly bioaccumulatiolaHisj?jI*accumulation factor (BCF) and
octanol/water partition coefficient.

D. MOBILITY IN SOIL
None known. No data available.

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

113. IDISPOSAL CONSIDERATIONS

A. DISPOSAL METHODS
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MSDS (MATERIAL SAFETY DATA SHEET)

"\ |Odyn e PRODUCT Rev 6.3
Cellprep LBC Solution

Hazardous wastes must be transported by a licensed hazardous waste transporter and disposed of or treated in s
properly licensed hazardous 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. ITRANSPORT INFORMATION

A. UN No.; 1170.

B. Proper Shipping Name: ETHANOL SOLUTION
C. CLASS: 3

D. PACKING GROUP. Il

E. Not restricted under IATA regulations

1 15. IREGULATORY INFORMATION

INTERNATIONAL CHEMICAL CONTROL LAWS

EUROPE

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

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 Ministry of Economy, Trade and Industry (METI).

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

| 16. IOTHER 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
WHO/IPCS : International Chemical Safety Cards (IC S C )liilJo S *
EU European Chemicals Bureau (ECB): International UnHorm WiAfllliaMnformation 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\! "AT482N Recjislered No. 2024-7482

NOTARIAL CERTIFICATE

Ny g y An yay ysryy As a result of checking at my office. 1 have

Ay YUYy a4ngaa. found that the attached INSTRUCIdONS
FOR USE copy e.xactly corresponds with
the original.

20244 5~ 2s ¥ ~1-47"4 4 Y Y This is hereby attested on this 3rd day of
May. 2024 at this office.

Name of the office
HANMI LAW AND NOTARY OFFICE

4i"4 Belong to
Seoul Central District Prosecutors’ Service

Address of the office

. 10 Twvintree Tower(B) #101.6 Yulgok-ro.
mlongno-gu. Seoul. Republic of Korea

Notary Public .(UNO HYUNG KEUN

(Signature of Notary Public)

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.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 210wwwx297[u[11 7()gliii )



MepeBoa C aHINNIACKOTO 1 KOPENCKOro S3bIKOB
KBa,EI,paTHbIe wrTamMnbl Ha Ka)K,EI,OVI CTpaHuue:
HoTapuanbHasa v opugnyeckas KOHTopa XaHMu
Hotapuyc OxyH XioH KblH

HOTAPUVAJIbHAA U FOPUONYECKAA KOHTOPA XAHMW
Mopa ropucankumeid LeHTpanbHON painoHHON npokypaTypbl Ceyna

MpunoxeHve. dopma Ne 41 Ten: 733-3955-6 dakc: 733-3950
TeuHTpM Tayap (B) 101, 6 HOnrok-po

PernctpaunoHHblii Homep 2024 - 7482

HOTAPNAJIBHOE CBUAOETEJIbCTBO

Mnom6a: HOTAPUANTBHAA U KOPUONYECKAA KOHTOPA XAHMN

HOTAPUVAJIbBHAA N FOPNONYECKAA KOHTOPA XAHMI
TeuHTpK (B) 101, 6 KONrok-po,
YoHHory, Ceyn, Pecnybnmka Kopes

210 mm X 297mm (MepepaboTtaHHasa 6ymara (1 copt) 70rp/m?)
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Cellprep

HoBoe nokoneHne XMAKOCTHOﬁ UnTOI0rnn

«Cellprep» 3gecb 1 fganee Mo TEKCTY Takke untatb Kak «Cennnpen»
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PactBop Cellprep pans
TMHEKO/IOTNYEeCKUX
nccnenoBaHunin

(Cervical Solution) K
npoueccopy Ans
NoAroTOBKU
LUTOIOTMYECKUX
npenapatoB  MeTOAOM
XNAKOCTHON LUTONOINN

PykoBogcTBO NO
NMPUMEHEHWIO

www.biodyne.asia

Biodyne

KéHbIH YaH

JVpeKkTop no KayecTBy
Y1BepxgaeHo <MNOAMNCb>
(Moanwuce)

Wramn:

BuoguH

24-4 AuxacaH-po 5 Kunb,

CoHpoH-Ky, T. Ceyn, Pecnybnuka Kopes
02.05.2024 .
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PactBop Cellprep ans ruHekonornyecknx nccnegosaHuin (Cervical Solution)

1 O6wasa nHdopmayuns

HanmeHoBaHue meguumHckoro usgenusi - «Pacteop Cellprep gnsa ruHeEKONOrMYeckux nccnegoBaHui
(Cervical Solution) kK npoueccopy A/ NOATOTOBKM UUTOMOTMYECKUX npenapartoB MeTohoM
XMAKOCTHOW uutonorum» (aanee - "PacTtBop Cellprep ANns ruHekonoruyeckux uccnegosanuii (Cervical
Solution)”, "PacTBop ANS TMHeKonormdyeckux uccneposaHuin (Cervical Solution)”, «Cervical Solution»,

“PactBop(bl) Cellprep”, "mMeanumnHckoe usgenve").

PactBop Ana ruHekonornvyecknx wuccnegosaHuii (Cervical
Solution) cnoco6cTBYEeT ONTMMasIbHON KOHCepBauuu KIeToK
3HAOLEPBUKCA, COXpaHAs MX MopPgoaorui, He cmoplumsas
A4pa U He Bbi3blBasA runepxpomasuio.

L

Cellprep

Mcnonb3oBaHUE:
,El,ﬂﬂ nccnenoBaHMAa TMHEKO/I0OrM4yeckKnx O6pa3L|,OB.

CneuuansHo paspaboTaHHas Buasa, B KOTOPOW COAEPXMTCA pacTBop, ONTUMMU3MpOBAHA ANS YCTPOMCTB

Cellprep ANns XXMAKOCTHOM LUTOMOTUN.
KpbllWwKa Buanbl COCTOUT M3 ABYX 4vacTeil: CpefHss KpbillKa M BEPXHAS KpblwKa. [JaHHO KOHCTPYKUMei

npeaycMOTPEHO, UTO Moc/e B3ATUSI MaTepuana y naumeHTa, Bpay MOXET OTKPbITb TOMbKO CPeAHHH
KPbILKY M NMOMecTUTb o6pasel B BUA/My C PacTBOPOM. BepxHsis KpbiKa Buasbl MOXET GbiTb OTKpbITA
TO/IbKO MPOLECCOPOM ANS XMAKOCTHOI uutonorum Cellprep B npouecce NoAroToBky npenapara.

CpefHAs KpblKa MMeeT BCTPOEHHbIA HaHOMOMMACTEPOBLIA UAbLTP, KOTOPbLIA MNoMoraeT yaansTb
npuMecu 1 nosiyyaTb MOHOC/IONHbIA Npenapar.

BcTpoeHHbIli
T

BepxHaa

KpblLLIKa B/a/Ibl b

CpeHsas KpbiLLKa
BUasbl

Bn BEpXHeN 5
jfuioﬁc epe Buana 6e3  BepxHeit
P KPbILLKA

MeguumHCcKoe un3genve npefHasHavyeHo A5 KAWHUYECKON nabopaTopHOl AguarHoctukm (in vitro
ANarHocTunkm).

Knacc noTeHumManbLHOro pucka npMMeHeHus pacTtesopa - 2a
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PacTteop Cellprep ans rusexonornuecxux uccnenosanui (Cervical Solution)

Bua MeauLUMHCKOro 3fenusa 8 COOTBETCTBUI C POCCUIACKOA HOMEHKNATYpHOU Knaccudukauvwei — 214660.

Ha3ssanne pacTsopa Katanoxhstit Ne O6nem

Pacteop Cellprep Ans ruHeKoNoru4yeckux CER-1000 20 mn
uccnenosanuy (Cervical Solution) k
Npoueccopy ANA NOATOTOBKW
LUUTONOrMHECKUX NPenapaTos MEeTOAOM
XUAKOCTHOW LUTONOrMK

MeauuuHckoe usgenne npeaHasHavYeHo TONbKO ANA npodeccnoHanbHOro NPUMEHeHUs.

PacTteop Cellprep ans ruHekonoruyeckux uccneaosanui (Cervical Solution) k npoueccopy anst NOAroTOBKU
LUTONOrMYECKUX Npenapartos METOAOM XWMAKOCTHOW UUTONOrMU OTHOCUTCH K MEAULWHCKUM U3AenusMm,
KOTOpbIE HEe UMEIOT NPAMOro UK ONOCPEAOBAHHONO KOHTaKTa C OpraHW3MoM Yyenosexa.

MeauyuHCcKoe naaenve He CTEPUNbLHO U CTEPUNU3ALIUMN HE NOANEXUT.

2. Onucanue pacrsopa Cellprep ana ruHekonoruyeckux uccnegosanun (Cervical
Solution)

2.1. Ha3navyeHue, NOKa3aHUR U NPOMUBONONa3aHUs

Ha3HaveHue M noka3zaHun:

Pacteop Cellprep ans ruHekonoruyeckux wuccnegosaHun (Cervical Solution) ssnsercs
BCNOMoOraTefibHbiM M3genveM AnA in vitro AWarHoCTUKU W nNpeaHasHavyeH ANs KOHcepBauuu
CNyuwleHHbIX KNeToK 3HAOUEepBUKCA C LUEeNnblo NOoCNeAaylowero NpurotToBneHuWs npenapartos Ha
NpeaAMETHOM CTeKne MEeTOAOM XWAKOCTHOR UWTONoruvM ¢ Mcnonb3oBaHWem npoueccopa AnNA
NpUroToBAEHWA NpenapaToB ANA TOHKOCNOWHOro uutonoruyeckoro uccneaosanus Cell Prep Plus
unu cuctembl Cellprep AUTO ans npuroTosneHus npenaparos METOAOM XUAKOCTHOA uuTonoruv.

Mony4eHHble Ha NPEAMETHOM CTeKNe MOHOCNOIHbIe NpenapaThl OKPaWNBaTCA B COOTBETCTBUN
C NPUHATBHIMWA NPOTOKONAMMU C NOCNeayloLel MHTepnpeTaynei pesynbTaTos.

[IpomueonokasaHus:
- He npeanasHaveHbl Ansi kOHCepBauuu rucronornyeckux obpasyos (6uoncus).

[Mo6oyHble delicmeus:
- He NPUMEHNUMO.

OnucaHve uenesBoro aHanuta He npumeHumo
DyHKUMOHANbHOE Ha3HaYeHue BcnomoratenbHoe wu3spnenue ana in  vitro
ANarHoCTUKu

Cneundudeckoe paccTpoicTBo, cocTosHue unu | MNoaospeHne Ha Hanudne HOBOOGpasoBaHWiA
dakTop pucka, ans obHapyXeHWs, onpeAeneHns UNu | MNn NpeapPakoBOro COCTORHWUA (CKPUHUHI paka
AucddepeHUMpoBalnA  KOTOPOro  NpefHasHa4yeHo | Wenku maTku)

MeaULMHCKoe naagenve ANA AMarHOCTUKMU in vitro
MonynsuuoHHbie, Aemorpacduyeckue acnextbl | PactBop Cellprep Ans ruHekonoruyeckux
npUMeHeHus MeLULMHCKOro naaenus uccneaosaHn (Cervical Solution)
npeaHa3sHa4YeH ANA KOHcepBauum CNyuwleHHbIX
KNeToK 3HAOUEPBUKCA, B3ATLIX Y XEHWMUH, BHE
33aBUCMMOCTM OT pactl ¥ BO3PACTHbIX
pasnuyYnuii NaUneHTos.
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PacTteop Cellprep AnA runexonoruyeckux uccnegosanmuii (Cervical Solution)

CeeneHuss 00 ananuTuueckoli 4yBCTBMTENbHOCTU | He npumeHumo
{nopor oSHaPYXeHNR), SHANUTUHECKOH
CNeUNPUIHOCTH, AUArHOCTHYECKOA YYBCTBUTENBHOCTH
M ANArHOCTHMECKON cneunduIHOCTY.

&2 Onucanue pacmeopa

BecuseTHan npoapayHan XMAKOCTL 65@3 NOCTOPOHHUX NPUMECeil

Cocmae pacmeopa

Komponenm!:
XUMUIECKOE HA3BAHUE Homep CAS % (m.4.)
SraHon 84-17-5 35%
AewoHnsnposanHan sopa 7732-18-5 48%
FawuuepuH 56-81-5 18%
docopHan kucnora 7684-38-2 0,475%
ALeTaT aMMOHHUA 631-61-8 0,475%
HaTpua unTtpat anrugpar 6132-04-3 0,05%

Pacreop Cellprep anA ruHekonoruueckux wccnegosanuid Cervical Solution He cCoaepXMT B8 cocTaee
NeKapcTBeHHbIe CPEACTBA ANA MEAWLMHCKOrO NPUMEHEHWA, MaTepWUanbl XUBOTHOIO U YenoBeYecKoro
NPOUCXOKACHUS,

&3, flounuun dedcmeusy

- PacTeop KOHCEPBUPYST U hukcupyeT cobparHbie KneTku.

- 3acpurcuposanbiil B BUane matepuan (oGpaseu) NpU COXPaHEHUN TEMNEPATYPHOO PeXnMa oT
+10 °C n0 +30 °C MOXeT HCNONLIOBaTLCH ANA NPOBEABHNA UCCNEAOBAHNA METOLOM XKWAKOCTHOM
LMTONOMMK A0 3 MecALes.

