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1. General information

Name of the medical device - Cellprep Urine, CSF Solution for Liquid-Based Cytology Processor
(hereafter - "Cellprep Urine, CSF Solution", "Urine, CSF Solution", "Urine, CSF Solution", "Cellprep

Solution(s)", "medical device").

Use:

For detecting oncological and inflammatory
diseases of the urinary system (kidneys, bladder,
ureter, urethra, prostate) and brain.

Collected cells:

Urine (From daily urine, Cystoscopic)

CSF (lumbar puncture, suboccipital puncture)

The specially designed vial, in which the solution is kept, 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 of the vial can be opened only by the Cellprep LBC Processor during slide preparation.
The middle cap is equipped with an integrated nano-polyester filter that helps to remove impurities and
obtain a monolayer preparation.

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).
The device is for single use only.

Class of potential risk of solution application - 2a

Type of the medical device in accordance with the Russian Nomenclature Classification - 214660,
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Solution name Catalog No. Volume

Cellprep Urine, CSF Solution for Liquid- UC-1000 10 ml
Based Cytology Processor

The medical device is intended for professional use only.

The Cellprep Urine, CSF 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 Urine, CSF Solution

2.1. Intended use, indications and contra-indications

Intended use and indications:

The Cellprep Urine, CSF Solution is an auxiliary device for in vitro diagnostics and is intended for
preservation of urothelial urine and CSF 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 Not applicable
Functional use Auxiliary device for in vitro diagnostics

Specific pathology, conditions or risk factor which Suspected neoplasms or precancerous
detection, determination or differentiation tlji*HyX) medical condition of the kidneys, bladder, ureter, urethra,

device is intended for prostate, brain.
Population, demographic aspects of the medical device The Cellprep Urine, CSF Solution is intended for
use optimal preservation of urothelial urine and CSF

cells, collected from patients, regardless of their
gender, race and age differences.

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

analytical specificity, diagnostic sensitivity and diagnostic

specificity.
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2.2.  Description of solution
Colorless transparent liquid without foreign impurities

Solution composition

Components:
CHEMICAL NAME CAS No. % (ppm)
Ethanol 64-17-5 42%
Deionised water 7732-18-5 51%
Glycerine 56-81-5 6%
Phosphorous acid 7664-38-2 0.45%
Ammonium acetate 631-61-8 0.45%
Sodium Citrate Tribasic Dihydrate 6132-04-3 0.10%

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

2.3. Functional principle
The solution preserves and fixes the cells collected.

The urine 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.

The CSF fixed in the vial shall be kept at temperature from +10 &to +30 °C no more than 5 hours.
2.4. Delivery set

Cellprep Urine, CSF Solution for Liquid-Based Cytology Processor

Including:
1. Cellprep Urine, CSF Solution for Liquid-Based Cytology Processor, vial, 10 ml - 25 pcs/pack.

2. Instructions for Use in paper -1 pc. for a shipping box (200 vials)

3. Type of the sample analyzed
Urine (From daily urine, Cystoscopic)
CSF (lumbar puncture, suboccipital puncture)

AN

4, Information on conditions necessary for 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 urine and CSF
samples.

Urine. For cytological study of urine sediment, it is better to use the first
portion of first void urine, which contains the largest number of cellular
elements. Additionally, urine obtained at other times of the day can be
used.
Pour collected sample (not less than 30 ml urine) into 50 ml tube and
centrifuge at 2000 rpm for 5 minutes. Remove supernatant, then pour the
sediment into Urine, CSF Solution Vial.
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Preservation
Label

Storage

Transportation

CSF. In most cases, a lumbar ouncture is used to obtain CSF. A lumbar
puncture is performed by a physician in a medical institution. The patient
lies on his/her side with knees drawn up to the chest, then a needle is
inserted into the space between 4 and 5 vertebrae in the subarachnoid
cavity. The first five CSF drops are removed, as they contain bloody tap
from blood vessels damaged during the procedure. The fluid is collected
in the sterile tubes. Safe volume to be collected: adults - 8-10 ml, children
- 5-7 ml, infants - 2-3 ml.

Prohibited to shake the specimen collected, expose it to temperature
differences, as this changes its parameters.

The collected fluid is transferred from the tube Into the Urine, CSF
Solution vial. Specimen should be prepared for 2 hours.

The Cellprep Urine, CSF Solution preserves and fixes the cells collected.
Label the vial with sample in the designated area on the vial label (hand
lettering according to referral or barcode label).

The urine 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.

The CSF fixed in the vial shall be kept at temperature from +10 °C to +30
®C no more than 5 hours.

Freeze/Thaw Prohibited.

Cooling, especially freezing, of both non-fixed and fixed material is strictly
prohibited.

Transportation temperature regime; from +10 °C to +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
N

the training.

6. Installation, preparation

Not applicable.

The Cellprep Urine, CSF Solution is completely ready to use and does not require any preparation.
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7. Application of the Cellprep Urine, CSF Solution

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

7.11. Equipment for slide preparation for thin iaver cvtoloav/Uauid’based cvtoioav

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

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

The vial containing the Cellprep Urine, CSF Solution and the sample inside must be placed in one of the
above devices. Through the process, the device smears the cells on a slide producing a mono-layered
circle of cells for further examination. It minimizes misdiagnosis by reducing the amount of overlapping cells

on a slide.

7.1.2. Slides

In addition to the slides included in the delivery set of 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.

7.1.3. Vortex
To shake and mix the vial with the Cellprep Urine, CSF Solution and the sample, it is recommended to use;

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

or other medical devices of vortex type with sifilar technical characteristics, approved for circulation within
the Russian territory.

7.1.4. Centrifuge

For centrifugation of samples, it is recommended to use the centrifuge model

"Z 206A" of the medical device "Laboratory centrifuges Z 100M, Z 160M, Z 200A, Z 206A, Z 233M-2, Z
216MK. Z 300, Z 300K, Z 323, Z323K, Z 383, Z 383K, Z 400, Z 400K, Z 513, Z 513K, Z 366, Z 36HK,
SIEVA-2 with/without accessories”, HERMLE Labortechnik GmbH, Germany, registration certificate No
P3H 2016/4723;

or other centrifuges with similar technical I'*acteristics, approved for circulation within the Russian
territory. *
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7.2 Application of the Cellprep Urine. CSF Solution

7.2.1. Urinary System: Kidney, Ureter, Urinary bladder. Urethra

Fig. 1 Fig. 2 Fig. 3 Fig. 4
Collecting sample  Centrifuge Pouring to vial, vortex Insert vial to Cellprep
Processor
Tube (50ml)/2000rpm, for Collect sediment Pre-fix, then insert
5 min (Cellprep vial)

1) Pour collected sample (not less than 30 ml) into 50 ml tube and centrifuge at 2000 rpm for 5 minutes
(Fig.2).

2) Remove supernatant, then pour the sediment into Cellprep Urine, CSF Solution Vial, then vortex for 5
secs and leave to fix for more than 20 minutes.(Fig 3)

Only one patient sample is placed per vial.

After this stage, put the vial with urine sample in LBC Processor.

Depending on the equipment,
1. cellprep AUTO: place the vial in a tray in order. As processor has auto vortexing system, there is

no need to use vortex outside of processor.

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

7.2.2. CSF
1) Since the usual amount of collected CSF specimen is a very small, insert all collected specimen into the

Cellprep Urine, CSF Solution Vial without any pre-preparation as there is a possibility of cell damage or
loss during this step. However, if the specimen is too bloody, centrifuge it then pour sediment Into vial.
2) Thoroughly mix the specimen, then le *"*to pre-fix for more than 20 minutes.

1n
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- Pour the specimen in Cellprep Urine. CSF Vial, prepare a slide within 2 hours. Storage of CSF sample in
the vial should not exceed 5 hours.

Only one patient sample is placed per vial.

When to use Vortex mixer:
1. cellprep AUTO: Due to characteristic of CSF specimen, user needs to mix the vial instead of using

vortex function of device.
2. cell Prep PLUS: Due to characteristic of CSF specimen, user needs to mix the vial.

7.3. Insertion of the vial with Cellprep Urine. CSF Solution into equipment for slide preparation for
thin layer cvtoloqgy/liquid-based cytology

The innovative patented air transfer technology (Blowing Technology™) used in the Cellprep
processors allows to get a high quality monolayer slide and reduce the loss of cells during cytological

examination to zero.

Depending on the equipment,

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

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

The screen will switch to User Setup

C*|i Statui (M«nu«i Mnd*|
Screen.

letaf Count

O O O WoHtidf Count

type of Specimen Suction
Gyre

Blower It.

Mter Mft a“-u

0 0 0 n 0 *ervkord

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



RY&O >7- LM Sctup Screen *
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vortex
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To Md Processing Rest
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a a o a a aaaaa

Left b TF/ RYVVid Tray

4_ N
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Select Turbidity ON.

Using the auto- turbidity selection.

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

Prepare vials and load them in the tray.

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

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

\ortex should not be used for CSF
Specimens.

Put the vials from the front so no vacancy
remains.