£:4. Kounnexm nocmaexi

Pacteop Cellprep ans runekonornyeckux nccnegosanuni (Cervical Solution) k npoLeccopy AN NOATOTOBKK
UMTONOrMHYECKHX NPenaparos MeTOACM XUAKOCTHOW LITONOrMU

Cocmae:

1. Pacteop Celiprep ana ruvexonoruveckux nccnaegoeanuii (Cervical Solution) k npoueccopy ans
NOAFOTOBKM LUWTONOFUYECKMX NPENAapaTos MeTOAOM XHAKOCTHOH uMTONOrK, 20 Mn - 25 wr./yn.

2. PykosoaCTBO NO NPMMEHEHWIO B NEYATHOM popmare — 1 LIT. Ha TPAHCNOPTHYIO KOpobky (200 wwT.
BWan).

3. Tun ananuaupyemoro obpazua

Cnywennbie KneTku 3HA0UEPBUKCa,
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Pacteop Cellprep ans runexonorunueckux uccnenosaiun (Cervical Solution)

Pekomeraauuu no opraHu3auvm npeasapuTensHoro (aonaboparopHoro) atana paboTsl ¢
rMHekonorudeckummn oSpasuamu.

B3sTue obpasua LlepBukanbHbi CKPUHWHTI. NOCNE yAaNEeHUA CNU3K C NOBEPXHOCTU WeNKK
MaTKu BaTHbIM TaMNOHOM NOMeCTUTe WeTKky Ans 3abopa matepuana B
3HAOLEpPBUKC U noBepHUTe ee Ha 360° B OAHOM HanpasneHuu 3-5 pa3 ¢
Nerkum HanaBNMBaHUEM.

MomecTnTe HaKOHEYHUK LLETKKN B BUany ¢ pacteopom Cervical Solution v
nomewainte 5-10 pa3s, utobbl KNETKU XOPOWO pachnpenenunucy.
[onyckaeTca OCTaBNATb HAaKOHEYHWK WETKW B BMane, B cnyyae ecnu
BU3yanbHO BMAHO, YTO konuyecTso obpasua HeROCTaTOUHO.

KoHcepBauus Pactsop Cellprep ans ruHekonornyeckux wuccneposaHun (Cervical
Solution) koHcepeupyeT U ukcupyeTt cobpaHHbIe KNeTku.

Mapkupoeka MNpomapkupyiTte Buany ¢ o6pa3yom B cneuwanbHo npeaHasHa4YeHHOM
MecTe Ha 3TUKeTKe Buanbl (py4yHas noaANUCbL B COOTBETCTBMU C
HanpasneHWeMm UNU HaknewKa Co LWTPUX-KOAOM).

XpaHeHue 3adukcupoBsaHHbii B Buane martepuan (obOpasey) npu coxpaHeHuwu
TemnepatypHoro pexuma ot +10°C o +30 °C MOXeT ucnonb3oeaTbes
ANK NnposeAeHNs UCCNeaoBaHUA METOAOM XUAKOCTHOW yuTonorun Ao 3
Mecaues.

3anpeuieHo 3amopaXuBaHue/oTranBaHue.

Oxnaxaexue, Tem Gonee 3amopaxusaHue, Kak HeUKCMPOBAHHOrO, TaK
U UKCUPOBAHHOrO MaTepuana He AONYCKABTCA KaTeropuyecku.

TpaHcnopTuposka TpaHcnopTupoBeka npu Temneparype ot +10 °C go +30 °C.

5. “HQOQMagHﬂ o nomeﬁwrenax U NOTEeHUMANbHLIX NONTIb30BATENAX

Toneko ANA NpodecCUOHANbHOrO WUCNONL3OBAHUA (Bpad KNUHWUKO-AaWarHocTUYeckon nabopartopuw,
cdenbawep-nabopanT).

Mepen Hauwanom pabotbl ¢ pactsopamu Cellprep nepcoHan Ao0MXKeH BHUMAaTENbHO O3HAKOMUTLCA C
PyxoBOACTBOM NO NPUMEHEHUIO ¥ NPOWTK ObyyeHue.

6. YcTaHOBKa, noArortoska
He npumeHumo.

Pactsop Cellprep ana ruHekonorudeckux uccnepoeaHuit (Cervical Solution) nonHocTbiO rOTOB K
MCNONb30BAHUIO U He TpebyeT NOArOTOBKK.

7. MNpumeHerine pacreopa Cellprep AnA ruHEKONOruY4eCKUX MccneaoBaHUKA
(Cervical Solution)

7.1. _OnucaHue MeAULMHCKUX U3AeNWA _UNK _ U3eNUWA, He ABNAIOWUXCA
MEeAMUUHCKUMMU, HO NPeAyCMOTPEHHbIX ANA COBMECTHOIO UCNONbL3OBaHUA C
pacTBOPOM ANA rMHeKkonoruyeckux uccnegosanui Cervical Solution

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



< r »

Pactaop Cellprep ana runexonornyeckux uccnenosanmnit (Cervical Solution)

lUetka ans saGopa marepwana npegxasHaveHa ANA 3a060pa IMHEKONOTMMECKOrO Marepuana &
SHAOUBPBUKCS.

fonyckaeTcn UCNoNb3oBaHue LIETOK, 3aPErMCTPUPOBANHLIX B YCTAHOBMEHHOM NOPAAKE HA TEPPUTOPUN
Poccuwiickoit Pepnepauunn, Hanpumep, «llletka asHaOUepBMKanbHas» npoussoAcTBa «Rovers Medical
Devices B.V.», Huaepnanael, peructpaunonHoe yaocroeeperue N ®C3 2012/12680 unu aHanores.

1) Npoueccop ANA NPUrOTOBNEHWA NPENapaTos ANA  TOHKOCMOWHOIO  LUTONOrMMECKOro
uccneposawns Cell Prep Plus, ¢ npuHagnexsocTamu, npoussoacrsa «BwoavH Ko., Jita.», Kopes,
(perucTpaumonHoe yaocrosepenne Ne ®C3 2010/07117) npeaHasHauen AN UKCaUWMKW U nepeHoca
KMeTOK pasnuHbLIX GHONOrMHeCKUX XHAKOCTeH OpraHama 1 oSpa3LoB TKaHeR N3 BUANLI HA NpeaMeTHoe
CTeKNo ¢ POPMUPOBAHHEM KITETOMHOTO MOHOCIION TakUM o5pasoM, YToGH 06pasLibi GbiNK NPUroRHL! ANA
AanbHeALLero OKpalLMBaHNA W MUKPOCKONKYECKOrD akannsa. [lanee no Texcty — Cell Prep Plus.

2) Cucrema Cellprep AUTO AnNA NpHroTOBNEHWA NPENapPATOB METOAOM XUAKOCTHOM LMTONOMMM,
npoussoacraa «bBuoguH Ko., Jivg.,» Kopes, (perucrpaunoMHoe ygoctoseperne NeP3H 2020/11462)
scnomorarensioe ofopyaosanue, npegHasHaveHHoe QNA NOArOTOBKM MOHOCNORHONO UMTONOIMMECKOro
npenapara MeTOAOM >KWAKOCTHOW UMTONOrMKM ANS OANbHERWEro OKPALWWBAHWA W WCCNEeaoBaHWUA
npenapara B MHKPOCKONE € UeNbi0 paHHeR AWarHOCTUKM NPeApaKkoBbiX COCTORHWA, BHISBNEHUA
OHKONATONOMMM ¥ CTENeHN ee 3noKavecTBeHHOCTH. flanee no Tekcty — Cellprep AUTO.

Buany ¢ pacteopom Cellprep ana ruxekonormyeckux uccneacsanui (Cervical Solution) w
THHEKONOrHYECKWM 0BPa3LOM BHYTPU HEOOXOAUMO NOMECTUTE B OAHC M3 BbILLeYKA3aHHbLIX YCTPORCTE. B
npotecce paboTel NPUGOP CAMOCTOSTENBHO NEPEHOCUT MATepUAan Ha CTeKNO ¢ (opMHUpOBaHUEM
MOHOCAIOA KNETOK. JTO MUHUMUIMPYET OMEKM 8 auarHocTuke 3aGoneBaHui, yMeHbLUAA KONUYeCcTso
boHOBOro MaTepuana Ha crexne.

L1.3. Nloedmemribie CQKAR

FloMnmo NpeamMeTHBIX CTeKON, BXOAAWNX B XOMNNEKTALKIO NpoLeccopa AN NPUroTOBNEHKA NpenapaTos
ANA TOHKOCNOMHOrO uuTonoruveckoro uccnegosanus Cell Prep Plus, AaonyckaeTcs ucnonb3osavue
NPEAMETHBIX CTEKON, WMEIOWKX CXOXUe napaMeTptl U XapakTepucTuxu, Hanpumep, ‘Crekna ans
MUKPOCKONKYECKUX WCCNeROoBaHNA NpPeaMeTHBIeE M NOKPOBHLIG", npom3soacTea «Jlelika Buocucremc
Puumona, Mnk.», CLUA, peructpaumonroe yaocrosepenne Ne P3H 2013/1157.

(1) BsaTue ob6pasua

¥ Cnocob nonyvennn obpasua

LlepsuKkantHeliil CKPUHUHE. NOCNE YASNEHWN CNUSK C NOBEPXHOCTH WSBHKN MATKNU BATHBIM TAMMOHOM
nomecrure wertky anst sabopa marepuana B SHAOUSPBUKC W NOBepHUTe ee Ha 360° & ogHOM
HanpaeneHuu 3-5 pas ¢ NerkMM HagaBNMBaHHUEM.

{2) NomecTuTe WeTKy B BHANY W noMewaiTe 5-10 pa3, 4To6b! KNETKW XOPOWO PACNPeAGNUNNCE.

JlonyCTUMO OCTABNATL HAKOHEWHMK LIETKU B BUANS, B CNyyae ecniu BUIYanbHO BUAHO, YTO KONWYECTBO
obpasua HeROCTATOMHO.
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PacTBop Celiprep ans ruHekonornyecknx nccnegosanHuii (Cervical Solution)

B ogHy BMany nomMelyaetcs To/IbKO oAnH o6pasel, nauveHTa.
B 3aBucMMoOCTM OT 060pyA0BaHUs

> Celiprep AUTO: u4T06bl uCMONb30BaTb aBTOMATMYECKWA pexum Ha npoueccope Celiprep AUTO,
N3B/IEKUTE HAKOHEYHMK LLEeTKN 13 Buasbl. (B NpOTMBHOM c/iyyae Bbl CMOXETEe UCMO0Mb30BaTb TO/IbKO PYUHOI
pexum Ha npoueccope Cejjprep AUT_O):

> Cell Prep PLUS: HeT He06X0AUMOCTI U3BNEKaTb HAKOHEUYHWK LEeTKN W3 Buasbl.

(3) YcrtaHoBka Buanbel ¢ pacteopom Cervical Solution B o60opygoBaHne N NpuUroToBaeHuns
npenapaToB A1 TOHKOC/IOHOIO LMTO/IOTMYECKOTO UCCeAoBaHnsa HNKUAKOCTHOW LUTOMOTNK

MHHOBaLMOHHasA 3anaTeHTOBaHHaa TexHo/orMa BO34YyWHOro nepeHoca (Blowing Technology™?),
npumeHsemas B npoueccopax Celiprep, No3BonseT NONy4YUTb MOHOCMOWMHbLIA npenapaTt BbICOKOro

KayecTtBa U CBECTU K HYJIIO NMOTEPU KJIETOYHOIO MmaTtepunasa npm untosiorm4eckKom mnccnenosaHumn.

3.1. Celiprep AUTO: nocne Bkno4eHus npubopa, BbiGepuTe pexum paboTbl HA CEHCOPHOM 3KpaHe
(aBTOMATMUYECKMNIA peXUM MAOTHOCTM MasKa UAuM PexumM NJOTHOCTU MasKa pPy4HbIM cnoco6om).

Mogpo6Hoe onucaHme paboTbl ¢ npubopom “Cuctema Celiprep AUTO pgna npurotoBieHus
npenapaTtoB MeTOAOM XWUAKOCTHOI LUTONOrMN” NnpeacTaB/ieHO B COOTBETCTBYHOLEM PYKOBOACTBE MO
akcnayaTtauuu Ha gaHHoe obopygosaHue.

ABTOMAaTUYECKNIA pexum nJA0THOCTN Ma3Ka

Yanepxusaiite kHonky SETUP [HacTpoliiku] B

C«lpr«p AUTO System TeyeHUe 3 CEKyHA WAM 4OMblUe Ha [MaBHOM
3KpaHe.
@_B/W( ) Totaf Ccum
(D O O 88588 WorXine Cotmt mo A Ha 3KkpaHe nosIBUTCA 3KpaH HacTpoek
suction mi nonb3oBartens.
of :
Gyne Slower h.n
0 0 O O O rr@% Stitufi
Xro NG
Umr Setup Screen -
ML, P Boi6epute Turbidity On [Pexum naoTHocTu
BK/.]
TurbkBly LLI K FfxaUon Time
Mcnonb3dyetca  aBTOMaTUYeCKUiA BbIGOP
NAOTHOCTH.
Vortex
Buzzer
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PactBop Cellprep ans ruHekonornyecknx mnccrnegoaHuii (Cervical Solution)

Via! Processing Result
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Ecnn BbiGpaH ABTOMaTUYECKU  pexxnm
MJOTHOCTU MasKa, Mosib30BaTeNlb [O/KEH
ybeanTbca, 4yTo B BMane OTCyTcTByeT
HaKOHEeYHUK LeTKX, TaK KaK OH MOoXeT
nomewarb npoBoAUTb n3mepeHuns B

aBToOMaTN4YEeCKOM peXXuwme.