YAWHmM Cbllprp AUTO Syster Select the types of specimens
! Set the mode according to the type of
Cttat (N;'\wl MR Tota Count specimen by pressing the buttons on the
O O Workin|Count t tOUCh screen.
_ welion V. Press the green “U" button for urine and CSF
Type ot Specimen Samp|eS
Gyre eiowtr

OO0Oo”™O

XML-D Cellprep AUTO System Specify the quantity of vials for operating.
Number press menu comes out when press
collstadt (Manuat todz) red number on Working Count.
O O O ﬁ Working Count It"
Suttion NI

Type o*Voecimen

Gyre

OdPo ™Mo

Blowar i/l

Enter the desired quantity of vials in the field.
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VWSS Ce™prep AUTO System
C«l* Sttti/f (M<nu«l Mojlrl fatal Court
O0O0O Verkig @t
>>11;0f gm"mn Suction iv>.l
Gyre Boer 1%
Gt Mfi
O O ferwefa
HthssJ D Total Vial Processing Result
n r> rs 0]
|_
n 4. » a I_I O
fb n n e ©
le ft Vok Trey H;ght VIB»T"y

M

XK S
- Tirpt —

Si>d»-01 t K
Slrd»"2 A A
Slid»-03 * A
Slid»<I4 K A
Slitters K A
Sixi*-Oe K A
Slid»-07 K A
Stid*-0d K A

A A

Slide>10 i A

N (MIrf LleiH Htslctfv
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Slide Glass Processing Resuh-|

SarcooeCau

€« Yy |

kc4t-iy-

AWty [

KHUYA-ici

SoKkbon iiBANM

id«..

™~

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

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

Check the result of smear and fix the slide.

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

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

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

AY



Manual Turbidity Mode

Cbldrep ALTTO System

mmss
Qll (Menu«i Mode) Total Court
O O O ssss ket
T>Dc of Specimen Suction V \
B

Gyre

e User Setup Screen

A3 Tiie 88 n

Y User Setup Screen
TurOidlty MoJ ixation Time 88 flim
BOFG
wifi/mb Total Vial Processir™ Result
O o m o o 0 O o ©
® O 0 w 0 & O
r
o O m o T £1iASL;d6PNO
Bb T D b 0]
Left Vi Ti RgH W Tra-
We4sdh
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Please click on the SETUP button for 3
seconds or longer in the main screen.

The screen will switch to User Setup
Screen.

Select Turbidity OFF.

Disable auto-turbidity selection function.

Vortex ON/OFF Selection Function.

Vortex should not be used for CSF
specimens.

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.



Put the vials from the front so no vacancy
remains.

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

Select A, B, C on the touch screen according

Mg Cellprep AUTO System
m prep to the density and condition of prepared
specimen.
Cellbutm [MTiinl Mode) Total Count
LAXBXC SS88S WorhITf Count FA Mode A:
_ Suction - Used when amount of collected cells in
Tyge of Specimen , solution vial are normal
Gyne Blowe Mode B:
O N\ O I scatt» - Used when too less amount of collected cells
in solution vial
Mode C:
- Used when too concentrated amount of
collected cells in solution vial
m%ﬂ Cellprep AUTO Syst Select the types of specimens.

Set the mode according to the type of
Cel Status (Manual Mooe) Total Count specimen by pressing the buttons on the

O O O 38883 Worfcirg Count ] touch screen.

Press the green “U" button for urinary and

Type o( Syetimcn Suction CSF samples
Blower .
. MaMi |
I.O e N N 0 | Sweerd " Status
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Cell Stetji iMenuat Mode)

Tot«l Count
O O W orktrg Count
. 1
Type tff Sgecimwn Suction e
Gyre Blower H.
sih«i M(i
O (0] n
w rw w

Cellprap A1AO Sysum

A

Cell Status (Manual Mode)

O C Total Count
m W orblrt Count ra
i Aan. 1
Type of SpeOmen Suction
Blower

Gyre

00 O . o
aenwtre

:

WMASS Total Via) Processing Result

a n n
a M
B

©® ® o
°© ® O
OQJ:I
®» ® o =
“ Qo o
O 3

Left Via? Tray

Mijih VRO
NRE® Slide Glass Processing Result-1
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Right Viet Tray

3

3

Specify the quantity of vials for operating.

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

Press START button.

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

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

Check the result of smear and fix the slide.

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

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

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



Cell Prep PLUS: after turning on the instrument, select the sample type on the touch screen. Press
*URINE” button for urine and CSF samples.

Cellprep

MESSAGE : AUTO RUNNING (PLEASE Ne H STARTBUTTON)

MANUAL I SETIR> HOMt StAHI i STOP

Before inserting the vial containing the sample into the processor, shake itwell 5-10 times and place

it upside down in the instrument with the vial cap facing down.

Place the vial in the holder. It is necessary to shake the vial several times before ins”~IrisSrteihe

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.

18
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iJU MM ::ma:

Cellprep

STATIC WORK 12345
SUCTION BLOVWVER JRINE BODY
00.1 kPa 1.23 kg/cm

FNA RPT USTOM

1UNEIN GYNE Al 12 CYCLE
Bo
MESSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

MANUAL SETUP HOME i START STOP

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.

After smearing insert the slide into 9%5%oethanol immediately and let it fix for 30 mins.
Screen out the lesion from the smeared slide after it is stained and mounted.
Interpretation of the results is carried out according to the clinical guidelines.

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

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

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

7.5. Identification of the medical devices in order to obtain a safe combination and (or) 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 Cellprep Urine. CSF
Solution to ensure a safe combination.

It Is NOT ALLOWED to use the Cellprep Solution with other products than those listed in Section 7.1.
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8. Speciffcatfons of the Cellprep Urine, CSF Solution

Name of characteristic / parameter

Appearance

Foreign impurities
Fungi

Bacteria

Parasites

Others

Reference volume

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

pH of solution

Dimensions of vial:

Total vial height;

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

Marking

20
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Reference value

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

Appearance of solution - colorless transparent liquid
without foreign impurities

No
No
No
Lunit/ 10 ml

10 ml +10%

19 kgf-cm + 5 kgf cm
14 kgf cm £ 5 kgf cm
pH=5.1 £0.25

89.0 mm 1.0 mm

42.7 mm £1.0 mm
36.1 mm £1.0 mm
38.1 mm=1.0mm
35.0 g +10%

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

The vial label must contain the following symbols and
signs:

n A 2

The shipping package with a cardboard box must

cgatain the follogsing bols and signs;
f f \V VD

DA



9. Recommendations for staining the slides

1 80% Ethanol 10 dips 10 dips
2 70% Ethanol 10 dips 10 dips
3 Water 2 minutes 2 minutes
4 Hematoxylin 4 minutes 2 minutes
5 Water 1 minute 30 seconds 1 minute 30 seconds
6 0.5% HCI 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
n 95% Ethanol 10 dips 10 dips
12 95% Ethanol 10 dips 10 dips
13 EA-50 3 minutes 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)
Deelredfea”nt A
;Jjpphceijtral«>n |
Ethanol ] 50% 526 474
70% Ethanol 1 70% 737 263
1 80% 840 160
HCI (ml)
' " 1
5 0-«%'HCI;d1d5hol; ; 1 . 995 —fC 5

2
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10. A. B. C. Suction Numerical Standard Values for LBC Processors

Pressure & Time

: Suction
Specimen Mode )
Pressure I ime (sec) Pressure Time (sec)
URINE, CSF A 20.0 40.0 10 0.05 0,05 05
B 27.0 40.0 1.0 0.05 0.05 0.5
C 15.0 35.0 10 0.05 0.05 0.5
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
v!a_lts),I if the color of solution changes, or if foreign impurities are
visible.

12. Transportation and storage conditions

Transportation by all means of transport is allowed.
Transportation and storage temperature: from +10°C to +30X
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
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 Urine, CSF Solution packaging

Packaging

Cellprep Urine, CSF Solution
Vial

The vial is a primary packaging
for Cellprep solutions.
Plastic vial trays covered with

polyethylene film.

Secondary consumer package

Shipping package of Cellprep
Urine, CSF Solution

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

Package for hazardous
materials. Shipping package

Pallet
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Material

Polypropylene

Plastic trays (polypropylene)
Polyethylene film

Cardboard box, inner

b
Quter fibreboard box for
hazardous materials

Several inserts from polymer
non-combustible material or
foam

Plastic or wooden pallet

Dimensions / quantity

Total vial height: 89.0 mm %1
mm

Weight of vial with solution:
35.0 g £10%
Dimensions:
255 x 25.5 x 8.5cm £10%

Weight of packaging with vials
(gross) -1.06 kg £10%

Quantity: 25 vials

Dimensions:
525 x 270 x 370 mm +£10%

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

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

Box dimensions: 530 x 320 x
450 mm +£10% or 590 x 395 x
M70 mm £10%

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

Quantity: 1 inner cardboard box
with 200 vials.

Dimensions: 110 x 110 x 132
cm +10%



14. Symbol identification

Symbol 1yV.

f Causes serious eye
irritation

Carcinogenic substances

Flammable liquid and
vapours.

European Community

a CE logo: This device
complies with the EC
Directives

Temperature range

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

| |
It Biohazard

I/I 3 In vitro diagnostic medical
device

Manufacturer’s lot

LOT
number.
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3yrnbol i~ Pegpripftc

Best before.

Keep dry
K Do not use hooks
7 Fragile, handle with care

m o

Manufacturer

Authorized representative
UE, REP in the European
Community

Refer to the Instructions



15. Manufacturer's responsibility

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

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

16, Repair and Maintenance

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

Support Service
Tel. +82-1522-4811
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: 8-800-555-49-40.

17, Cleaning and Disinfection

Not applicable.

The Cellprep Urine, CSF 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 ail

specifications and/or agreed specifications.

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

Cellprep Urine, CSF Solution shelf life - 2 years (while observing recommended storage conditions).
The expiry date is indicated on the label,
Use of the Cellprep Solutions after the expiry date is prohibited.

The urine 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.®
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The CSF fixed m the vial shall be kept at temperature from +10 °C to +30 °C no more than 5 hours.

19. Disposal

After use, the CeMprep 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. Version 01 from 09-2023.
21. List of the standards applied

a) Quality Management System applied by Biodyne Co.. Ltd., Republic of Korea, is certified to the
requirements of EN I1SO 13485:2016 by the TUV Rheinland LGA Products GmbH certification body in
relation to: "Distribution and Service of Liquid-based cytology system. Design and Development,
Manufacture and Distribution of Cell preservation solution and Membrane filters".

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

The 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 ISO 14971:2012 Medical devices. Application of risk management to medical devices
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.4li

Biodyne Co., Ltd.
24-4, Achasan-ro 5-gil, Seongdong-gu, Seoul, 04793, Republic of Korea

Tel. +82-1522-4811 Fax+82-2-468-0910
E-mail: overseas@biodyne.asia

www.biodyne.asia

For the safe use of the device, please read the instructions for use carefully.
Photos in this manual may differ from actual device parts.
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Appendix No. 1

Certificate of Analysis - Cellprep Urine, CSF Solution (sample)
Cellprep Urine, CSF 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 Exp. date: XXXXX
Certificate of Analysis No. XXXX dd. XXXXX

No. Parameter Equipment Standard Compliance Interval Specification
1 External surface Identification table 1. There should be no foreign Complies Observation from a
impurities inside the vial. distance of 30 mm
Eyes 2. The vial, middle cap and top cap Complies At once
should match. after production
3. Lot number must be Indicated Complies
correctly.
4. The solution must not leak Complies
away.
5. There should be no cracks. Complies
6. Solution and label should Complies
1r match.
7. There should be no foreign Complies
impurities on the vial exterior.
8. Check that the language on Complies
label and type are indicated
correctly.
2 Color Eyefc 1. Content should be transparent. Complies Visual inspection
3 Foreign impurities 1. There should be no foreign Complies Visual assessment
impurities.
4 Volume Graduated cylinder 1. Volume of the solution should Complies Measurement
y be determined by the volume for
each type. (O 10ml)
5 pH of solution pH-meter 5.110.25 Complies Measurement
Transportation and storage temperature: from +10°C to +30°C. Store in a closed container in an area that prevents direct contact with sunlight. Store and use only in a well-ventilated
area.

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

- variable data.
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PRODUCT Rev 6.3 \

_____Cellprep [BC Solution
11 | CGHEMICAL PRODUCT AND COMPANY IDENTIHCATION
A. PRODUCT NAME: Cellprep LBC Solutions (Urine CSF Solution)
B. APPLICATION: Ethanol based, Medical preservation liquid for cell cultures.

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

12 I HAZARDS IDENTIFICATION

A. NATIONAL FIRE PROTECTION ASSOCIATION (NFPA) CLASSIFICATION

HEATH HAZARDS = 01

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 compet”t authority to specify appropriate media for extinction. IF
IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

If eye irritation persists: Get medical advice/attention.
IF exposed or concerned: Get medical advice/attention.
IF exposed: Call a doctor/physician. WH
Get medical advice/attention if you feel unwell. m,

STORAGE
Store in cool/well-ventilated place.
Store locked up.

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

3 COMPOSITION / INFORMATION ON INGREDIENTS
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Cellprep LBC Solution

CHEMICAL NAME CAS No. ENCS Number* %(wiw)
Ethanol 64-17-5 2-202 42%
Di-water 7732-18-5 51%
Glycerine 56-81-5 6%

Phosphorous acid 7664-38-2 0.45%
Ammonium acetate 631-61-8 0.45%
Sodium Citrate Tribasic Dihydrate 6132-04-3 0.10%

"bNuS Numoer: Japanese hxjsting ana New (jnemicai substances.

4. I FIRST AID MEASURES

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

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

C. INHALATION
Not a likely route of exposure. If breathing is difficult, remove to fresh air and keep at rest in a position comfortable

for breathing. If experiencing respiratory symptoms or feel unwell, call a doctor/physician.

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

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

F. NOTE TO PHYSICIAN

Prolonged or frequently repeated skin contact may aggravate an e xistj*"jifflISJjondition in some individuals.
Based on the individual reactions of the patient, the physician's judgmenfsFioOTNe used to control symptoms and
clinical condition.

15. I HRE HGHTING 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. ACCIDENTAL RELEASE MEASURES

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

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

C. METHODS AND MATERIALS FOR CONTAINMENT AND CLEANING UP

2/6
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PRODUCT Rev 6.3 \

Cellpreo 1BC Solution i

Clean with towel or paper towel on its spill.
17. I HANDLING AND STORAGE

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

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

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

18 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, Junes, 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)(29CFR 1910.1000) (1971 Permissible
Exposure Limits (PELS))
CAS RN: 64-17-5 -
Name: Ethanol
The 8-hour PEL: 1,000 ppm *
The 8-hour PEL: 1,900 mg/m3
NIOSH
NIOSH. Pocket Guide to Chemical Hazards, 2005
CAS RN: 64-17-5
Name: Ethanol
NIOSH Recommended exposure limit (REL) [for up to a 10-hour workday during a 40-hour
workweek]: 1,000 ppm.
NIOSH Recommended exposure limit (REL) [for up to a 10-hour workday during a 40-hour
workweek): 1,900 mg/m3.
NIOSH Immediately dangerous to life or health (IDLH) concentration: 3,300 ppm

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

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

GENERAL ADVICE
The use and choice of personal protection equipment is recommended when use of the product, the workplace

and the way the product is handled. In general, we recommend as a minimum precaution as wearing gloves.
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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.

1 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 30"C *

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 in water.

M. RELATIVE VAPOUR DENSITY: No data available.

N. SPECIFIC GRAVITY: No data available.

O. n-OCTANOL/WATER PARTITION COEFFICIENT: No data available.

P. AUTOIGNITION TEMPERATURE: No data available.

Q. DECOMPOSITION TEMPERATURE: No data avai[ilSsjCT!i":
R. VISCOSITY: No data available~*""*""

* Sample was not flashed until boiled (about 30€C)
110. ISTABILITY AND REACTIMTY

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
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Cellprep LBC Solution

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

SKIN CONTACT: Yes.

INGESTION: No.

INHALATION: No.

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

ACUTE TOXICITY:

- Oral: None known. No data available.

- Skin: None known. No data available.

- Inhalation: None known. No data available.

SKIN CORROSIQN/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 ECOLOGICAL 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
The product not expected to significantly bioaccumulation due to low bioaccumulation 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. I DISPOSAL CONSIDERATIONS

A. DISPOSAL METHODS

5/6

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



Ww T T w w T L SAFE.T4 OMTM

BIO PRODUCT Rev 6.3

Cellpreo LBC Solution

Hazardous wastes must be transported by a licensed hazardous waste transporter and disposed of or treated in a
properly licensed hazardous waste treatment, storage, disposal or recycling facility.
Consult local, slate, 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.

14, TRANSPORT INFORMATION
A.  UN No.: 1170.
B. Proper Shipping Name: ETHANOL SOLUTION
C. CLASS: 3
D. PACKING GROUP. llI
E. Not restricted under IATA regulations
I 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. 1OTHER INFORVATION

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 an”shall be used'onlygs o guide. BIODYNE CO.,LTD. shall
not be held liable for any damage resulting from handling or from contact with the above product. Each individual
should make a determination as to the suitability of the information for their particular purpose(s). Various
government agencies may have specific regulations regarding the transportation, handling, storage, use, or
disposal of this product which may not be covered by this MSDS. The user is responsible for full compliance.

A. REFERENCES
Regulated chemicals info, produced by the National Institute of Technology and Evaluation, Japan.

Chemicals Evaluation and Research Institute, Japan (CERI)
WHO/IPCS : International Chemical Safety Cards (ICSC).
EU European Chemicals Bureau (ECB): International Uniform Chemical Information Database (IUCLID). Ariel

Weblnsight DB (3E Company).
Korea Testing & Research Institute

B. OTHER INFORMATION

Date issued: April 01, 2024
Version number: 6.3
Technical Support and Revised from Attached Research Center of Biodyne Co., Ltd.
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f-¥- 2024\i 7874s Registered No. 2024-7874

a1 NOTARIAL CERTIFICATE

As a result of checking at my office, | have
found that the attached INSTRUCTIONS
FOR USE copy exactly corresponds with
the original.

2024\t 54 13" o] nl-Aro0114 4 4 This is hereby attested on this 13th day of
May, 2024 at this office.