YcTaHOBUTE MpegMeTHOe CTeK/I0 B LWTaTuse
ONA CTeKon TakK, 4To6bl CTOpPOHa CO LUTPUX-
KoflOM Gblfla NOBEpHYyTa KAepykaTesnto cTeksna.
CTOpOHa CO LWTPUX-KOAOM AO/IKHA CMOTpPeTb
Ha CcKaHep wWTpux-kKoga U yb6eamTtechb, 4TO
Aep>kaTenb cTeKna HaxoAuTCA B MPaBU/IbHOM
NOI0XKEHUN.

MpuroToBbTe W 3arpysuTte Buasbl B Tpei
ans Buan.

OoHOBpPEMEHHO MOXET ObITb 3arpy>eHo A0
40 BUaJl. MNpegmeTHoe CcTeKno c
HaHEeCeHHbIM Ha Hero martepuanom
BbIXOAUT cOrnacHo nopsagky paboTtbl Buanbl.

Tak kak B o06opygoBaHWM  unMeeTcs
BCTPOEHHbIA BOpTEKC, cneumnansbHo
nepemMewnBaTb Buasibl He HY>KHO.

BcTaBnsiiTe HoBble Buanbl C nepegHei
CTOPOHbI TakK, 4T06bl He ocTaBanochb

CBOOOAHBIX MecCT.

3aaBUHbTE Tpeli Tak, 4To6bl €ro KaHaBka
6bl/1a BbIPOBHEHA MO MECTY C/liefylolero
oTaena npu 3arpyske Tpes Ans Buan.
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PacTtBop CeMprep ana rmHekonorudeckmx nccnegosaHuin (Cervical Solution)

BbibepuTe Tnn o6pasyos

TW CetifM"p AUTO Sy»Mm
Gt >tLLLI(MELD Mok radCvh NG tt Bbi6epute pexknum corsacHo tuny o6pasuos
O @ O WIHOWA & ! A Ha)kaTMemM COOTBETCTBYHLUINUX KHOMOK Ha
Sitam el " CEHCOPHOM 3KpaHe.
B S r ONns ruHekonornyecknx o6pasuoB HaXXMuUTe
»AtfA CUHIOKO KHOMKY “G".
m m m m ®\ s
MNHIEIO
VYINVS Cellpi®"p AUTO System

YKaXKnte Ko/inm4ecTBo Buan ans o6paboTku.

CW1 statu» (Manbibl Mod*)

fotai Cotmt 888

Mpy HaXaTuM Ha KpacHble UUppbl B nosne

0 OO0 SS8SS Woftinf Gt m Working Count [CuyeTumk O6paboTKU]
Typeof Sjwumen S0 oel nosBUTCA MeHI0 BBOAa Lundp.
Gyne Slower S.iS
© 0 0 0 O
mHic LIOAMIN
BBegnTe Hy>XHOe KO/IMYeCTBO Buasa B 3TOM
none.
. Haxxmnte kHonky START [CTtapT]. OTKpbITHE
WWES Celiprep AUTO System
KPbIWKN  BWasbl, BcacbiBaHuWe, BblAyB U
Call Statu» tSitemral Hiteda) nepemetnenne crexna nponexoaaT
lotat Count - aBTOMaTUYeCKN.
0 © 0 WoriinfCount ss Mo~ UTto6bl  OCTAHOBUTb  MPOLECC, HaXMuTe
Typeofyeomen Sucttofi wn kKHonky STOP [Cton]. YT0o6bl NPOAO/IKUTb
Gyne Slower 8.23 titi npouecc, HaxmuTe KHonky START [CrapT].
M UTo6bl HayaTb Mpouecc cHayana nocse ero
Stetui
© 0 0 0 0 et 3 ocTaHOBKU, Haxkxmute STOP [CTton], a 3aTem
Lo HOME [Ha rnasHyto cTpaHuyy] ansa cb6poca
nosnuunn.
13
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PacTtBop Cellprep ans ruHekonormndeckmx nccnegoBaHuin (Cervical Solution)

KoK 23

@@ @@@

P UftVaftr®

fvV~-- — a—rT .

i . Warn . ' S«d(> N A B

Total Vial Processing Result

@ @ @ ©°®

Ri«WV« Tray

I3 Slide Glass Processing Result-1

| Intial AltaCifar ! litUory

Yiwmim

Breach O1*
_«cu.owa»m\rcr

ReztNoNizax)

AaLLICUNaXUKIT
#exeFQHUUNTN\IST
Atxtoofijtiwmr&T

OB UKNRARLCT

AfiCtFCMIJfiIHWPST

SufteinReat

®

MpoBepbTe  pe3y/nbTal  HaHeceHMa ”
dovkcaumm MaTepuasia Ha CTekso.

Mpy 3aBepLUEHNN HAHECEHWsT MaTepuana, Ha
CEHCOpPHOM 3KpaHe rnossutca okHo TOTAL
VIAL PROCESSING RESULT [O6wwii
pesynbTar 06paboTkv Buasn]. Ecnm npouecc
3aBeplwuacs  HOpMa/lbHO, Buaibl  ByayT
N306paKEHbI 3EMEHbIMM, B VHOM Crlyyae OHU
6yayT n30bpakeHbl B YEPHOM LIBETE.

Haxxmnte Ha ctpenky Ha 3kpaHe TOTAL
VIAL PROCESSING RESULT [O6wwii
pe3ynbTat 06paboTkM BUaUT] WK MOL Nosem
SLIDE RESULT [Pe3ynbTat CTeKkos], 4Tobbl
nepeitm K okHy GLASS PROCESSING
RESULT [Pe3ynbTat 06paboTku cTekor], rae

MOXHO 03HaKOMUTbLCSA c [OaHHbIM
pe3ynbTaToMm.
JoctaHbTe  06paboTaHHOE  CTeKNo  C

HaHeCeHHbIM MaTepuasioMm W3 ChMPTOBOL
eMKOCTU NS huKcaummn KNeToK, BblaepxuTe
30 MUHYT B OTAE/IbHOW EMKOCTW 3TaHO/MOM, a
3areM npousBeauTe oKpaluvBaHue.

PeXuM NJIOTHOCTM MasKa pyYHbIM CNOCO6GOM

rtiwss Cellprep AUTO System

Cil statur (Veivel Mocel
O O O 88888
TypodSeednian

Gyre

oo

MM>111€ AUTO RIKMINO

O o

ToudCoimt Wbl "
Work  Count 88 «A

Suction 00.1 Kbl

slowar a.M

MMcprMp 1 ;
Ponmr? 1 J

User Setup Screen

Tur&kJity

Vorlex

Buzzer
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Fixation Time

89 C/

Ypepxualite kHonky SETUP [HacTpoiikv] B
TeyeHne 3 CEKyHA WM O0/bLUe Ha [N1aBHOM
3KpaHe.

Ha o9kpaHe nosBuTCA

nonbL3oBaTens.
Bbi6epute Turbidity OFF [Pexxum
NMOTHOCTU BbIK/1.]
doyHKUMA BblbOpa aBTOMATNYECKON
NJI0THOCTU HEeaKTVBHA.
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PacTtBop Cellprep ans ruHekonormnyeckmx nccrnegoBanuii (Cervical Solution)

HTL
Tychllly
1 Vortex
BrrT l I l
LITT
Left Vtiri Tray
Main
(®)
®'® A )
C
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User Setup Screen

RxatiCfi Ttme

Total Vial Processing Result

@ @

@ @

@ @

@ @

f® ® ® #

® ® ® ® X

dyHKUMSA  BblboOpa
BopTekce BKJ1./BbIKJ1.

nepemMeLlimBaHnA Ha

MpuUroToBbTE U 3arpy3uTe BUa/bl B Tpeii
4ns BMaJl.

OfHOBPEMEHHO MOXET ObITb 3arpy>eHo A0
40  Buan. MpegmetHoe  CcTekio C
HaHECEHHbIM  Ha  Hero  mMaTepuasiom
BbIXOAWT COr/IacHO MopsiaKy paboTbl BUasbl.

BcTaBnsiite HoBble Buasbl C nepegHei
CTOPOHbl TaK, 4To6bl He ocTaBaloCh
CBOOOHbIX MECT.

3a/iBMHbTE Tpeli Tak, YTo6bl ero KaHaBKa
Oblna BbIPOBHEHA MO MECTY CleaytoLlero
oTAena npu 3arpyske Tpest 41 Bual.
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PactBop Cellprep ansa ruHekonornyeckmx nccnegosanunii (Cervical Solution)

Cellprep AUTO System

[ax b)( C-J 8888B

T»p.o<Sp«tm.n

Gyne

o O O O o
Hivle MOfrTtic

Tate Count
wifoftine Count AS X M
Suction 80.1 'T™M

lowor 8.29

Status

TR "

Cellprep AUTO System

c«jl Status (M m al Mod*)

0© 0 ==

Qvne

Wire MO

.srm sm Ln

e
CHigftuHVIVINIMOGY)

00 O ==

TypoolApoUmof;

Qyne
0P 0O

Cellprep AUTO System

Total Count g K
Worfctpf Ctwnt 8t 4
Suttlen %1
*lwo*r 8.29
i S
Total Count 8888B LX
WorkIRf Count Aft F4
Suction 80.1 <>
ftiow *r 8.2? “AlC
farei Status

Cellprep AUTO System

@' Status (MmuAIl Mode)

00 0 e

T |~ of Sp*ctm*n

Total Count bUB .\

tA

VoA

Mt

WorUni Count Aft X fift

Suction 80.1 'i*«

slomr BZ]

Qe '
O0OO0O0O0 Erm

A SURIY

ECT S S
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ajp I*; NiAt

B

Boibepute pexum A, B wm C cornacHo
MMOTHOCTU W COCTOSHWIO MOATOTOB/IEHHbIX
06pasLoB  HaXaTMeM  COOTBETCTBYHOLLYMX
KHOMOK Ha CEHCOPHOM 3KpaHe.

Pexunm A:

Vicnonb3yeTcs npu HOPM&/IbHOM
KO/IM4YecTBe COOpaHHbIX KIETOK B pacTBope
BUasIb.

Pexnm B:

Mcnonb3yetca  npu HegOCTaTOYHOM
KO/INYeCTBE COOpaHHbIX K/IETOK B pacTBope
BUasbl.

Pexum C:

Vcnonb3yetca npu C/INLLKOM
KOHLEHTPMPOBAHHOM KOMINMYECTBE K/ETOK B
pacTtsope Buasbl.

BbibepuTe TMN 06pasLoB.

BbibepnTe pexxum corsiacHo Tvuny o6pasLoB
Ha)kaTueM COOTBETCTBYIOLUMX KHOMOK Ha
CEHCOPHOM 3KpaHe.
[Ana rMHekonornyeckux 06pasuoB HaxmuTe
CUHIOK KHOMKY “G”.

YKaXKnTe KOIMYECTBO BUas A5 06paGoTKM.

Mpy HaXKaTMM Ha KpacHble UWpbl B Mone
Working Count [CueTunk O6paboTKy]
NnosiBUTCSt MeHI0 BBOAA LMAIp.

Haxxmute kHonky START [CrapT].
OTKpbITME KPbILLKKX, BCacblBaHue, BbioyB W

nepemeLleHve cTekna npovecxoasT
aBTOMATNYECKN.
UTo6bl  OCTAHOBUTL  MPOLIECC,  HAKMUTE

KHonky STOP [Crom]. UTO6bl MPOAO/IHKUTH
npouecc, Haxmute kKHonky START [CrapT].
UT06bl Ha4yaTb NpoLecc cHavasa nocre ero
OCTaHOBKW, Haxkmute STOP [Cron], a 3atem
HOME [Ha rnaBHyto cTpaHuuy] ans cépoca
no3numm.
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PacTteop Cellprep ansa rnHekonornyeckmx nccnegosaHuii (Cervical Solution)

VM Total Vial Processing Result

RA®®(®

f RyM VwlTfcy 1

Mam i N a.

Slide Glass Processing Result-1

initiai & Datadear HHlofy

% %

MpoBepbTe  pe3y/nbTaT  HaHeceHUs U
hmkcaumm matepuana Ha CTekso.

Mpy 3aBepLUEHNN HAHECEHWS MaTepuana, Ha
CEHCOPHOM 3KpaHe nosBuTcA OkHO TOTAL
VIAL PROCESSING RESULT [O6wpuii
pesynbTar obpaboTku Buan]. Ecnn npouecc
3aBepwmnica  HOpMasibHO, Buasnbl  6yayT
n306pakeHbl 3e/1eHbIMW, B MHOM C/ly4ae OHU
6yayT N3006paKeHbl B HEPHOM LiBETE.

Haxmute Ha cTpenky Ha akpaHe TOTAL VIAL
PROCESSING RESULT [O6wmit pe3synbTaT
o6paboTtkn Buan] wnm nog nonem SLIDE
RESULT [Pe3ynbtaT CcTekos],  4TOObI
nepeintm K OkHy GLASS PROCESSING
RESULT [Pe3ynbTaT 06paboTKy cTekon], rae
MOXHO 03HaKOMUTLCS c [JaHHbIM
pe3ynbLTaTom.

JoctaHbTe  obpaboTaHHOe  CTeKNo ¢
HaHeceHHbIM MaTepvasioMm W3 CnupPTOBOIA
€MKOCTM A5 onKcaumm KNeTOK, BbigepXuUTe
30 MWHYT B OTAENbHO EMKOCTY C 3TAHOJIOM,
a 3aTem nNpousBeauTe OKpallvBaHue.

3.2. Cell Prep PLUS: nocne BknueHuss npubopa, BbiGepnTe TUN o6pasla Ha CEHCOPHON naHenu
ynpaeneHus. Ana ruHeKonormyeckoro matepunana Haxmute knasmwy “GYNE”.

Cellprep

BLC -W t'K

00.1 kP a 1. » kglcm

IUNEIN GINe A 1R2CYAE
Be

YYYY/MM/DD HH:MM;SS

GMN\E WRINE  BODY

RPT CUSTCXi

MESSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

RELEASE

i STOP

Mepen TemM Kak yCTaHOBWTb Buasy ¢ 06pa3uoM B MPOLECCOp, XOPOLWO ee BCTPSXHMUTE 5-10 pas u
noMecTuTe B Npu6op BBEpPX AHOM, UTOGbl KpbiliKa Buasnbl 6bina o6pallieHa BHU3.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PacTteop Cellprep ans ruHekonornyeckux nccneposaHuin (Cervical Solution)

YcTaHoBUTE BMany B Aepxatenb Buanbl. OueHb BaXKHO HECKOSIbKO pa3 BCTPSIXHYTb Buany nepeq
yCTaHOBKOI B nNpu6op, 4TOGbI KNEeTKM paBHOMEPHO pacnpeaenunucb B Buase.

MpoMapkupyiiTe 1 ycTaHOBUTE NpeaMeTHOE CTEK/I0 B OTCEK A4/1 CTeK/a B npoueccope. MoKpbiTas CTopoHa
npeAMeTHOro cTeksa A0/MKHa 6biTh PacrnooXeHa K HU3Y.

Bbibepute npotokon A, B nnn C Ha CeHCOpHOl maHenu ynpaB/ieHUs B 3aBUCUMMOCTU OT KosMyecTBa
KNeTOK U yCN0BUIA.

Ce“prep YYYY/MM/ DD HWU:MM:SS

SUCTION BLOWER GYNE URINE BODY

00.1 kPa 1.23 kg/cm
FNA RPT CUSTOM

w w w
MBSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

MANUAL SETUP HOME START STOP

18
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a * “
Pactsop Cellprep ana rusexonornueckux uccnenosaiun (Cervical Solution)

[Ipomokosn A: NnpUMEHAETCA, KOraa KoNU4ecTeo coGpaHHbIX KNETOK B BUane ABNSETCA HOPMarnbHbIM.
[Ipomokon B: NPUMEHAETCA NPU O4eHb ManoMm KonuyecTae cobpaHHbIX KNEeToK B Buane.
[Ipomokon C: NpUMEHRETCS NpU oueHb GONbLLIOM COAEPXKaHWU KNETOK B BUaNe C pacTBOPOM.

Haxmute knasuwy «START» [3anyck] Ha CEHCOpPHOW naHenu ynpasneHus. ABTOMaTU4YE€CKW
BbINONHAETCA OTKPbITHE KPLIWKW Buansl, 3ab6op MaTtepuana, 3abop cTekna u nepeHoc matepuana Ha
cTekno.

MoapobHoe onucaHue pabotel ¢ npubopom * lNpoueccop ANA NPUroToBNEHWA nNpenapartos ANA
TOHKOCNOWHOro uutonoruveckoro wuccnegosaHua Cell Prep Plus, ¢ npuHagnexHocTamu”
NpeAcTaBneHo B COOTBETCTBYIOWEM PYKOBOACTBE NO 3KCNNyaTauun Ha paHHoe obopyaosaHue.

(4) Nocne BbLigyBa HE3aMEeANUTENbHO NOMECTUTE NpeAMeTHOe cTexno ¢ o6pa3uom npenapara B
95% araHon u ocrasbTe Ha 30 MUNYT AnA ukcauuu.

(5) Onpemenure HanuuuMe WNK OTCYTCTBME NATONOrMYECKUX WIMEHEHUW NOCMe OKpaWWBaHWUA
npenapara Ha cTekne.

MHTepnpeTaumMs pe3ynbTaTtoB NPOBOAUTCA COrNacHo cosBpeMeHHOW knaccudukauun berecna
(Bethesda).

7.3. Uutepdepupyrouime BewecTrBa UNKU OrpaHuveHUsN, CBA3AHHLIe C ﬂEOSOﬁ.
KOTOPbLIS MOIYT NOBNTUATL HA Pe3ynbTatT UCCNENOBAHUA

O6pa3uybl ¢ Gonbwmnm coaepxaHMeM KpoBu W cnusn, U obpasubl C HEAOCTaTOMHbIM coAepXaHueMm
matepuana (npun Mukpockonuu meHbwe 5000 kneTok) Bo BCeX NONAX 3peHUA npenapara 8 COOTBETCTBUU
c cuctemoin Berecaa 2014 (Bethesda 2014) npusHaloTcA HeaaeKBaTHLIMW, NOCKONLKY MOryT BbI3BaTb
nocnegywowue 3aTtpyaHeHWs B NocTaHoske AuarHosa. Ecnu 8 obpasue NpucyTCTBYIOT NaToNOru4eckun
U3MEHeHHblIe KNeTku, To NboiH Ma3ok paccMaTpPUBAETCA KaK afeKBaTHLIA.

Mpw B3TMK 06pa3Los maTepuana Heo6xoaAMMO CoBMIAATL YCTAHOBNEHHbIe KITMHUYECKUe PeKOMEeHaauUnn
¥ NpOTOKONbI NPOGONOArOTOBKW, COOTBETCTBYIOLWME TUNY W KNeTouHocT obpasua. Hecobnioaenve
AaHHoro TpebosaHNs MOXET NPUBECTHU K NONYYEHWUIO HEBEPHOro pesynbrara.

7.4. NnenTndukauua MeauLUUMHCKUX U3AENUA C Uenbio nonyvyeHun GesonacHow
koMOuHauuu u (nnu) undopmauun 06 N3BECTHLIX OrPAHUYEHUSAX NO COBMECTHOMY
NPUMEHEHUIO MEeAULIMHCKUX U3AeNUNn

CoBmecTHoO ¢ pacTtaopom Cellprep ans ruHekonorudeckux uccneanosaxuni Cervical Solution aonyckaercs
UCNONb3oBaHWE MEAULUNHCKNX U (MNN) HEMeAUUMHCKUX U3Aenui, ykasaHHbIX B pasaene 7.1 ¢ uensbio
nonyyeHus 6esonacHoi kKomGuHauuu.

HE JONYCKAETCA ucnonb3osaHue pactesopa Cellprep ¢ ApyrnMn n3genusmm, oTNUYHbIMKA OT
nepeuncneHHbix B pasaene 7.1.

8. TexHuueckue XxapakTepucTtuku pacreopa Cellprep Ansi ruHexonoru4eckmux
uccnenosanun (Cervical Solution)

HaumeHoBaHMe xapaKTepuCTMKU/NOKasaTens CraHaapTHOe 3HaYeHue

BHewHunin Bua Ha suane He AOMKHO ObITb OTBEPCTHA, TPELUH,
Aedopmauui, uapanuH, 1 npovero 6paka, kKoTopbli
BNIUAET Ha KAYeCTBO UCNONb3OBAHUA U3AENUS.

BHewwHWi BUA pacTeopa - 6ecuseTHan, Npo3payHan
XUAKOCTb 6€3 NOCTOPOHHUX NpUMeECceN.

19
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PacTtaop Cellprep ana rusexonoruyeckux ncenegopanni (Cervical Solution)

NoCcTOPpOHHUS NPUMBCH

Fpwbul Her

Baxrepum Het

MapaanTol Her

Mpouee 1e4a. Ha 10 Mn
CrangaprHuiil oGvem 20 mn £ 10%
KpyTAalMil MOMEHT CpeAHER KPBILUKW Brant 18 xrc-cM £ 5 kre-cm
KpyTALuA MOMEHT BEPXHER KPbilLkK BUANI 14 krc-cm 3 6 kre:cm
pH pacreopa pH=52 £ 0,25

MaGapuTHbie pasMmepbl Buansi:

O6uwan seicoTa BHansi:

AnameTp cpeaHeit KpbiLLKM BUANLI:
OuameTtp cpeaHeil YacTH Buansl;
Auvametp HuxHeR YacTy BUaNLY;

89,0 MM £1,0 mm

42,7 Mmz1,0 MM
36,1 mmz1,0 MM
38,1 mmz1,0 MM

Macca suani ¢ pacTeopom

50,0 r£10 %

MapknposKka

He pomwHo  Gbite  3arpAsHeHwWd,  nnoxo
HanevataHHoro Texcra. Homep napruu, para
UCTEUEHWA CPOKA FOAHOCTW, MalBaHWe npoaykTa
AOMXHLI COOTBETCTROBATL 3aAaHHLIM NApaMeTPaM.

Ha aTukeTke BManLl AOMKHEI MPUCYTCTBOBATL
cneaywove CHMBONG! " 3HaKy:

€I OD®

Ha TpaHCnopTHOW ynakoeke KapTOHHON KOpOGKNn
AOMKHBI NPUCYTCTBOBATL CNEAYIOWMe CUMBOSL! U
3HaKN:

FIx[® [ ce v
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Pacteop Cellprep ans ruHekonornyecknx mccnegosanuii (Cervical Solution)

9. PekoMeHgauuM No oKpawmMBaHUIO NOJIYYEHHbIX NpenapaToB

WarNe : HanmeHoBaHMe XMMUYECKOro AnuTenbHocTb
L peareHTa 41 okpawunBaHus FMHekonoruyeckuii matepuan HernHekonornyeckunin matepuan
d)ggcaum 95% ataHon - 30 MUHYT 30 MUHYT
1 80% aTaHon 10 makaHwui 10 makaHwi
2 70% aTtaHon 10 makaHwui 10 makaHuii
3 Bopa 2 MUHYTbI 2 MUHYTBI
m w now E-,\Al I_'ve_MQTqK_g_l_/!_/_j_l_/Wij:—'——— w T 4 MUHYTBI 11 MUHYTbI
5 Bopa 1 muHyTa 30 CekyHp, 1 muHyTa 30 cekyHa
6 0,5% HCi 3-5 makaHwii 3-5 mMakaHwii
7 Boga 5 MuHYT 5 MUHYT
8 95% 3aTaHon 10 makaHwit 10 makaHwuit
9 95% 3aTaHon 10 makaHwui 10 makaHwi
10 0G-6 | 3 MUHYTHI 1 muHyTa 30 cekyHA,
1 95% aTtaHon 10 makaHwii 10 makaHwui
12 95% aTaHon 10 makaHwuit 10 makaHwii
13 1 N EA-BQ . 3 MUHYTBI 1 1 muHyTa W cekyHp,
14 95% aTtaHon 10 makaHwii 10 makaHwii
15 95% aTtaHon 10 makaHwii 10 makaHwii
16 100% aTtaHoN 10 makaHuii 10 makaHwii
17 100% aTtaHon 10 makaHuii 10 makaHwii
18 Keunon 10 makaHuii 10 makaHwii
19 Kecnnon 1 muHyTa (10 mMakaHuiA) 1 1 muHyTa (10 MakaHui)

21
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PacTtBop Cellprep ana ruHekonormvyeckmx nccnegosanuii (Cervical Solution)

10. YUncnoBble cTaHOapTHbIe 3HAa4YeHUs OnA BcacbiBaHUA (pexkumbl A. B. C.) ana
npoueccopoB A1 XXULAKOCTHON LMTOM0rnmn

JasneHne n spems

BuypitHne ; BbLuyB
OoOpTT Noxxnm
bkweHne [INa1I0OHB Bpewms (ceq
A 10.0 ;35.0 1.0 0.05 0.05 0.5
GYNE
(TVIHEKOMOTMYeCKiA B 15.0 35.0 1.0 0.05 0.05 0.5
marepvian)
C 4.0 35.0 1.0 0.05 0.05 05

11. NMoepocTeoexxeHna W npepynpexkaeHns

<lNpepocTtepexeHna>

1. He npegHasHa4vyeHo 4NA BHYTPEHHEro NpUMeHeHus.
2. He nuTb 1 He BAbIXaTb napsbl.
3. He gonyckaTb NpAMOro KOHTaKTa pacTBopa C rfasamMmy Uamn KOoXeil.

4. Mpu nonagaHuu pacTBopa B rflasa He3amMen/MTeNlbHO U TulaTeNbHO
NPOMbITb Fna3a YNCTON BOAONM, 06paTUTLCS 3a MEAULMHCKOA NOMOLLLH.

5. becuBeTHas neTyyasa >KuAKocTb. [lpn AANTENbHOM BO34ENCTBUM
OoKasblBaeT B/IUSAHME Ha Ne4vYeHb N LeHTpasibHYyl0 HEPBHYI CUCTEMY.

6. Vcnonb3oBaTb XMMUWYECKU-YCTONUMBLIE MepyaTKW, 3aljuUTHbIe OYKU U
na6opaTopHbIi xanat/dapTyk 4na Balwein 6e3onacHOCTH.

7. Nocne ucnonb3oBaHus ¢ pacTeopamu Cellprep Heo6xoanmo o6palyaTbes
Kak G10/I0TMYECKN OMacHbIM MaTepuanom.

8. 3anpelaeTcs ucnonb3oBatb pacTtBop Cellprep nocne ncrteyeHuss cpoka
rofIHOCTHU.

He cnepyeT ucnonb3oBatb pacTtBopbl Cellprep B NoBpeXAeHHbIX Uu
TPECHYTbIX Buanax, npyv M3MeHeHun LBeTa pactBopa U ¢ BUAUMbIMU
MOCTOPOHHUMY NPUMECSIMMU.