3 Name of the office
S>ol HANMI LAW AND NOTARY OFFICE

Belong to
Seoul Central District Prosecutors' Service

Addrri'rMage®.M:fe

m 6 .B-& 10 Twintree Tower(B) #101.6 Yulgok-ro.
IS (n4-A, Jongno-un. Seoul, Republic of Korea
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MepeBof C aHTIUIACKOTO U KOPEiCKOro S3biKoB

KBagpaTHble wTamnbl Ha Ka)K,qOVI CTpaHuue:
HoTapuasibHasa 1 ropugnyeckas KoHTopa XaHmu

Hotapuyc XaH MioH Cy6
HOTAPUANBHAA N IOPUANYECKAA KOHTOPA XAHMU
Mop topucankuneii LeHTpasibHOW paioHHOM NpokypaTtypbl Ceyna

Ten: 733-3955-6 Pakc: 733-3950

MpunoxeHne. ®opma Ne 41
TBuHTpUu Tayap (B) 101,6 HOnrok-po

PervncrpaumoHHblii Homep 2024 - 7874

HOTAPNAJIbHOE CBUAETE/IBCTBO

Mnomba: HOTAPUANIBHAA U IOPUANYECKAA KOHTOPA XAHMU

HOTAPNANBHAA N FOPUNOAVWYECKAA KOHTOPA XAHMN
TeuHTpK (B) 101, 6 KOnrok-po,
YoHHory, Ceyn, Pecnybnvka Kopes

210 mm X 297mm (MepepaboTaHHas bymara (1 copt) 70rp/m*
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Cellprep

HoBoe NnokosieHne XUAKOCTHO! LMTOMorMn
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PactBop CeUprep ans
nccnefoBaHNs OpraHoB
MOYeBbIAEINTENIbHOM
cuctembl 1 nukeopa (Urine,
CSF Solution) k
npoeccopy Ansa
MOArOTOBKM
LIMTOTOTMYECKMX
npenaparoB MeTo40M
XXUAKOCTHON LMTONOMMN

PykoBoACTBO MO
NMPUMEHEHUIO

www.biodyne.asia

« H#

KEHbIH YaH
[OupekTop no KayecTBy
YT1BepxaeHo <MNOJINNCb>

(Mopgnucs)

LLiranmn:

BrogyH

24-4 AuxacaH-po 5 Kb,

CoHpgoH-ky, 1. Ceyn, Pecny6nvika Kopes
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1. O6wasn MHpopmayns

HanmeHoBaHne wmeguUMHCKOro wu3genuna - «PactBop Cellprep pgna wccnegoBaHuii opraHoB
Mou4eBblAeNnnTeNnbHoOl cuctembl n nuksopa (Urine, CSF Solution) K npoueccopy A9 NOATOTOBKA
LMTOJIONMYECKMX MNpenapaToB MeTOAOM XWAKOCTHOW umuTonorum» (ganee - “Pacteop Cellprep ans
nccnegoBaHWii OpraHoB Mo4veBblAENNTEIbHON cuctembl 1 nnkeopa (Urine, CSF Solution)”, "PactBop gns
MCCnefoBaHNin OpraHoB MOYEBbIAEMTENBHOW cucTeMbl n nukeBopa (Urine, CSF Solution)”, «Urine, CSF
Solution», “PacTtBop(bl) Cellprep”, "MegnunHckoe nsgenue").

Mcnonb3oBaHue:

ans BbISIB/IEHUSA OHKOJTOTMYeCcKmnx "
BOCNa/IMTENbHbLIX  3ab60/1EeBaHU  MOYENOSI0BOW
cucTembl (MOYEK, MOYEBOrO My3bIpsl, MOYETOYHUKA,
YPEeTpbl, NpocTathbl) 1 FO/IOBHOMO MO3ra.

Cob6paHHble KMeTKU:

Moua (13 CyTOUYHOW MOuM, LMCTOCKOMNMYecKas).
Jlvkeop (/1roMbanbHasA NyHKUMS, CyO6oKUMNUTasIbHasA
MYHKLMSA)

CneupasnibHO pa3paboTaHHas BuMana, B KOTOPOI COAEPXWUTCS pacTBOpP, ONTUMU3MPOBaHa 4151 YCTPOMCTB
Cellprep ans XnOKOCTHOW LMTONOMMK.

Kpbillka Buasnbl COCTOWT M3 [BYX 4YacTeil: cpefHss Kpbillka WU BEPXHAS Kpbiwka. [JaHHON KOHCTpyKUMen
nNpefycMOTPEHO, UYTO MOC/fe B3ATMSA MaTepuasia y nauveHTa, Bpad MOXET OTKPbITb TOMbKO CPEeHIo
KPbILWKY M NMOMECTUTb obpasel, B BMasly C pacTBOPOM. BepxHsifl Kpblllka Buasibl MOXET OblTb OTKpbITa
TO/IbKO NPOLECCOPOM A/151 XXMAKOCTHOM umTonorum Cellprep B npoLecce NoAroToBKM npenapata.

CpefoHsisl KpbllKka MMEEeT BCTPOEHHbIi HAHOMOMMICTEPOBLIA (OMALTP, KOTOPLIA MOMOraeT yAansiTh
npvMecy 1 noslyyaTb MOHOC/OWHBIA Npenapar.

ABCTPOEHHbI
hunbTp

BepxHss
KpbILLKa BU&TbI

CpefHssi KpblLLka
BUQJIbI

Buana c BepxHeii Buana 6e3  BepxHeit
KPbILLKOVA KPbILLIKU

MeauumHckoe u3genve npegHasHaydyeHo A0s  KJAUMHWYECKO nabopaTopHOM AuarHOCTUMKM (in vitro
OVarHoCTukm).

N3penve npegHasHaAYeHO TOJbKO A/18 OJHOKPATHOIO MPUMEHEHMUSI.
Knacc noTeHUuanbHOro pucka NpYMEHEHUS pacTeopa - 2a

Bua, MeAULMHCKOro U3Aennsi B COOTBETCTBUM C POCCUIACKOI HOMEHKNATYPHOI Knaccudpmkaumein - 214660.
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I HasBaHue pacTBopa KaTanoxHblii Ne O6bem \

PactBop Cellprep pansa wuccnegoBaHwia nC-1000 10 mn

OopraHoB MO‘-IGBpr,GﬂVITeI'IbHOVI CUCTEeMbI K

nuksopa  (Urine, CSF  Solution) K
npoueccopy ans NoAroToBKM
LUUTOMOTMYECKNX NpPenapatoB  MeToAoM

XWUAKOCTHOWN LMTONOTMN
MeaMuMHCKoe M3fenue npefHasHauyeHo TobKO A/1 NPOgECCMOHAILHOTO NPUMEHEHNS.

PactBop Cellprep gns uccnegoBaHuii OpraHOB MOYEBbIAENNTENBHOW cucTembl U ninkBopa (Urine. CSF
Solution) k npoueccopy 405 NOArOTOBKM LUTOMOMMYECKMX NpenaparoB MeTOAO0M XUAKOCTHONW LTOM0rMn
OTHOCUTCA K MEAULMHCKUM W3LEeNVAM, KOTOpble He MMEKT NPSIMOro WM OnocpefioBaHHOro KOHTakTa C
OpraHnU3MOoM Yesi0BeKa.

MeauuyHckoe M3aenune He CTEPUILHO U CTEPUIM3aLIMK HE NOAJIEXNT.

2, OnucaHue pacTBopa Cellprep AN nccrefoBaHuit opraHoB

MoueBblgennTenbHom cnctembl n nukeopa (Urine. CSF Solution)

2.1. Ha3HauyeHMe, MokasaHuUsa U NPOTMBOMOKa3aHUA

Ha3HauyeHne 1 nokasaHuA:

PactBop Cellprep gns mMccnegoBaHuini opraHoB MOYEBbLIAENUTENBHON cucteMbl 1 nukeopa (Urine, CSF
Solution) sBAsieTcs BcnomMoraTesibHbIM  M3Aenuem Ans in Vitro AnarHoCTMKM 1 npegHa3HadveH ans
KOHCepBaLuM YpOTeNnasibHbIX KIETOK MOYM U JINKBOpA C UEb MOC/AeAylowero npuroToBeHNs
npenapatoB Ha NpegMeTHOM CTek/1e METOAOM XWAKOCTHOM LUTOMOTMM C MUCMOJSIb30BaHMEM MpoLeccopa
4719 NPUroTOBIEHMSA NPENapaTtoB /19 TOHKOCNOWHOIo uutosnornyeckoro uccneposanms Cell Prep Plus nnm
cuctembl Cellprep AUTO ans npuroToB/EHUSI NpenapaToB METOAOM XWUAKOCTHOW LTOMOMMN.
MonyyeHHble Ha MpeAMETHOM CTeK/1le MOHOC/IOVHbIe MpenapaTtbl OKpallMBaKTCA B COOTBETCTBUMM C
NPUHATLIMM NPOTOKO/1IaMK C NOCNEeAyOLWE UHTeprnpeTauueil pesyibTaTos.

MpoTmBOMNokKasaHus: N
He npegHasHayeHbl A8 KoHcepBauum MMcToNornMyeckux obpasuyos (bruoncum).

MNMoGouHble AeiicTBUSA:
-HE NPVIMEHMMO.

OnucaHve UeneBoro aHaMta
PyHKUMOHA/IbHOE Ha3HaYeHune
Cneundmyeckoe pacCTpoOiCTBO, COCTOSIHUE WK
chakTop pucka, Ans obHapyXeHusi, onpeaesnieHs um
andppbepeHympoBaHsi  KOTOPOro  npeaHasHavyeHo
MeAVUMHCKOe n3genue ans AMarHocTUKM in vitro
MonynAunOHHbIE. aemorpaduyeckne acnekTbl

npuMeHeHnAa meanunHCKoro n3genms
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He npumeHumMo

BcnomoratesibHoe nsgenue gns in vitro anarHocTukm
MogospeHrne Ha Ha/mume HOBOOOpA3oBaHUSA WK
npeapakoBOro COCTOAHUA MOYEK, MOYEBOro Ny3bIps,
MOYETOYHUKA, YPEeTpbl, NPOCTaTbl, TO/IOBHOTO MO3ra.