12, YcnoBusi TpaHCANOPTUPOBKN N XpaHEeHUs

JonyckaeTca TpaHCMOpPTMPOBKa BCEMM BUAaMU TpaHcrnopTa.

Temnepartypa TpaHCNOPTUPOBKU U XpaHeHunsa: ot +10°C go +30°C

XpaHuTb B 3aKprTOI7I ynakoBke B 3aliMuieHHOM OT COJIHEYHOIO cBeTa MecCTe.

XpaHI/ITb N NCNosIb30BaTb TOJ/IbKO B XOPOLWIO npoBeTpnBaemMomM nomMeuieHnn.
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PactBop CeMprep 4nsa ruHekonornyeckmx uccnegosaHnuin (Cervical Solution)

13. YnakoBKa

PacTtBopbl Cellprep noctaBnaT B Buanax u3 nonvnponuneHa. Buanbl no 25 wt. noMmewanT Mexay ABYyX
NNacTUKOBbIX (MOMIMMPONUNEHOBBIX) SHEEUHbIX NOTKOB A/18 BUan U o6TArnBaloT NOANITUNEHOBOW NAEHKOI.
Bocemb ynakoBOK Mo 25 WTYK BuMana, 06TSAHYTbIX NaeHKoi (Bcero 200 wT.Bnan), BMecTte ¢ PykoBOoACTBOM

no nNPpuUMeHeHnKo

MOMELLAlOT B KApPTOHHYH KOPOGKy. 3aTeM KapTOHHYI0 KOpPOGKY C HEeCKOJIbKUMU

YNAOTHUTENbHBIMU HErOPHYMMU BKMNaAbILIAMW AOMOMHUTENIbHO YNAaKOBLIBAT B YNAKOBKY A1 OMaCHbIX
MaTepuanoB ¥ ycTaHaB/MBalOT Ha naneTy.
Jonyckaetca npepoctaBsieHne PyKoBOACTBA MO MPUMEHEHUID B 3/1EKTPOHHOM BUAE MNOCPEACTBOM
OTNpPaBKN 3/IEKTPOHHOI MOYTONM MO 3anpocy NoTpeduTens.

OCHOBHble cBefeHUsi 06 ynakoBke pactsopa CeMprep AN r’MHEKONOTMYECKUX UCCNeA0BaHNA

YnakoBka

Bunana pacteopa Cellprep ans
TMHEKOI0rnYecKnx
nccneposaHuii (Cervical
Solution)

Bnana saBnaeTcs nepBUYHON
yNaKoBKOW ANa pacTBOPOB
Cellprep.

MnacTuUKoBble stYEEUHbIE NOTKU
ANns Buan, 06TAHyTbIE
NONN3TUNEHOBOI NJIEHKOMN.

BTopuuHas notpe6utesnbckas
ynakoBka.

TpaHcnopTHaa ynakoBka
pacTtBopa Cellprep ans
TMHEKO/IOTNYECKMX
nccneposaHnuii (Cervical
Solution).

TpaHcnopTHas ynakoBKa
COCTOUT M3 BHYTPEHHE
KapTOHHOW KOPOOGKN 1 BHELLHEN
KOpoOKMN 13 oubpoBoro KaptoHa
AN onacHbIX MaTtepuasnos.

YnakoBka A1 onacHbIX
MaTtepuanoB. TpaHcnopTHas
ynakoBKa.

Hanerta
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Cervical Solution.

Matepuan

Monunponunex

MnacTnkoBble NOTKN
(nonunponuneH)

MonuatTuneHoBasl nneHka

KapToHHas KOpo6Ka BHYTPeEHHsS

BHelwHAA Kopobka u3
nbpOBOro KapToHa Ans
onacHbIX MaTepuasnos.

HeckonbKo BKnagblwen n3
NOSIMMEPHOr0 HEropryero
Martepuana uim neHonnacTa

MNnactnkosaa wnu gepessaHHas
naneta

FabapuTHble pasmepsbl/
KO/IMYecTBO

O6uiag BbicoTa Buanbl: 89,0 Mm
+1,0 Mm

Macca Buasbl C pacTBOPOM:
50,0 r £10%

Pa3smepsbl: 25,5x25,5x8,5
cM+10%

Macca ynakoBKW C BMasiamMu
(6pyTTO) -1,30 Kr £10%

KonunyectBo: 25 wrt. BMan

Pa3mepsbl:
525x270x370 Mmmz10%

Macca KOpob6KM Cc Buanamu
(6pyTTO): 11,35 Kr+10%

KonnyectBo: 8 ynakoBoOK,
06TAHYTbLIX NSeHKoN. Bcero 200
WITYK BUAn.

Pasmep kopo6kn: 530 x 320 x
450 mm+10% wnnum 590 x 395 x
470 mm * 10%

Macca KOpO6GKM C Buanamu
(6pyTTO): 12,60 Kr £10%

Konunuectso: 1 BHYTpeHHsaA
KapToHHas Kopobka c 200 wr.

Buan.

Pa3smep: 110 x 110 x 132 cm
+10%
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PactBop CeMprep Ans rmHekonorndyecknx nccnegosanuii (Cervical Solution)

14, NpeHTunkauma cMmMmBoO10B
VCaoHAR MMBOA, OHwucénne

Bbi3blBAET CEPbE3HOE
pasgpaxeHve rnas

Vicnonb3oBaTtb fo.

KaHueporeHHbie He ponyckaTb
<$> BellecTsa BO3jelicTBuS BRaru

JlerkoBocnnameHswwasncs
XNAKOCTb 1 napbl K

Kptokamn He 6paThb

EBponelickoe CoobLiecTBo
Xpynkoe, o6paliaTbcs

Jlorotun CE: JaHHoe OCTOPOXHO
ccC n3fienme CoOOTBETCTBYET
Aupektneam EBponeickoro
CoobuiectBa
Bepx

TemnepaTypHbIii
AvanasoH

(temn, oT +10 °C go

+30 "C)
MN3roToButeNb
Buonornyeckas
¢ OMacHoOCTb YNONMHOMOYEHHbIN
EC REP I'Ipe,CI,CT%BI/ITe!'Ib B
EBponeickom
coobuiectBe
NO MepaununHckoe usgenve ons t

ONarHoCTuKM in vitro
Ob6patutech K

PYKOBOACTBY MO
npUMeHeHuo
Kopa napTtumn

LOT
npousBoguTens

15. OTBEeTCTBEHHOCTb Npon3BoAUNTENA

KomnaHus buoguH Ko., N1Tg., Kopes anseTca ouumanbHbiM NPON3BOAUTENIEM N HECET OTBETCTBEHHOCTb
3a KayecTBO, 3I(PPEKTUBHOCTb U 6e30MacHOCTb 3aperncTpupoBaHHOr0 MeAULMHCKOTo u3genus npu
NCMOMb30BaHNM, 3a HOPMasibHOEe (IYHKLMOHMPOBAHMWE W BO3MOXHble HeraTuBHblIE TMOC/EACTBUA MNpU
MCNO/Ib30BaHWN, 3a UCK/IOYEHVEM ClyvYaeB HEeOGPEeXHOCTU, WUAN HenpaBUbHOIO MUCMNO/b30BaHUA NO BUHE

nosib3oBartesida, uin (*)OpC-Ma)KOprIX 06CcTOATENLCTB.

s B cnyyae Kakux-nn6o HexenaTeNbHbIX peakuuidi unM co6biTUi BO Bpemsi
! MCNoNb30BaHUA NPOAYKTa, NOXanyincrta, HEMeL/IEHHO CBSXKUTECH CO CNYX60ii
NoAAEPXKKMA UMW BaLIMM MECTHbIM AUCTPUOELIOTOPOM.

24
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Pactsop Cellprep aAna ruHexonoru4eckux uccneaosanuu (Cervical Solution)

16. PeMOHT U TexHuveckoe obcnyxusanue

MeauuuHckoe nsaenve He TpebyeT TeXHUMecKoro o6CnyXMBaHUA NU PEMOHTA.

Ona nonyyeHUs AONOMHUTENbHbIX YCNyr unu noaaepxkn obparutecb B Cnyxbbl nopaepXku unu K
NpeACTaBUTeNio B Bawem peruoHe.

Cnyx6a noanepxku
Ten. +82-1622-4811

an. novra: info@biodyne.asia
YnonHoMoueHHbIl npeacrasurens 8 Poccuiickon degepauunu:

000 «buollanu»

IOpuanvecku appec: 197022, Poccun, r. CaHkr-Metepbypr, BH.Tep.r. MyHUUUNaNbHbLIA OKpYr
AnTekapckuit ocTpos, yn. Mpodeccopa Monoea, 4.23, nurepa E, nomeuwerune 3H/SH, komHara 208.
MouroBbii agpec: 197022, Poccus, r. Cankr-MNeTep6ypr, yn. Mpodgeccopa Monoea, a4.23, nuT. E.

3n. noyra: main@bioline.ru

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

Fopsuan nuHua: 8-800-555-49-40.

17. Ouucrtka u aeauHdexuus

He npumeHuMo.

Pacreop Celiprep ans ruHekonoruueckux uccneposanuit Cervical Solution He TpebyeTr ouucTkA w
Ae3nHpeKunn.

18. FlapaHTUA U CPOK roaHOCTHU
buoauH Ko., Nita., Kopes, rapaHTupyeT, 4TO u3genve NpoLio KOMNNEKCHYI0 Npoueaypy KOHTponsa
KayecTBa, OCHOBaHHYIO Ha Hawux BHYTPEHHUX CTaHaapTax aAns VICI'IbITaHVlVI, n 9NTO ugenuve He uMmeet

nedeKToB W COOTBETCTBYET BCEM TEXHUHECKAM XapakTepucTukam W / wunu  CornacoBaHHbIM
XapaKTepucTUKkam.

MpoussoaguTens rapaHTUpyeT BbICOKOE KavyeCcTBO U3fenuA Ha NpOTAXXeHWM BCero cpoka rogHoCcTu npu
cobnioaeHn peKoMeHA0BaHHbIX YCNOBUA XpaHeHUs.

Cpok roaHocTy pacteopa Cellprep Ans ruHekonoru4eckux uccneposaHui (Cervical Solution) - 2 roaa (npu
cobnioaeHun peKoOMEeHA0BaHHbIX YCNOBUA XPaHEHUs).

[laTa okoH4aHUA CpokKa roOAHOCTH yKa3aHa Ha 3TUKeTKe.
3anpeljaeTca ucnonb3osaTb pacteopsl Cellprep nocne ucreveHUn cpoka roagHOCTH.
3acukcupoBaHHblit B BuUane matepuan (obpaseu) npu coxpaHeHuu TemnepaTypHoro pexuma or +10 °C

0o +30°C MOXeT UCNONb30BaTLCA ANA NPOBEAEHUA UCCNEAOBaHUA METOAOM XUAKOCTHOW LuTonorun Ao
3 mecsaues.
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Pactsop Celiprep ana rmHexonoruyeckux uccnenosanni (Cervical Solution)

19. Yrunuszauun

focne ncnonb3oBannna ¢ pactesopamn Cellprep, nocrasnfaembiMK komnatiwed Buoaun Ko., Nta.,
Kopen, Heobxoanmo oSpANATLCA KaK SHONOrHYECKH ONACHLIMM OTXOAAMM.

OTxoAb HEOGXOAWMO YTUNU3UPOBATL B YTBEPKASHHOW MNEYW B COOTBETCTBMM C (heaepanbHbiMM,
MYHAUMNANbHBIMA W MECTHLIMW NPABUTENBCTEBHHBIMW NOCTAHOBNGHNAMN.

Ans Poccuiickoid depspaunn pPEKOMEHAYETCA YTUNU3MPOBATb B COOTBOTCTBMM C npasunamu
ycraHornenHeimn CanltnH 2,1.3684-21 “CanntapHo-anunaemuonormyeckue TpebosaHus K COABPKAKNIO
TePPUTOPHA MOPOACKMX W CeNbCKMX NoceneHud, K BoaHbIM O0veKxTam, NUTLEeBOW BOAEG W NUTLEBOMY
BOAOCHAOXKOHUIO Hacenexnn, aTMOCPEpPHOMY BO3AYXY, NOYBAM, XUNbIM NOMELLEHWUSIM, IKCTUTyaTauun
NPOV3BOACTBEHHLIX, OOGLIECTBEHHbIX NOMELLEHUH, OpPraHn3auW®k W  NPOBEAGHWIO  CaHWTAPHO-
npoTuBoanNuaemMu4eckux (NPonNaKTHYECKUX) MEPONPUATHIR" ANA MEAULMHCKUX OTXOA08, OTHOCALWMNXCA K
wnaccy b (3nnaemMuonoruieckn onacHeie oTxoab).

Beeaeno snepswe.

oHAS CTa (+]: ]

a) CuctemMa ynpaBnesMn «avecTBoM komnaHwn Buoaws Ko., Jita., PecnyGnuka Kopen
cepruduuuponaHa Ha cootsetcTene TpeboeaHuam cravgapra EN 1ISO 13485:2016 cepTuduUKaLWOHHEIM
oprarom TIO® Peitnnang JIFA Mpopakre MwGX 8 obnacTu aeicTaua: «Mpoaaxa n o6CNyKNBAHUE CUCTEM
AN WUAKOCTHOW LuTONOrun. MpoexTupobanne 1 paspaboTka, NPOWIBOACTBO U NPOAAXa PACTBOPOB ANA
KOHCEpBauumr KNeToK U MemMOpaHHbiX (hunbTPoRS.

b} Mpoussogurens (Buogux Ko., Jita., Kopea) cobnioaaeT npuHUMAB XOPOLWeH NPOMIBOACTBEHHOH
npaxtukn (GMP) 8 oTtHoweHn meauumHckux uagenmit. Ceprucbuxar GMP Brigan komnanuen Korea
Conformity Laboratories.

PacTteops! Cellprep cooTBETCTBYIOT CEeAYIOWKM CTAaHAGPTaM:

- AvpexTvea 98/79/EC Ha MeaUUMHCKME W3IENWnA gnA in vitro ANarHOCTVKK.

- EN 980:2008 MNpatpuyeckne CMMBONNE, HCNONLIYSMbLIE NPYW MaPKUPOBKE MEAWLIMHCKUX YCTPORCTB.
- EN I1SO 14971:2012 Uspenua meguumHckme. NPUMEHEHUE MEHEQKMEHTA PUCKA K MEQULIMHCKUM
H3ZeNuAM,
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24-4, Auxacan-po 5 mne, Congon-xy, Ceyn, 04793, PecnyBnuka Kopes

Ten. +82-1522-4811 Paxc +82-2-468-0910
3n. noura: gverseas@biodyne asia

www.biodyne.asia
B uensx GeacnacHoro HCNONLAOBAHNA HINENUA BHUMATENBHO NPOYUTAATE PYKOBOACTEO NO NPUMEHEHMIO.

doTorpacun 8 HaCTOAWEM PYKOBOACTBE MOTYT OTIMYATLCA OT (DAKTHYECKHN CYLWEeCTBYIOWMX AeTaneh
nagenus.

28
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Mpunoxexnue Ne1.

Cepruduxar ananusa pacrsopa Cellprep ans runexonoruyeckux uccneposanni Cervical Solution (o6pasen).

Pacteop Cellprep ana runexonoruieckux uccnenosanui (Cervical Solution) x npoueccopy AnA NOATOTOBKW LUMTOMOrMYECKHUX NPEnapartos METOAOM
XUAQKOCTHOW LIUTONOrUMK

Npoussoaurens: buoaux Ko, Jira.

24-4, Auxacax-po 5 xunb, CoHpoHx-xy, Ceyn, 04793, Pecnybnuka Kopes
Ten. +82-1522-4811

3n. novra: overseas@biodyne.asia

NOT Ne | XOXXX | FogeH no: [ JOOXXX

CepTtudukar aHanusa NeXXXX ot XOOXX

Ne Noxasarens O6opynoBsanue Cranpapr Coorsercreue Untepsan Cneuuduxauun

1 BHeuwHRA NoBEpXHOCTL Tabnuua 1. BHyTpu Buwansl He Coorsertcrayer Habniopexne c
naeHTUUKaUmn AOMXHO 6uimb paccrosHus 30 Mm
MOCTOPOHHUX Cpa3y xe

Mnasa npumecen. nocne Npou3soACTBa
2. Bwana, cpeaHss Cootsercreyer '
KpbllUKa ¥ BepxHAnA
KpbILLKA AONXHbBI
COOTBETCTBOBATL APYr
Apyry.

3. Homep naptwm Cooteercrayer
fonkeH 6uiTb ykasaH
KOPPEeKTHO.

4. Pacrsop He aonxeH Cootsetcrayer
BbiTeKaTb.
5. He ponxHo Obimb Coorsetcrayer
TPeluH.
6. PacTBop u atnketka CootsetcrByer
AONXHLI
COOTBETCTBOBATL APYT
apyry.

7. Ha BHEWHeH Coortsertcrayer
CTOpoHEe BManbi He
AOMXHO 6biTL
NOCTOPOHHWX BELUECTB.
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8. Ybeautecs, uTo A3bIK
3TUKETKN ] ™n

yKa3aHbi KOPPEKTHO.

Cootsetcreyer

User

nas3a

1. Copepxumoe
AOMKHO 6biTb
NPO3PaYHbLIM.

Cootsetcrayer

MocroponHue npumecu

(nasa

1. He ponxHo 6biTb
NOCTOPOHHUX BELWEeCTB.

Coorsetcrayer

Obvem

MepHbii uMnNuHAp

1. Ob6vem pacrtBOpa
AOSKEH OnpeaenaTLCH
obvemom AN kaxaoro
Tvna. ( o 20mn)

Cooteercrayer

BuayansHuin ocmoTp

BuayanbHas oueHka

Usmepenune

5

pH pacrsopa

pH-meTp

5,240,25

CoorsercrByer

U3smepeHue

Temneparypa TpaHCNOPTUPOBKM W XpaHeHus: oT +10°C ao +30°C. XpaHUTb B 3aKpLITOR YNakoeKe B 3aLLMLEHHOM OT COMHENHOrO CBeTa MecTe. XpaHuTb W MCNONb30BaTh TONBKO B
XOPOLUO NPOBETPUBAEMOM NOMELLIEHNNA.
Cpox roaxocTu - 2 roaa (npu cobniogeHn peKOMEHA0BAHHbIX YCNOBMA XPaHEHUR).

XXXX — nepemenHbie OaHHble.
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Cr MpunoxeHue Ne2
:(‘ . NACNOPT BE3ONACHOCTU
. B|°dyne BEW\ECTBO | Pen. 6.3
Pacrtesopti Cellprep k npoueccopy ANst NOArOTOBKK LUATONOMMYECKUX
npenaparos METOAOM XWAKOCTHOU UATONOrun

[ 1. | VBEHTU®UKALIUA XUMUYECKOIO BELWWECTBA U CBEAEHUA O NPOU3BOAWUTENE I

A. HAMUMEHOBAHWE BELLECTBA: Pacrteopbl Cellprep k npoueccopy ANst NOArOTOBKW LUTONOMMYECKUX npenaparos
METOAOM XHUAKOCTHOW unTonoruu (Pacteop Cellprep ANs ruHekonorudecknx ncenenosaxunin Cervical Solution)

B. NPUMEHEHUE: MeanuuHckas XuakocTb ANA KOHCEPBaLUUKN KNETOUHBbIX KYNbTYp Ha OCHOBE 3TaHona

B. CBEAEHUA O NPONU3BOAUTENE:
BUOAUH KO., NTA.
24-4, AuxacaH-po 5 kunb, COHAOH-KY
Ceyn, 04793, Pecnybnuka Kopes
TenedoH: +82-1522-4811 / daxc: +82-70-4903-0901

[2. [ WDEHTU®UKALIUA ONACHOCTH |

A. KNACCUDUKALINSA COMNACHO HALUMOHANBHOW ACCOLMALIMM MPOTUBOMNOXAPHOW 3ALUTDLI (HAMN3)

ONACHOCTb ANnA 340POBbA =0 ~ 1

OrHEONACHOCTb =0

PEAKUMOHHOCTb =0

OCOBbIE ®AKTOPbI PUCKA = He npumeHsieTcA

PeiTtuur: 0 = He3HauuTenbHan, 1 = nerkas, 2 = cpeaHAn, 3 = BbICOKan, 4 = O4eHb BbICOKan

MEPbI NMPEACTOPOXHOCTHU

MEPbI NP TOPOXHOQCTHW NPU P TBPALLEHWA
MNepen ncnonb3osaHneM NONYYUTL CheluansHblie UHCTPYKUuK (P201).
He npuctynatb k paboTe A0 Tex NOp, NOKa He NPOYUTaHa U He NOHATA MHOPMaLUs O Mepax NPeAOCTOPOXHOCTH
(P202).
CneaunTb, 4ToBbl €MKOCTb 6bina NNOTHO 3akpbiTa (P233).
3aseMnUTL/ONeKTpUYecKkn CoearnHUTb KOHTenHep u npnemHoe o6opyaosaHue (P240).
MpuHuMaTe Mepbl NPEAOCTOPOXXHOCTH NPOTUB CTaTU4Yeckoro paspsaa (P243).
He BAabIxaTh NbiNb/Ucnapexusa/ras/abiMky/napel/Bsibpocsl (P260).
Mocne ncnonb3oBaHuA TUWATENbLHO NPOMbIBaTL rnasa (P264).
Mpw ucnonb3oBaHuu BewecTsa He ynoTpebnaTe nNuLy, He NUTL U He KypuTb (P270).
Hocute 3aluTHbIe nepyaTku/3alWnTHYIO oaexay/cpeacTea sawuTel ras/nuya (P280).
Wcnonb3oBaTb NMYHLIE CPeACTaa 3aWuTbl cornacHo TpebosaHuam (P281).

MEPbI NPEJOCTOPOXXHOCTU NPU PEATUPOBAHUA
NP NONAOAHUUN HA KOXXY (unu sonoch): MpoMbITb KOXY BOAOW /NPUHATL AYLL.

B cnyyae noxapa: Bocnonb3oBaTbCA PEeKOMEHAAUWAMU U3roToBUTENA/nocTaBwuka NUGo KOMNETEHTHOro
cneuManucTa no NCNONb3OBAHNIO NOAXOAALMX CPEACTB NOXKAPOTYLLUEHUS.

NPU NONAJAHWUU B MA3A: OCTOPOXHO NPOMLITH BOAOW B TeHEHNe HeCKONbKUX MUHYT. CHATL KOHTaKTHble
NWH3bI, €CNU OHW €CTb U CHATUE NWH3 He 3aTpyaHeHo. MPOAONKUTE NPOMBIBATL.

Mpu coxpaHeHrnyn pasapaxeHunn rnas; ObpaTUTbLCA K Bpady 32 KOHCYNbTayuen/oCMOTPOM.

MNpu Bo3geiicTeun nnu oGecnokoeHHocTU: OBpPaTUTLCR K BpaYy 3a KOHCYNbTaUUe#/0CMOTPOM.

Mpu Bo3gericTeun. O6paTnTbCA K Bpayy.

OGpaTuTbeA K Bpady 3a KOHCyNbTayUeW/ocMOTPOM B Cny4Yae Nnoxoro camouyBCTBUA.

MEPbGI NP TOPOXHOCTW NPU XPAHEHWUA
XpaHuTb BELECTBO B NPOXNagHOM/XOPOLWO NPOBETPUBAEMOM NOMELWEHUN.
XpaHuTb BeLLecTBO B 3aKpbITON €MKOCTH.

MEPbI NPEAOCTOPOXXHOCTWU NPWU YTUNNSALIUN

YTUnusupoBaTb coaepXaHue/eMKOCTb B COOTBETCTBUM C MECTHbIMU/PErnoHanbHbiMu/ rocyaapcrBeHHbIMK /
MexayHapOAHbIMU HOPMaMU.
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(3. [ COCTAB / UHOOPMALIMA O KOMITOHEHTAX |
XWMWIECKOE HA3BAHWUE Homep CAS Homep ENCS* % (M.8.)
AraHon 64-17-5 2-202 35%
AevonuanposaHHan soaa 7732-18-5 - 48 %
FnuuepuH 56-81-5 - 16%
dochopHan kucnota 7664-38-2 - 0,475%
AueTaT aMMOHUA 631-61-8 - 0,475%
Harpus uutpatr gursapar 6132-04-3 - 0,05%
* Homep ENCS: MNepeusib CYtuscTayioLmx U HOBLIX XIMHUECKHX BELUECTs SNoHUN
[« [ MEPbI NEPBOW NOMOLLM ]

A. NP NONAOAHWUM B MASA

OCTOPOXHO NPOMbBIBARTE BOAOA B TEHEHWS HECKONLKWX MUHYT. CHUMUTE KOHTAKTHLIE MUH3bI, €CAN OHN eCTb U CHATHE
nuH3 He 3aTpyRHeHo. Mpogonxaitte npombieatb. ECAK pasgpaxeHue rfnas He NPOXOAWT, obpaTHTech K Bpavy 3a
KOHCYNbTaLMeR/OCMOTPOM.

6. NPU NONAZJAHUU HA KOXY

MpowmoiiTe xoxy 80A0H /NpUMUTE QYL WK BLIMOUTE BOAOH C MBINOM. ECNK pasapaxeHne KOXK NNK Cbillb He NPOXOANT,
obpaTuTech K Bpayy 3a KOHCynbTauvwew/ocmoTpom. flepen NOBTOPHLIM UCNONBIOBAHWEM NOCTUPARTE 3arPAIHeHHBIS
npeameTs oaexabl.

8. NPU BAbIXAHWUA
Pepxwid aun sospeicteun. Ecnn puixanue 3aTpyaHeHo, BbitauTe Ha ceexui BO3RYX W ofecneysTe NOnHbiii NoKok B

NONOXEHUK, KOMOPTHOM ANA Abixannn. OBPaTUTECh K Bpauyy 3a KOHCYNLTAUMEW/OCMOTPOM B ChNyvae NNOXOro
CAMOUYBCTEURA WITH BOZHWKHOBEHUA PECNIMPATOPHLIX CHHAPOMOS.

r. PU NPOMNATBIBAHUN
Peaxuit sun soaneiicTsns. He ebianisaitte psory Ges pexomeHfauun Bpaya. BO3MOXHO BOIHMKHOBEHWE PasapaXeMns
WENYAOMHO-KULLIEHUHOO TPAKTA, TOWHOTH W PEOTHI.

A. CUNIbHLIE CUMNTOMbBI OTPABNEHWA U BO3AENCTBWE

BabixaHne napos BLICOKOR KOHLIEHTPAUNN MOXET BbI3BATL HEGONBLUOE Pa3APaKeHNe AbIXATeNbHLIX NYTeR. YacTuiik unu
NPOACIKMTENLHLIA KOHTAKT C BEWECTBOM MOXET Bbi3BaTh MOBPENAGHNE W CYXOCTh KOXM, YTO MOXeT NpUBecTw X
BO3HWUKHOBEHNIO ANCKOMGOPTa U BOCNANeHUs.