PactBop Cellprep pna  wuccnegoBaHuii  OpraHoB
MOYEBbLIAENUTENBHON cucTembl U nukeopa (Urine,
CSF Solution) npegHasHayeH p[ns  KoHcepBaumn
ypoTenmasibHbIX KIeTOK MOYM U NINKBOPA, B3STbIX Y

V4



4yesioBeka BHe 3aBMCMMOCTM OT nNona, pacsbl n\

BO3PAaCTHbIX pa3/iMunii naLMeHToB. \
CsefileHsi 06 aHaIMTUYECKON YyBCTBUTENBHOCTU  He NpUMEHNMO
(nopor 06HapyxeHus), aHa/IMTUYECKONA
cneununyHocCTy, AVarHoCTNYecKol
YyBCTBUTENBHOCTK " [AVarHoCTnyecKom
cneumgyHoCTU.

2.2. OnucaHne oacTBoOa
BecuBeTHas npo3padHas XnaKocTb 6e3 NOCTOPOHHUX NpuMeceii

CocTtaB oacTBOOa

KOMMNOHEHTHI:
XMMNYECKOE HA3BAHUE Homep CAS % (M.4.)
OTaHon 64-17-5 42%
JevioHn3svpoBaHHaa Boga 7732-18-5 51%
CnnuepvH 56-81-5 6%
docopHasn kucnoTa 7664-38-2 0,45%
AueTtar aMmMoHUA 631-61-8 0,45%
Hatpua untpar gurngpar 6132-04-3 0,10%

PacTtBop Cellprep ans vccnefoBaHuii opraHoB MOYEBbIAEUTENbHON cucTembl 1 nukeopa (Urine, CSF
Solution) He coepXUT B COCTaBe /IEKAPCTBEHHbIE CPEACTBA /1St MEAMLIMHCKOrO NPUMEHEHUs!, MaTepuasibl
)XMBOTHOTO Y YE/TOBEYECKOr0 NMPOUCXOXAEHUS.

2.3. Mpuuuun pgelictns
PacTBop kOHCcepBupyeT 1 (hMKCUpyeT cobpaHHble KIETKN.

3adinKCMpoBaHHbI B BUasie MaTepuasl MoYM MpU COXPaHeEHUM TeMnepaTypHOro pexuma ot + 10
°C go + 30 ®C MOXeT Mcnosib3oBaTbCs A151 NPOBEAEHMS MCCeAO0BaHUA METOAOM >KWUAKOCTHOW
uutonorum Ao 3 Mecsues.

3admkcrpoBaHHbIli B BUasle marepuas IMKBopa PEKOMEHYeTCs XpaHuTb Mpu TemnepaTypHOM
pexume oT +10°C o +30°C He 6osiee 5 yacos.

2.4, KomnnekTt nocraBku

PactBop Cellprep gns uccnegoBaHwii opraHoB MoOYeBbIAenUTENbHON cuctembl 1 nnkeopa (Urine, CSF
Solution) K npoueccopy Ans1 NOAroTOBKM LMTOMIOMMYECKMX NpenapaTtoB METOA0M XUAKOCTHOW LMTONOTN
CocTas:

1. PactBop Cellprep ans muccnenoBaHuii opraHoB MOYEBbIAEUTENbHOM cuctembl 1 nuksopa (Urine, CSF
Solution) k npoweccopy 419 NOATOTOBKU LIMTOMNOMMUYECKNX NpenaparoB METOAO0M XWUAKOCTHOW LIMTOM0ru,
Buana, 10 mn - 25 wr.fyn.

2. PyKoBOACTBO MO NPUMEHEHMIO B NeYaTHOM dpopmarte - 1 LWT. Ha TPaHCMNOopPTHY Kopobky (200 wT.suan).

3.Tun aHanu3npyemoro obpasua

Moua (M3 CyTOUHOI MOuM, LUMCTOCKONMYecKas).
JInkBop (NtombBanbHasa NyHKUMS,, CyGOKUMNUTaNbHaN MyHKLMS).
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NnoAroToBKM 06pasLoB, AaHHble N0 CTabu/IbHOCTU aHa/IM3MpPyeMbIX 06pa3LoB, B
ToM ducne YCJIOBUA M ANNTENBHOCTb XpPaHeHUs, ycrnosuss TPAHCMNOPTUPOBKWU,
OrpaHuNyYeHus Mno umkiamMm 3aMOpO3KM (pa3MoparkmBaHUA)
PekomeHgaumu no opraHmsauun npeasaputesisHoro (4onabopaTopHoro) atana padboTbl ¢
obpasyamm Moun 1 NMKBopa.
B3sTve obpasua Moua. [1s UWTONOTMYECKOro WCC/efoBaHMsl ocadka Moun Jydwle
No/Ib30BaTbCA NEPBOI NOPUUEN YTPEHHER MOYK, B KOTOPOI COAEPXUTCSA
Hambosbllee KOMYECTBO KIETOUYHbIX 3/IEMEHTOB. Hapsgy c atum
MOXXHO MCMOJ1Ib30BaTb M MOYY, MOJTYYEHHYHO B APYroe BPeMsl CyTOK.
CobpaHHbIii MaTepran He MeHee 30 M/T MOYM MOMELLAKT B NPOBUPKY Ha
50 mn 1 06pabaTbiBatOT Ha LEeHTPUAQIyre B TeYeHne 5 M1H CO CKOPOCTLHO
2000 06/MUH. 3aTeM yaansioT cynepHaTaHT, 0cagok NOMeLatT B Buany
C pacTBOpOM ANs  WCCMeA0BaHWiA OpraHoB MOYEBbIAENUTENBHON
cuctembl 1 nuksopa (Urine, CSF Solution).

Nuksop.Lnn NOMYYEHUA NMKBOPA B 6O/LLUMHCTBE Cly4aeB NUCMOMb3YHOT
NoMO6asIbHYI0  NYHKUMIO.  JTloMbasibHY0  MYHKUMIO NPOBOAMT Bpady B
YCNOBUAX MEOMLIMHCKOTO yupexaeHus. BonbHoro yknagpisatoT Ha 60K ¢
NPVBELAEHHLIMW KO/IEHSIMM K TPyAu, MNoc/fe 4ero BBOASAT UMy B
MPOCTPaHCTBO Mexay 4 W 5-M  MNOACHMYHbIMW  MO3BOHKAMU B
noanayTMHHOE NPOCTPaHCTBO. MepBble NATL Kanesb JIMKBopa yAauIsoT,
Tak Kak B H/X COLEPXMTCS NyTeBast KPoBb U3 MOBPEXAEHHbIX B Npouecce
MaHWUNyNsAUMM  KPOBEHOCHbLIX cocyfoB. CobupaloT XWOKOCTb B
cTepubHble NMPoGupku. Be3 omacHOCTM A1s1 300POBbS Yy B3POC/IOrO
yenoBeka MOXHO 3abpatb 8-10 mn nukBopa, y fetein 5-7 mn, y
rPyAHNYKOB 2-3 M.

Henb3s BCTpsxuBaTb MOJyYeHHbIE 6Guomatepuan, noABepraTb €ro
BO3AENCTBUIO Nepenaja TemnepaTyp, TakK kak 3TO W3MEHsieT ero
nokasarenu.

Cob6paHHy0 XMOKOCTb M3 NPOOGUPKN NMEPEHOCAT B BUasly C pacTBOPOM
ONs yccnefoBaHuii OpraHoB MOYEBbLIAEIMTEbHOM CUCTEMbI 1 INKBOPA
(Urine, CSF Solution). Mpenapat cnepyeT NoAroToBUTL B TeUeHUe 2
4yacos.

KoHcepBauus PactBop Cellprep gns mccnegoBaHWini OpraHoB MOYEBbIAENUTENBHO
cuctembl n ninkeopa (Urine, CSF Solution) koHcepBupyeT 1 ukcupyeT
cobpaHHble KNETKW.

MapkupoBka Mpomapkmpyite Buasy ¢ 06pasLoM B chneuuasibHO npegHasHaueHHOM
MecTe Ha 3TukeTke Buasibl (pydHas MOANUCL B COOTBETCTBUM C
Hanpas/fieHneM WM Hakneika co LUTPUX-KOA0M)

XpaHeHne 3aduMKCMpoBaHHbI B BMane Marepuasl MOuM Mpu  COXpPaHEHMU
TemnepaTtypHoro pexuma ot +10°C po +30®C MOXET UCNosib30BaTbCA
ANs NpOBeAEHNs NccnefoBaHUini METOLOM XUAKOCTHOW LmToormm go 3
MecsLIEB.
3adMKcpoBaHHbI B Buane Martepuan JfIMKBOpa peKkoMeHayeTcs
XpaHWTb Npu TemnepatypHom pexume ot +10°C go +30°C He 6onee 5
4acos.
3anpeleHo 3aMopaxnBaHe/oTTanBaHme.

OxnaxgeHune, Tem 60nee 3aMopaxnBaHue, kak He(hMKCMpPOBaHHOIO, Tak
1 (OUKCMPOBAHHOIO Martepvana He AOMNyCKaeTCa KaTeropnyecku.
TpaHcnopTUpoBKa TpaHcnopTuposka npu Temneparype ot +10 ®C go +30 °C.
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5. NHhopmayums o noTpebutensax M noTeHunanbHbIX MNOMIb30BaTeNIsAX

Tonbko Ana npodheccrmoHanbHOro MCMnosb3oBaHns (Bpay  K/IMHUKO-AMArHOCTUYECKOW nabopaTtopun,
thenbawep-nabopaHT).