E. NPUMEYAHUE ANA BPAYA

AnntenbHOe Unu 4acTo NOBTOPAIOWEECA BOIASACTBUE HA KOXY MOXET Bbi3BaTb ¥ OTAENbHbIX NHUL| OCNOKHEHHA YXe
cywecrayiowero socnaneHus, Mo UHAMBNAYANLHOR PeakUMWU NaLUeHTa 3aKNIUeHWe Bpada HeoGXOAUMO HCNONb30BaT
ANA KOHTPONA CUMNTOMOB W KNUHUMECKOTO COCTORHMA,

[ 8. | MEPbI MPOTUBONOXAPHOW EE3ONACHOCTHU |

A. NOAXOCAAWKE CPEACTBA NOXXAPOTYLWEHUA
WcnonbayiTe obLENpUHATLIe CPEACTEA NOXAPOTYLUSHHUA.

B. OCOBbIE ®AKTOPbI PUCKA, NCTOYHUKOM KOTOPbLIX ABNAETCA XMMWYECKOE BEWECTBO
XummnyecKoe BellecTBO He ARNAETCA UCTOMHMKOM 0CoBOR onacHoCTH.

B. OCOBbIE CPEACTBA 3AWUTH U MEPBI MPEAOCTOPOXXHOCTHU ANA NOXAPHBIX
B cnyyae noxapa, HageHLTe ABTOHOMHLIN AbIXarenbHuld annapar ¢ NONHOA MAacKoR W 3aWMTHLIA KocTioMm. [ns
NpeAOCTBPALLIGHUA NEPErpesa eMKOCTEN OXNKAANRTE WX BOAAHOR CTPYSR.

L6. [ MEPb) NPEQOTBPALUEHWA W NUKBUAALIUWA ABAPUAHOW YTEYKW |

A. MEPb! NIMYHON BE3OMNACHOCTW, CPEACTBA 3ALMTBHI U NOPAAOK AENCTBUA B ABAPUMHOW
OBCTAHOBKE

Wcnonb3yiite cpeacTaa nHAMBHAYaNLHOR 3awWuThl, pexomenyemsie 8 Pasgene 8 (Mpasuna u mepbl N0 oSecneyeHko
GesonacHOCTH nonvacsaTens/CpeacTea WHAWBMAYANLHOA 3aWNTBI). SIMKBUAUPYIATE UNK MUHWMHINPYATE Kakue-nuGo
yTeukn, ecnu aro GesonacHo. flepxure 8 npeaenax QOCTYNHOCTW asapuilHoe oBopyaoBaHue (MCNONb3yemoe Nnpw
noxapax, NponuTUAX, yTeukax u T.4.).
B. MEPbI MO 3ALWUTE OKPYXAIOLWEW CPERDI
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He ponyckaiTe nonagaHua sewecTea 8 KaHaNU3aUUIo UNK BOAHbIE NyTH.

B. METOAbI U MATEPUANDI ANA NOKANTU3ALIMKN U OYUCTKA
BbiTpUTe MECTO NPONUTUA NONOTEHUEM UNK BymaxHbIM NONOTEHUEM.

[7. [ MICNONb3OBAHUE U XPAHEHUE |

A. MEPbI NTPEQOCTOPOXXHOCTY ANA BE3OMNACHOIO UCNONb3OBAHUA

He ponyckanTe nonagaHua B rnasa, Ha KOXy W oaexay. He npuHumaiiTe BHyTpb. Mpu ucnonb3oBaHuu obecneubTte
Hagnexawylo BeHTunauulo. MNocTapaiTeck He BAbIXaTb nNapbi/rasb/NbiNb. Heucnonbayemble eMKOCTU XpaHuTe B
3aKpbITOM BUAae.

B. YCNOBUA BE3ONACHOIMO XPAHEHUA, BKNIOYAA HECMELULMBAEMOCTb

XpaHuTe BewecTso B AONXKHbIM 06pa3oM NOMEYEHHbIX eMKOCTAX. EMKOCTU A0MXKHBI XPaHUTBCS B NNOTHO 3aKPLITOM
Buae. XpaHuTe BewecTBO BAaNW OT UCTOUYHWKOB Tenna. EmkocTn Heobxoaumo pasMeuwlatb B NPOXNagHOM mMecte C
xopowew BeHTUNsuuen. Moaxoasuwine CpeacTBa MOXaPOTYWEHUs HeoOXOAUMO pa3sMecTUTb B HEeNnOCPeACTBEHHOW
6nn30CTH K MECTY XpaHEeHURA.

8. NPABUNA WU MEPbl NO OBECNEYEHWIO BE3OMNACHOCTU nNONb3OBATENSA/CPEQCTBA
nHAUMBUAYANbHOMU 3ALLUTDbI
A. NPEAENbHLIE 3HAYEHUA NPOPECCUOHAJNIBHOIO BO3AENCTBUA
KOPEA

Kopesn. OELs [npegentl BosgeicTBus Ha pabouem mecte] (ISHL, nyHkt 42; nybnuuHoe yseaomnexHwe
Munucrepctea Tpyaa Ne 1986-45, ¢c nonpaskamu B ny6nuyHom coobuieHuy MuHuctepctsa Tpyaa Ne 2007-25 ot 8 uioHs
2007 r.)

CAS RN: 64-17-5

HaumeHoBaHue: 3taHon
8-yacoBan CKB (cpeaHes3aBelleHHan KOHUeHTpauus seuwlectea). 1,000 m.A.
8-yacosasn CKB: 1,900 mr/m3
15-munyTHbIA KB (Nnpeaen kpaTkoBpeMEeHHOro BO3AEHCTBUA): - M.A.
15-MuUHyTHbIA TKB: - Mr/m3

ANOHUA
AnoHnna. OELSs [npeaent! Bo3aeicTeus Ha pabouem mecte] — JSOH (AnoHckoe coobulecTso 3apaBoOXpaHeHus
Ha pabouem mecTe: PekomeHaauuu no npeaenbHO 4ONyCTUMOMY Bo3aehcTeuio, 2007)

CAS RN: 64-17-5
HaunmeHosaHue: 3taHon
He ycTaHosneHo.

OSHA
Tabnuua Z-1 OSHA o lMpegenax 3arpAsHAlOWMx sBewjects B armoccepe (ot 30 uoHa 1993 r.) (29 CFR
1910.1000) (1971 OonycTumble ypoBHu Bo3aelicteusn) (PELS))

CAS RN: 64-17-5

HaumeHoeaHue: 3TaHon
8-yacosan CKB (cpeaHeB3BelleHHan KOHLEeHTpauus sewectea). 1,000 m.4.
8-yacoean CKB: 1,900 mr/m?

NIOSH
NIOSH. KapMaHHoe pyKOBOACTBO O XWMUYECKK onacHbix ¢akropax, 2005 r.

CAS RN: 64-17-5

HaumeHoBaHue: 3taHon

Pekomenayemoe NIOSH npeaenbHoe so3peiictaune (REL) [ans makcumanbHoro cpoka pabovero AHA B
10 vyacos B TeueHune 40-yacosomn paboueit Hegenu]: 1,000 m.4.

PekomeHayemoe NIOSH npepencHoe Bo3peictaune (REL) [ans makcumanbHoro cpoka pabovero AHs 8
10 yacos B TeueHune 40-4yacoBoit paboueit Hegenu): 1,900 mr/m3
KoHuerTpauua HY>K3 (HenocpeacTeeHHan yrpo3a xu3Hu u 3goposbio) no NIOSH: 3,300 m.a4.

Bb. TEXHUWMECKUE CPEACTBA OBECNEYEHNA BE3ONACHOCTU

PekomeHpyeTca ob6ecneunts o6wyio seHTUnAuMIo. NMpy Heo6XO0AUMOCTU UCNONb3YATE MECTHYIO BLITSXXHYIO BEHTUNALMIO
ANA KOHTPONR nonajalwen B BO3AyX AbIMKM U ucnapeHuin. ObecneybTe MexaHW4EeCKYl0 BEHTUNALUMIO 3aMKHYTbIX
NPOCTPAHCTB.
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B. CPEACTBA MHAVBUAYANBHOW 3ALLUTHI

OBLWE PEKOMEHAOALIUA

PekomeHayeTCA BbIBMpPaTL W WCAONLIOBATL CPEACTBA WHAWBMAYANbHON 3alMTL! NPK WUCNONLIOBAHWKM BelecTea,
paGouero mecta u ofpaweHuu ¢ BewiecTsoM. Ml pexoMeHAYeM B Ka4eCcTBe MUHUMANbHOrO CPeACTEa 3aLUTLI HOCUTL
3aUMTHBIE NePUaTKK.

CPEACTBA 3ALLUTHI OPFAHOB AbIXAHUA

MPY BOIHUKHOBEHWH 3HEYHTENLHOR KOHUEGHTPEUWM ALIMKW, WUCNAPeHHA WNW pPaclbiNeHHLIX 4acTML B BO3ayXe
pexoMeHAyeTCA HOCHTL pecnupaTop. MoaXoAAWMA PUNLTPYIOLIWA MaTEpPUaN 3aBHCHT OT KONWYECTBA U TUNA XMMHKATOB,
¢ KoTopbiMu Heobxoaumo pabotaTtb. Ecnu TpeSyloTca cpeicTsa 3aUThl OPraHoP AbIXaHWA, NPOBEAVTe MNONHYI0
nporpammy NO 3alyMTe OPraHoB AbIXaHUA, BKNIOYAR BLIGOP, TeCT Ha NOAroHKY, obyueHune, TexHru4ecKkoe oGCnYXUsaHne u
NpoBepKy.

CPEACTBA 3AWUTHI A3

Npw obpalweHnn ¢ BewecTBOM NPK HEOBXOAUMOCTH MOXHO HCNONLIOBATD XMMULECKNE 3ALLNTHBIE OMKW,

CPEACTBA 3ALNTHI PYK
PexoMeHAYeTCR HOCHTL NOAXOASLIME XHMHYECKI CTORKUE NEPMETKN.
PeXOMEHAYETCS PeryfIAPHO NPOUIBOAUTE SAMEHY Nep4aToK.

CPEACTBA 3ALNTHI KOXXW
BewecTeo He OKa3LIBaeT 3HAYUTENLHOrO BOIAGACTEMA HA KOXY. PexOMEeHAYETCH HOCMTL NOAXOAAWLYI0 XUMUYECKM

CTO#KYIO OReXAY.

[s. | PUSUKO-XUMWHECKWE CBOWCTBA |

A. PNIUYECKOE COCTOAHUE BEUWECTBA: Mpo3apayHan, GecuseTHan XKNAKOCTS.
b. 3ANAX: Msarkuit xapaKkrepHbiil 3anax.
B. NOPOIr BOCNPUATUA 3ANAXA: Her aAanHbIx,
r.pH HeT AaHHIX.
A. TOYKA MNABNEHUA/3AMEP3AHUA: HeT gaHHbix,
E. HAYANbHAA TOYKA KUMEHUA/MHTEPBAN KWNEHWUSA: HeT gaHHbiX.
XK. TOMKA BCIbILLKA: MNpumepHo 30°C*
3. CKOPOCTb UCNAPEHMA: HeT AaHHBIX.
WU. BOCRNAMEHAEMOCTbD (FA3, TBEPOQOE BELWECTBO): He npumeHseTCA.
K. BEPXHWUIA U HWKHUIA NPEAEN B3PLIBOONACHOCTM: HeT aaHHbIX.
Nn. BABNEHUE NAPA: HeT aaHHbIX.
M. PACTBOPUMOCTb: PacTaoprercs B sope.
H. YAENbHARA NNOTHOCTL NAPOB: Her paHHBIX.
Q. CNEUNOHUIECKAA NNOTHOCTD: Her gaxHbIX,
N. KOGOGULIMEHT PASAENEHWUA H-OKTAHONA/BOALI: Het AaHHbIX.
P. TOUKA CAMOBOCNNAMEHEHMWA: HeT gaxHbIX.
C. TEMNEPATYPA PASNOXEHUA: HeT AaHHbIX.
T. BA3KOCTb: HeT AaHHbIX.
*O6pasey| He BCNbIXMBAN A0 KHNEHWA (NpumepHo 30°C)
| 10. | CTABMNLHOCTD U PEAKLIWOHHAA CNOCOEHOCTDL |
A. XUMNYECKAA CTABUNBHOCTD

CTabunbHo B HOPMArbHbLIX YCNOBUAX.

B. BO3MOXXHOCTb ABAPUWHO-ONACHLIX BAAUMOAENCTBUA
PUCK BOSHUKHOBEHWUA ONACHOW NONUMEPU3aLIMK OTCYTCTBYET.

B. YCNOBUA, KOTOPLIX CNEAQAYET USBETATb
Cneumncuyeckue yenoBus, KOTOPLIX cneayeTt naberarts, OTCYTCTBYIOT.

r. HECOBMECTUMBIE MATEPUANDI
HecoemecTMbi® MaTepUanel OTCYTCTBYIOT.

[11. | MHOOPMALIUA O TOKCUMHOCTU

A. UHOOPMALIMA O HAUBONEE BEPOSATHbIX CNOCOBAX BO3AEACTBUA
NONAZJAHUE 8 MAS3A: fla.
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NONAQAHUE HA KOXY: fla.
MPONATbIBAHUE: Her.
BAbIXAHUE: Her.