Mepen Hauanom pa6oTbl ¢ pacTtBopamu Cellprep nepcoHan [AO/MKEH BHUMATE/IbHO O3HAKOMUTLCS C
PyKOBO/ZICTBOM MO NPVYMEHEHUI0 U NPOIATU 0By4eHue.

6. YcTaHOBKa, NoArotoBka
He npumeHumo.

Pacteop Cellprep ans wccrneaoBaHuii OpraHoB MoOYeBblAeUTENbHOW cucTeMbl U nuksopa (Urine, CSF
Solution) NO/HOCTLIO FOTOB K UCMO/Mb30BaHNIO U He TpebyeT NoAroTOBKMU.

7. lMpumeHeHne pacTtBopa Cellprep aons nccnegoBaHui opraHos
MOuYeBbIAENNTENBbHOW cuctembl 1 nukBopa (Urine. CSF Solution)

7.1. OnucaHve MeAVUUMHCKUX Wn3genuin unu wunsgenuin, He ABAAKWUXCA MeOUUNHCKUMU, HO
npeaycMOTPEHHbIX A1 COBMECTHOro Ucnonb3oBaHusa ¢ pactesopom Cellprep gna uccnegoBaHuin
ONs nccnegoBaHnii opraHOB MO4YeBbIAENUTENbHOI cnuctembl n nukeopa (Urine, CSF Solution®

7.1.1. O6opy,qOBaH|/|e AN NPUTOTOBNEHUA NpenapaToB 418 TOHKOC/IOMNHOIO MM TONIOFMYECKOTO
MccnefoBaHUA NN XUAKOCTHONW MMTOMOrUM

1 Mpoueccop Ans  NPUrOTOBMIEHWSA  MNpenapatoB AN TOHKOC/IOMHOrO  LUTOJ/I0rMYecKoro
nccneposarvua Cell Prep Plus, ¢ npuvHagnexHocTsmu, npousBoacTBa «buoguH Ko., Jitg.», Kopes,
(peructpaymoHHoe ypoctoBepeHne Ne ®C3 2010/07117) npepHasHadeH Ans ukcaumm n nepeHoca
KETOK pasIMyHbIX BUONOrMUYECKUX XNOKOCTEN opraHu3ma 1 06pasLoB TkaHel 13 Buanbl Ha NnpeaMeTHoe
CTEKT0 C POPMUPOBAHNEM KIETOYHOTO MOHOC/IOSA TakuMm 06pa3om, YToObl 06pasupbl ObIIM NPUTOAHbI AM1A
JasibHelLero okpalvMBaHus U MyUKpockonuyeckoro aHanmsa. Janee no Tekcty - Cell Prep Plus.

2) Cuctema Cellprep AUTO pgna npuroToBfeHUS MpenapaToB METOAOM >KWAKOCTHOM LMTOMOMK,
npomssoacTea «buognH Ko., /lta.,» Kopes, (peructpaumoHHoe ypoctoBepeHve NeP3H 2020/11462)
BCcnomorartesisHoe 060pygoBaHue, npegHa3HavyeHHoe AN NOAroTOBKM MOHOC/IOMHOMO LWTO/IOrMYecKoro
npenapara METOLOM >KMAKOCTHOW UMTOMOTMM A0S LafibHeAWwero okpawvBaHus W UccnefoBaHus
npenaparta B MMWKPOCKOME C Uefbio paHHel [UarHOCTUKM MNpefpaKkoBbIX COCTOSHWIA, BbISBNIEHNS
OHKONAaTO/I0rMM U CTENEHN ee 3/10kavecTBeHHOCTU. [lanee no tekcty - Cellprep AUTO.

Buany ¢ pactBopom Cellprep ans vccnefoBaHuii OpraHOB MOYEBbIAEUTENBHOM CUCTEMbI U NIMKBOPA
(Urine, CSF Solution) 1 o6pa3yom maTepuasnia BHYTPU HEOO6X0AMMO NOMECTUTb B OHO U3 BbllleyKa3aHHbIX
yCcTpoiicTB. B npouecce paboTbl NPr6OP CamMOCTOSATENbHO MEPEHOCUT MaTepunan Ha NpeaMeTHOe CTEK/O0 C
hopMMpoBaHMEM MOHOC/OA KNEeTOK AN1S1 AasibHelLen AMarHoCTUKUM. OTO MUHUMU3UPYET OLINGKM B
AnarHocTvke 3ab0/1eBaHnii, yMeHbLUas KOM4YecTBO (DOHOBOrO marepuasia Ha cTekse.

7.1.2. NMpeagMeTHble CTeK/Na

MoMUMO NpeaMETHbIX CTEKOJT, BXOAALMX B KOMMNEKTaL Mo npoueccopa A5 NpurotoBneHus npenapaTos
AN TOHKOC/IOMHOro umTonorndeckoro wmccnegosaHmst Cell Prep Plus, gonyckaeTcsi mMcnosib3oBaHue
npeaMeTHbIX CTEeKOs, WMEILWMX CXOXMe napameTpbl W XapakTepucTukn, Hanpumep, “Crekna nns
MMWKPOCKOMUYECKUX WCCNefoBaHnin npeaMeTHble M MOKPOBHbIE”, npou3BoAcTeBa «Jleiika buocuctemc
PuumoHga, NHk.», CLUA, peructpalmoHHoe yaoctoBepeHme Ne P3H 2013/1157.

7.1.3. BopTeuc

[na BCTpaAxuBaHMS M NepemellBaHUst Buasibl ¢ pacTtBopoM Cellprep ansi wnccnegoBaHwii opraHos
MOYEBbIAENUTENBHON cucTeMbl M nukBopa (Urine, CSF Solution) n o6pa3yom pekoMeHayeTcs
NCMONb30BaTh;
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- «BcTpAxuBaTens MeAUUUHCKNA BUOGPaLMOHHbI/ Tuna «Vortex» («BopTekc») V-3», npousBoactea «CVI/Y
«3NMMWN», fSIA “ELMI"], NaTBuKsA, peructpaynuoHHoe ya0cToBepeHne
Ne P3H 2017/5466,

WM Apyrue MegvuyMHCKME W3Lenus Tuna BOPTEKC CO CXOXMMU TEXHUUECKUMMU XapakTepucTukamu,
paspeLleHHble K 06palleHnto Ha TeppuTopun Poccuiickoin ®epepaumn.

7.1.4. UenTpudyra

[na ueHTpudpyrnpoBaHus o6pasyoB pekoMeHAYeTCA MCNo/b30BaTh LEeHTPUAYry Mogem

«Z 206A» MeaMuUMHCKoro usgenuns «LleHtpudyrn naéopatopHble Z KOOM. Z 160M, Z 200A, Z 206A, Z
233M-2, Z 216MK. Z 300, Z 300K, Z 323, Z323K, Z 383, Z 383K, Z 400, Z 400K, Z 513, Z 513K, Z 366, Z
36HK, SIEVA-2 ¢ npMHagiexHocTsaMu 1 6e3 npuHaanexHocTen», npomssoactea «XEPM/IE JlabopTexHuK
'v6X», [HERMLE Labortechnik GmbH], FepmaHus, pernctpaumoHHoe yaoctoBepeHne Ne P3H 2016/4723;

WK apyrve LeHTpudyrn co CXOXMMU TEXHUYECKMMMN XapaKTepucTnkaMmu, paspeLleHHble K obpalleHunio Ha
Tepputopumn Poccuiickoin depepaumn.

7.2. TpumeHeHne pacTBopa CeHprep Ansa nccnefoBaHuii opraHoB MOYEBbIAEINTENNbHON CUCTEMBI
n nuksopa (Urine. CSF Solution)

7.2.1. MouyeBblgennTeNbHasd cucremMa: NOYKN, MOYE T OUYHUK, MOYEBOMN nysw ps, YpPETPA

Puc. 1 Puc. 2 Puc. 3 Puc. 4
C6op matepunana LleHTpudyrnpoBaHue MomeweHe B Buasly C YcTaHOBKa BUasbl
pacTBopomMm, npoueccop Celprep
BCTpAXmnBaHune Ha
BOpTEKCE
Mpobvpk 50 mn/ 2000 C6op ocaaka MpeasapuTensHas corkcaLys,
06/MvH B TeueHne 5 muH.  (Brana Cellprep) YCTaHOBKa B NpoLieccop

1) MomecTtuTe He meHee 30 Mn cobpaHHOro matepuasnia B npobupky 50 mn 1 obpaboTainTe B LeHTpudyre
Ha NPOTSHKEHMM 5 MUHYT CO CKOpocTbio 2000 060pOTOB B MUHYTY (pUC.2).

2) Ypanute cynepHaTtaHT, NnoMecTuTe ocafok B Buauty ¢ pactBopom Cellprep ans nccnegoBaHuii opraHoB
MoueBblgenuTenbHOM cuctembl 1 nmkeopa (Urine, CSF Solution) n BCTpsxuBaiTe ee Ha BOpPTEKCE B
TeueHue 5 cekyHf, 3aTem ocTaBbTe A4 (hukcaummn kak MUHUMYM Ha 20 MuHyT (Puc. 3).

B oaHy Brany nomelaetcs TO/IbKO oAMH o6pasel, naymeHTa.
Mocne atana NoAroToBKM MOMECTMTe Buasly ¢ 06pa3LioM MOUM B MPOLLECCOP A5 XUAKOCTHOWN LTOMOMMN.