B. CUMMTOMbI, OTHOCAWMECA K OUINYECKUM, XUMUYECKMM WU TOKCUKONOMMYECKUM
XAPAKTEPUCTUKAM
HeT AaHHbIX.

OCTPAA TOKCUYHOCTb:

- MepopanbHan: HenspecTHo. HeT AaHHbIX.
- KoxHasn: HenssecTtHO. HeT RaHHbIX.
- Mpw BAbIxaHUK: Hen3eecTHO. HeT AaHHbIX.

PAS[IPAXEHUE/MNOBP EHUE KOXMW:
MoxeT BbidsaTe Hebonblioe pasgpaxeHwe KOXu. Yactoe unu NpoAoNXMTENbHOe BO3AEACTBUE BellecTBa MOXeT
BbI3BATb NOBPEKAEHUE N CYXOCTb KOXM, KOTOPbIE MOFYT NPUBECTH K BO3HUKHOBEHNIO AUCKOMCPOPTa ¥ BOCNaneHus.

CEPbLE3SHOE NOBPEXNEHWNE/PASAPAXXEHWUE MAS:

MoxeT Bbi3BaTh HebonbLLOe pasapakeHue rnas.

CEHCUBUNU3AUNA OPTAHOB [AbIXAHUA/KOXXW:

[aHHoe BelwecTBo HE ABNAETCH CEeHCUBMNU3NPYIOWIUM.

KAHUEPOIEHHOCTb:

KaTteropus kaHueporeHos no ACGIH: A4 (He knaccucuympyeTcs KakK KaHeporeHHoe BeuwecTso ANn Yenoseka)

Hun oauH KOMMOHEHT AaHHOro BewecTBa He BKNIOMEH B CNUCOK KaHLUeporeHoB Ans Jenoseka MexayHapoaHbIM
areHTCTBOM No u3yyeHuio paka (IARC) u AmepukaHCKOM KoHbepeHuuen rocyaAapCTBEHHbIX cneuwanuctos no
npombiwnexHHon rurneHe (ACGIH).

ONACHQCTb PA3BUTUA ACNUPALIMOHHbBIX COCTOAHUW:

Heu3secTHO. HeT AaHHbIX.

12 [ 3KONOTrUYECKAA UHOOPMALIUA |

* [aHHoe BelwecTBO He uUccnNeaoBanoCb Ha TOKCUMHOCTL. MpuBeaeHHble HWXe pe3ynbTaTbl OTHOCATCA K ONACHbLIM
KOMMNOHEeHTaM.

A. TOKCUYHOCTb B BOAHOW CPEAIE U 3KOMOMMMYECKAA TOKCUHHOCTb
BO3HUKHOBEHME IKONOTUHECKON TOKCUHHOCTN BO3MOXHO NPy BO3AEWCTBUM UNKU OCAXKAEHUW BewlecTBa B NOYBY B TeveHue
ANUTEnNbHbIX NEPUOAOB BPEMEHM.

6. CTOMKOCTb ¥ CNOCOBHOCTb K PA3JIOXKEHWIO
OpraHuyeckas 4acTb KOMNOHEHTOB BellecTsa pasnaraeTcs NoA AeCTBUEM MUKPOOPraHN3MOB B cpeaHeM obbeme.

B. CNOCOBHOCTb K BUOHAKOMNNERWIO
BelecTeo He obnafaeT 3HaYuTenbHOW CNOCOGHOCTLIO K GUOHAKONNEHUIO N3-3a2 HU3KOro KoadduumeHTa GuoHakonneHus
(BCF) 1 Huskoro koadpduumeHta paspeneHns H-okraHona/soasl.

r. NOABMWXHOCTDL B NOYBE
HeunspecTHo. HeT AaHHbIX.

A. APYrOE HEFATUBHOE BO3EWUCTBUE
HeussecTHO. HeT AaHHbIX.

[ 13. | YTUNU3ALUA U 3AXOPOHEHWE OTXOAO0B ]

A. METOAbI YTUNU3ALINN

OnacHble 0OTx0Abl AOMKHbI TPAHCNOPTUPOBATBLCA NUUEH3UPOBAHHOW KOMNaHWenW MO NepeBo3Ke ONacHbIX OTXOAOB,
AOMXHbI YTUNU3UPOBATLCA UNKU ObiTb NepefaHbl Ha NUUEH3WpoBaHHoe npeanpusTue AnA obpalleHus, xpaHeHus,
yTunusauuv nnu nepepaboTku onacHbix OTXOA0B.

O3HakoMbTeCb C MECTHbIMW, FrOCYAapPCTBEHHbIMM U heaepanbHbIMK NONOXEHUAMKU [NO yTUNKU3auvK] ANA U3yyeHus
cneyucuueckux TpebosaHwui.
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B. MEPbI NPEACCTOPOXHOCTH (MO YTUAU3ALIUU 3AMPASHEHHbBIX EMKOCTEW U YNAKOBOK)
He yTunuanpyiTe OTX0AbLI B MECTHOW KaHaNM3AUMOHHOW CuCTeme Wik BmecTe ¢ oDbriHbIM Mycopom. Mpoaykramm

FOPEHUs FIBNAIOTCH OKUCb YINepoAs, 48YOKUCh yrnepoaa v soaa.
[ 14. | MHOOF‘MALM’I O TPAHCIMOPTUPOBKE |

A. UN Ne: 1170.

B. ToyHoe OTrpysouHoe HaumeHoBaHue: PACTBOP 3TAHOMA
B. KNACC: 3

. FPYNNA YNAKOBKHU Il

. Orpavuuenus no pernameHTam IATA OTCyTCTBYIOT

[1s. [ HOPMATUBHAR WHOOPMALIUA

MEXAYHAPOOHLIE 3AKOHb! O KOHTPONE XUMUMECKUX BEWECTB

EBPONA

KoMnoHeHTbl, COCTaBNAIoWMe JaHHOe BEeLLecTBO, BKMOMEeHbI MNW MCKNIONeHBI K3 MaTepuanbHuix 3anacos EINECS
[Esponeiickui nepeveHb CYLECTBYIONX KOoMMEpMeckux xuMmuvecknx sewecte] unu ELINCS [Esponeiicknit nepevets
3aperncTPUPOBAHHBLIX XUMHHECKWX BelLecTs).

KOMNOHEeHTR, COCTaBNALIME AaHHOE BELYECTBO, BKNIOYeHb! HNW UCKNIOMEHbI W3 MaTepuanbHbix 3anacoe TSCA [3axon
0 KOHTpONEe Haf TOKCWYHBIMK BewecTeamu] 8(b) (40 CFR 710).

ANOHUA

KoMNOHeHThI, COCTaBNSIOWME ABHHOE BEWECTBO, COOTBETCTBYIOT 3aKOHY O KOHTPONE 32 NPOM3IBOACTBOM W UMNOPTOM
XNMUYECKNX BELLIECTS W BKNIOHEHB B CNMCOK MNHUCTEPCTBA 3KOHOMUYECKOro passuTuna 1 Toproanu (METI).

KOPEA

KoMnoHeHTh, CocTasnAWWue AaHHOE BEWIeCTBO, COOTBETCTBYIOT 3aKOHY O KOHTPONE 3@ TOKCUMHLIMW XWMMUKATaMK
(TCCL).

[186. [ NPOMAR UHOOPMALIAS |

Nacnopt 5e30NacHOCTM AAMHOTO BELWeCTBA NPBAOCTABNAET MHOPMALMWIO NO 3APABOOXPaHeHWIO U Ge30nacHOCTH.
BhilwenpuesegeHHan MHPOPMALIMA CUUTASTCH KOPPEKTHOR, HO He BCeobbemMNIoLLed, K 4OMKHA UCMONL3OBATLCA TONLKO B
kavecree pykosoactea. BUOAUH KO., JITAQ. He HeceT OTBETCTBEHHOCTM 38 KaKOW-NMGO ywepS, HaHeceHHuIl B
pesynuTare o0palLeHMn ¢ BRLSCTBOM UNU KOHTAKTa ¢ HUM. Kaxabifl yenopex 0bR3aH NPUNOX1TL BCE YCUNKS 4R TOrO,
yToOb NoNyYeHHan MHPOPMAUMA COOTBETCTBOBANa OTAGNLHLIM LIeNaM. PaznuyHbie rocyaapCTeeHHbIe OpraHl MOTyT
yCTaHaBnupaTe 0cobbie HOPME! KACATENLHO TPAHCNOPTHPOBKK, OBPALLBHWUA, XPAHEHHA, UCNONL3OBAHWA HITN YTUNNIALINK
ASHHOrO BELWeCcTBa, KOTOPbie MOTYT OTCYTCTBOBATL B Hactoawem nacnopre GeaonacHoctu. Monb3oearens Hecer
OTBOTCTBEHHOCTL 38 NONHOE COBNIoASHNE TaKUX HOPM.

A. UCTOYHUKU

MrdpopMauua 0 KOHTPONUPYEMBIX XMMUKATAX NPEQOCTaBNeHa HauvwoHanbHbIM WHCTUTYTOM TeXHOMOrMA W OLIGHOK,
AnoHuA.

MHcTuTYyT aHanusa u uccnegosanun xumukaros, ANOHUA (CERI)

WHO/IPCS: MexayHapogHbie xaptel xumu4eckoi Gesonacroctu (ICSC)

Eaponeiickoe Giopo xumukaros EC (ECB). MexayHapoaran Gaza saHHbliX equHOOBPaIHoR XUMUUECKOR KHOopMaUvK
(IUCLID).

Apnan BeSWncaitT [16 (Komnanua 3E).

Kope#HCcKkMil MHCTUTYT TECTUPOBAHUA U UCCNEeAOBaHWA

B. MPOYAR UHOOPMALIUA

- AaTa ewinycxa: 01 anpena 2024 .

- Homep sepcun: 6.3

- TexHuueckan NOAAEPKKA U PEAaKLMA OT UCCnNefoBaTeNeCKOro LeHTpa npu Bnoann Ko., Jiva.
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npunoxexune. ®opma Ne42
PernctpaymnoHHblli Homep 2024-7482
HOTAPWAJIbBHOE CBUAETEJ/IbCTBO

Mocne npoBepkn B MoeM odmce S MOATBEPXKAAK, YTO MNpuNoXeHHas kormms PYKOBOACTBA [0

MPUMEHEHWNIO NonHOCTLIO COOTBETCTBYET OpUTNHATY.

Uto HacToswmm yaoctoBepsetcs 3 masd 2024 roga B faHHOM odomce.

Ha3BaHve KOHTOpSI
HoTapuasnbHasn 1 topuanyeckasl KoHTopa XaHmu
Mopg, topucgnkunei
LleHTpanbHoii palioHHOM npokypaTtypbl Ceyna
AZipec KOHTOpbI
TeuHTpKM (B) 101, 6 KOnrok-po,
UoHHory, Ceyn, Pecny6nvka Kopes

Hotapuyc J)KYH XIOH KbIH

<nornnncb>
(Moanuce HoTapuyca)

KBagpaTHblii wtamn: HoTapuanbHas u lopugnyeckas KoHTopa XaHMu
HoTtapuyc OxxyH XioH KbIH

JaHHblli COTPYAHUK Obln ynonHoMouveH MuHucTepctBom HOcTtuumm, Pecny6nuka Kopes, gelictBoBaTb B
KayecTtBe HoTapuyca ¢ 14 mapta 2007 roga, corniacHo 3akoHy Ne 7428.

210 mm X 297mm (MepepaboTtaHHasa 6ymara (1 copt) 70 r/m?)
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A, nepesogynk [llomopueBa AnnHa HKpbeBHa,
noATBepXAal, YTO BbINOMIHEHHbI MHOK NepeBoj NMPUIOXKEHHOrO AOKYMEeHTa ABASeTCHA MpaBU/ibHbIM, TOYHbIM U

MNOJTHbIM.

Poccuiickas ®egepauys, CaHKT-MeTepoypr,
[ABafLaToro mas e TbICAYM ABaLaTb YeTBEPTOro roga.

A, OcrtaneHko Cepreit
06513aHHOCTU  HOTapuyca

EBreHbeBunu,
HOoTapuasibHoro  okpyra CaHkT-lMNeTepbypr

BPEMEHHO

B/lajelowas pPyccKum,

NCMOJTHSAOLLMIA

OctaneHko EneHbl KOHCTAHTUHOBHbI, CBUAETENLCTBYK MOLJIMHHOCTbL
nognucu nepeeoguunka Momopuesol AnnHbl KOpbeBHbI.
Mognuck caenaHa B MOeM MpPUCYTCTBUN.

JInyHOCTL NognMcaBLUErO A4OKYMEHT YCTaHOB/EHA. -
3apernctpupoBaHo B peectpe: Ne 78/189-H/78-2024- c/
YnnayeHo 3a coBepLUeHNe HoTapuasnbHoro gelictems: 600 py6. 00 kor.

Blopo nepeBoaos «ABpopa»
197342. r. CaHkT-MeTepbypr,
M. YepHasa peuka,
yn. Topxkosckas, f. 5.
BL, «<Ontuma», ocuc 331
Ten: (012) 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-oiter.com
aurora-piter@ mail.ru
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C.E. OcTaneHko

OrPH: 1009847219043
WHH/KNM: 7841388560/781401001
OKIMO 09801859 OKOHX 96120
p/c 40702810507380000118
®UNNAN NMETPOBCKUNA
MAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BWK 044030795

KOPEACKUM W aHIIMACKUM  A3blKaMu,

PSRN; 1089847219043
ITN/CRR: 7841388560/701401001
RNNBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795



WTOro B HaCToALLIEM JOKYMEHTe
57 (NnaTbAecAT cemMb) NMCTOB

Bp. n.0. HoTapuyca
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