B 3aBurcumocTn OT 060pyA0BaHNS;
1 cCellprep AUTO: yCTaHOBWUTE BMasly C 006pa3LOM Ha cheuunasbHblil LWTaTVB B YCTAHOB/IEHHOM

nopsake. Tak Kak B 060pyA0BaHW MMEETCSi BCTPOEHHbIN BOPTEKC, CreumanbHo nepemMellvBarhb
Ha BOPTEKCE HE HYXXHO.
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CellPrep PLUS: nepepf TeM Kak yCTaHOBUTb Buany ¢ o6pa3yomMm B NpoLeccop, yCTaHOBUTE ee Ha
BOPTEKC M BCTPAXHUTE B TeyeHne 10-20 cekyHA Win XOpoLlo BCTpAxHUTe 5-10 pas.

7.2.2. TnkBOp

1) Tak KaK KO/IM4eCcTBO cobupaemoro obpasua (IMKBopa), Kak NpaBuio, OY4EHb Manioe cneayeT NoMecTUTb
B Buasly ¢ pactsopom Cellprep ans uccnefosaHuii opraHoB MOYEBbIAENUTESbHON CUCTEMBI U NIMKBOPa
(Urine, CSF Solution) BCé nmetolleecs konnyectTso obpasua 6e3 npeasapuTesibHOM NOAroTOBKM, Tak Kak
CyLLeCTBYeT BEPOATHOCTb NOBPEXAEHUS UM MOTEPU KNETOK BO BPemMs 3Tol npoueaypbl. OfHako ecnu
ob6pasel, C/IMLIKOM KPOBSHUCTbLIW, B Buasly NOMELLAETCA TO/IbKO 0CafokK Nocse LeHTpUdyrmpoBaHus.

2) TwaTenbHO nepeMellaiiTe obpasel, Mocne Yero npoBeauTe npeaBapuTesibHY0 OMKCALMI0 Kak
MUHUMYM Ha 20 MUHYT.

- NomecTuTe obpasel, B BUasy ¢ pactsopom Cellprep ans nccnefosaHuii opraHoB MOYEBbIAENUTENBHOM
cuctembl 1 nukBopa fUrine. CSF Solution), nogrotoBbTe npenapar B TedeHwe 2 vacoB. He cnepyet
XpaHUTb 0bpaseL, IKBopa B Buane bonee 5 yacos.

B ogHy Buany nomeLiaeTcsi TO/IbKO oAnH o6pasel, naymeHTa.

Wcnonb3oBaHue BopTekca:
1 cCellprep AUTO: MpVHUMasi BO BHUMaHWE XapakTEPUCTUKM o6pasua (MKBOP), MOb30BaTENHo
TpebyeTcs  caMOCTOSITEe/IbHO  MPOBOAWTL — MPOUEAypy CMelvBaHWs  obpasua  BMECTO
CNO/b30BaHMST (PYHKLMN BOPTEKCA HA YCTPOICTBE.

2. Cell Prep PLUS: NPUHAMAsi BO BHUMAHWE XapakTepucTuKM obpasiia (/MKBOpP), Mo/b30BaTesto
TpebyeTcs camoCcToATE/IbHO NPOBOAUTL NMPOLEAYPY CMELLBaHUA obpasLa.

7.3. YcTaHoBKa Bnasibl ¢ pactBopoMm Cellprep gna uccnegoBaHuini opraHoOB MOYEBbIAENNTENBHOMN
cuctembl 1 nnkeopa (Urine. CSF Solution) B o6opypoBaHue A8 NpurotoB/ieHUA nNpenapaTtoB A4
TOHKOC/IOMHOTO LUTOMTIOTMYECKOTO NCCef0BaHUSA NKNAKOCTHON LUTO0MNN

MHHOBauMOHHAaA 3anaTeHTOBaHHasA TEXHO/0rMA BoO3AylWwHoro nepeHoca (Blowing Technology™),
npumeHsiemas B npoueccopax Cellprep, no3sosiseT Nosy4YnTb MOHOC/IOMHbBIA npenapart BbICOKOIo
KayecTBa ¥ CBECTW K Hy/110 MOTEPU K/IETOYHOro maTepuasna npu LUToN0rMyeckom 1ccrefoBaHun.

B 3aBMcKMOCTM 0T 060pyA0BaHS:

Cellprep AUTO: nocne BK/OYEHMS Mpubopa, BbiGEpUTE pexmm paboTbl HA CEHCOPHOM 3KpaHe
(aBTOMATUYECKNIA PEXUM MJIOTHOCTU MasKa WK PeXUM NAOTHOCTM MasKa py4YHbIM CMOCO60M).
Mogpo6Hoe onucaHue paboTbl ¢ npubopom “Cuctema Cellprep AUTO pana npurotoB/ieHns
npenapaTtoB METOAO0M XMWAKOCTHOM LUUTONOrMK” npeAcTaB/ieHO B COOTBETCTBYHOLEM PYKOBOACTBE MO
3KcnayataumMm Ha gaHHoe ob6opyaoBaHue.

ABTOMAaTUYECKUMn pexnm NJIOTHOCTU Ma3Ka
YaepxunBarite KHOMKY SETUP
™. Cellprep AUTO System [HacTpoiikn] B TeuyeHue 3 CeKyHA WW
[l0NblUEe Ha FMTaBHOM 3KpaHe.
CdISWu» {Mtmtal Mod«)

Total Count 85888 iA
Ha 3KpaHe nosiBUTCA 3KpaH HaCTPOekK
88888 Vtfortim Count 8 {A 8 A nonb3oBaTesns.

T tnw Suction M.l Aa

Biowt 8.3 w/w
Gyne jowtr L

0O 0 & o o W Statut

(«liHite Ajro Fumm&
m D

1
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User Setup Screen

Total Vial Processing Result

( UtS'Tny 7 f RGNy 1
Skl
%

f)® ® ® »
®®®®"
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Bbibepute  Turbidity On  (Pexm
M/IOTHOCTU BK/1.1

Vicnonb3yeTc aBTOMaTMHECKMiA  BbIOOp
TUIOTHOCTW.

YCTaHOBUTE MPEAMETHOE CTEKNIO B LLTATVB
[I1S1 CTEKON TaK, YTOObl CTOPOHA CO LLTPUX-
KOZI0M 6bLa NOBEPHYTA K ASPMXATE o CTEKNA.
CTopoHa CO LLTPYX-KOZIOM A0/DKHA CMOTPETh
Ha CKaHep LITpUX-Koga U y6eamTech, uTto
[Jlepxartesib CTeK/Ia HaxoaMTca B NPaBW/ILHOM
TOSIOXEHWNA,

MpUroToBLTE W 3arpy3uTe BUanbl B Tpei
LNns BUa.

O[HOBPEMEHHO MOXET ObITb 3arpy>XeHo [0
40 Buan. [pegmeTHoe CTekno C
HaHECEHHbIM Ha  Hero  MarepuasioM
BbIXOAUT COrMAaCHO Nnopsiaky paboTbl BUasibl.

Tak Kak B 000pyfoBaHW/  UMEETCA
BCTPOEHHbI BOPTEKC, creuyiasibHo
nepemMeLLBaThb BYasbl HE Hy»XHO.

O6pasupl C NMKBOPOM MNepemeLIBaTh
Ha BOPTEKCE HEe HYXHO.

BcTaBnsiite HoBble Bvaibl C NepeaHeit
CTOPOHbl TaK, 4TOOblI He OCTaBasIoCh
CBOGOAHBIX MECT.



s ——T

Cellprep AUTO System

(Mtimrt 'Vb‘_’ ) ?BbIC«SIM
O # O | I WwtmfCoMit
SucsidVl
% tfaHMf
O00 A
MHCXID
0 §§|’ | <9T
Wiv Cellprep AUTO System
EBSAb MiB> TouriCam
O O O €S5SS M |Ciml
T ondH Skm

slew»r

Gyre
00000
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98 mn 8 A
99.1 T

1.r3 csAm

iS88i i j
n vl
ae.j Kuj

i.23 K.sjtm 1

3aaB/HbTE Tpeli Tak, YToObl €ro KaHaeka
Obl1a BbIPOBHEHA MO MECTY CriEflyHoLLIEro
oTZiena npw 3arpyske Tpes A8 Bra.

BblibepuTe TMN 06pasLoB

BblGepuTe pexviM Cor/lacHoO Tuny o6pasLoB
Ha>KaTVeEM COOTBETCTBYIOLLWX KHOMOK Ha
CEHCOPHOM 3KpaHe.

ans 06pasLoB OpraHoB
MOUYEBLIAENMTENILHOA CUCTEMbI 1 JIMKBOPA
HaXKMMTE 3€/1EHYH0 KHOMKY “U”.

YKaXuTe KONMYECTBO Buasl A/151 00paboTKu.

Mpn Haxkatum Ha KpacHble LWdpbl B Mose
Working Count [Cuetunk O6paboTku]
MosIBUTCA MEHI0 BBOAA Ldhp.

BBeaute HyXHOe KO/IMHECTBO BYasi B 3TOM
nore.



4

WADRLL Cellprep AUTO System HaxmuTe kHonky START ~Ctapty OTKpbITWE
KPbILLKN Buanbl, BCaCblBaHue, BblAyB W
nepemMelleHne cTekna NnpoOnNCXoaaT

CMSoL> Modet TotalCount 88888 Ik aBTOMaTUNYECKN.
88888 A ‘ UToObl OCTAHOBWUTbL  MPOLECC, HaXMUTE
Cl Wororcoull Bt A B @A KHomKy STOP [Cron). LIPI'(C))LébI NPOAO/ DKATb
TpdSEInt Sucton  99.1 Uu npoLiecc, Haxmute KHorky START [Crapr].
Gyne slowor 8.23  AlAm UTtobbl HauaThk MpoLEeCcC cHavasta rnocre ero
o OCTaHoBKY, HaxxmuTe STOP [Cror], a 3atem
O0000O0 (@m8 stitui HOME [Ha rnasHyto ctpaHuLy] o cbpoca
o3viLmn.
l«CHtie AJD
° Aw

Total Vial Processing Result lposepbTe pesyrnbTar HaHeceHns
domkcaLmm MaTepuasia Ha CTekso.

IMpyn 3aBEPLUEHUN HAHECEHUS MaTepuasia, Ha
CeHCopHOM 3KpaHe nossuTca OokHO TOTAL
VIAL PROCESSING RESULT [O6wpii
pesynbTar 06paboTkn Buart. Ecrm npouecc
3aBEPLUW/ICA  HOPMasibHO,  BUabl - ByayT
1306paxeHbl 3e/1eHbIMI, B VHOM C/lyHae OHY
BylyT N300PaKEHBI B HEPHOM LBETE.

f HpoWTTr A

W>;<”§° Slide Class Processing Resuit-1 Haxvure Ha CTpesky Ha 3akpaHe TOTAL
VIAL PROCESSING RESULT [O6wii
pesynsTar 06paboTkM Brasi] Wiv nog, nosiem
SLIDE RESULT [Pesynbtar crekos], YTobbl
nepeiftn Kk okHy GLASS PROCESSING
RESULT [Pe3ynbTaTt 06paboTkv cTekor), rae
MOXHO O3HaKOMUTLCA C  [aHHbIM
pe3y/bTaToM.

JoctaHbTe  0OpaboTaHHOE  CTeKo €
HaHECEHHbIM  MaTepuasioM U3  CrivpTOBOM
eMKOCTN A1 COMKCaLMM KIETOK, BblaepXuTE
30 MVMHYT B OTAE/bHOIA EMKOCTW 3TaHO/I0M, a
3aTemM npomsBeavTe OKpaLLMBaHVE.

| Initial & Data i{ HHloty Sohikon Raauit

PeX1m NAOTHOCTU Maska pPYYHbIM CNOCOGOM

YoepxviBavite KHONKY SETUP

X ITBS Cellprep A1M"0 System [HacTpoiik1] B TeueHre 3 cekyHg wm
[ONblLie Ha [M1aBHOM 3KpaHe.

CatsWM» {Mamw| M aial

Total CMint 88888 M
Ha akpaHe nosBUTCA 3KpaH HaCTpOoeK
O O O W ariinfCMint 88 CA 88 EN nosib3oBaTesns.
TYMS\MMn SuctMM 08.1 rr
Gyne 8low tf 8.23 Kilcm
00000 -
MMVLLEE AUTO FImiNO
le
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Vorttx
BUKZS
TwOLly BLWOM Time
T
VorteM
| 1
V.
\Y/W%” Total Vial Processing Result
+® ® ® ® ®
® ® ® ® '® ® ® ® ® ®

( DitretTey )
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Bbibepute Turbidity OFF [Pexum
NAOTHOCTU BbIK/.]

yHKUMS  Bblbopa aBTOMAaTU4eckom
NAOTHOCTU HeaKTUBHa.

PyHKUMA BblbOpa NepemMelnBaHUSA Ha
BopTekce BKJ/1./BbIKJI.

O6pasubl c NIMKBOPOM
nepemMewnBaTb Ha BOPTEKCe He
HYXHO.

MpuroToBLTE W 3arpysuTe Buasbl B Tpei
NS Buan.

OAHOBPEMEHHO MOXeT ObITb 3arpyXeHo A0
40 Buasl. MpeameTHoe CTEeKN0 [¢
HaHeCeHHbIM Ha  Hero  marepuasiomMm
BbIXOAUT COr1acHO Nopsaky paboTbl Buasibl.

BcTaBnAiTe HOBble BWabl C nepegHeit
CTOPOHbI Tak, 4TOo6bl He oOCTaBasloCb
CBOOOAHbIX MECT.



W}KD Cellprep AUTO System

CtU SWWM (KHlim | Tebr\nA
[ b]J ¢

Typ» bl $p*cim«n Suctien

Gyre
O000#

siowMf

XM’ Cellprep AUTO System

I_ CUYlstittn (Mpiw | Model mal Count

0 0 88888 W orkinf Count
Typ#bl Sp#dm»n Suction
ne slow tr

5 W
19 Y 9 ¢ 81
LONTATCNDAN!

Sl .0

«ArY WSET |
e Cellprep AUTO System

C*ii SUtut (Mmual MeO*)

00 O

Typ>otSptimw

0 0 0 0 O [ 7 s
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G838 A

&8 A NefA
08.3 Kpm

8.23 Kgla

88888 iA
88 fA 88 fA
00.1

8.23 K8/cm

- S
1 D
MWJIM larr«i

Statuf

3aaBrHLTE Tpel Tak, YToObl €ro KaHaBka
Obl1a BbIPOBHEHA MO MECTY C/IEfyHOLLETO
oTAena npu 3arpyske Tpes /13 Bual.

Bbibepute pexum A, B wm C cornacHo
TVIOTHOCTM W COCTOSIHWKO MOATOTOB/IEHHbIX
06pa3LoB  HaXaTVieM  COOTBETCTBYHOLLMX
KHOMOK Ha CEHCOPHOM 3KpaHe.

Pexum A:

Vicnonbayetca npum HOpMa/IbHOM
KOnmyectBe cobpaHHbIX KIIETOK B pacTBope
B/ bl
Pexum B:

Vcrnonb3yetca  npu  HeAoCTaro4HOM
KO/MYECTBE COBPaHHbIX KETOK B pacTBope
B/&/Tbl.

Pexum C.

Vcnoneb3yetcs npu C/ILLIKOM
KOHLIEHTPMPOBAHHOM KO/IMYECTBE K/IETOK B
pacTBope BuasIbl.

BbibepuTe TN 06pasLOB.

BbibepuTe pexuM CorslacHO Tuny 06pasLoB
HEDKATMEM  COOTBETCTBYIOLLMX KHOMOK Ha
CEHCOPHOM 3KpaHe.

ans obpasLos opraHoB
MOYEBbIAENNTESILHON CUCTEMbI 1 JIMKBOPA
Ha)KMUTE 3e/1eHyHo KHOMKy “U'.

YKaxuTe KonmyecTBo Buav /19 06paboTku.

Mo Haxamm Ha KpacHble LMdipbl B Mosie
Working Count [Cuetunk O06paboTky
NOSIBATCS MEHIO BBOAA Ldop.
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Haxxmute kHonky START "Crapry

OTKpbIME KPbILLKY, BCaCbiBaHWE, BbioyB U
nepemMeLLleHme cTexa MpOVCXOaAT
aBTOMATWHECKN.

Utobbl  OCTaHOBWTL  MPOLECC,  HaxwuTe
kHonky STOP [Crom]. YT00bl Npoao/™uTb
npouecc, Haxmute kHornky START [Crapt].
UTto6bl Ha4aTb MPOLECC CHaYasia nocsie ero
OCTaHOBKW, HaxxmuTte STOP [Cror), a 3atem
HOME [Ha rnaBHyt0 CTpaHuLly] ans copoca
No3ULMM.

MpoBepbTe  pesynbTar  HaHeceHus U
duKcaumm Matepurasia Ha CTexs1o.

IMpyn 3aBEPLUEHUMN HAHECEHMS MaTepuana, Ha
CEHCOpHOM 3KpaHe nossuTcA OkHO TOTAL
VIAL PROCESSING RESULT [O6wmii
pesynsTar 0o6paboTkn Buasl. Ecnm npouecc
3aBepLUAICA  HOpMaslbHO,  Buasibl  ByayT
1306padKeHbl 3e/1EHbIMI, B MHOM C/ly4ae OHY
6YyIyT 1306paKeHbI B YEPHOM LIBETE.

Haxxmute Ha cTpesiky Ha akpaHe TOTAL VIAL
PROCESSING RESULT [O6wpiA pesynstar
obpaboTkn BUasT] wwm nog nonem SLIDE
RESULT [PesynbTtar cTekon],  4TOObI
nepeiitn Kk okHy GLASS PROCESSING
RESULT [Pe3ynbTtat 06paboTkm cTekos], rae
MOXHO O3HaKOMUTLCS C  [aHHbIM
pesy/iLTarom.

JoctaHbTe  06paboTaHHOE  CTEKNo ¢
HaHECEHHbIM MaTepyasioMm U3  CrvPTOBOM
EeMKOCTW /19 dvKCaLmmn KIETOK, BbiaepxuTe
30 MVHYT B OTAE/IbHOM EMKOCTU C 3TAaHO/IOM,
a 3aTem npou3BeayTe OKpalLMBaHue.



Celt Prep PLUS: nocne BkIOYeHUs npuGopa, BbiGepuTe Tun o6pasua Ha CEHCOPHOIN naHenu
ynpaeneHusi. 4ns 06pa3LoB OpraHOB MOYEBbIAENUTE/IbHOM CUCTEMbI U NIMKBOpPA HAaXKMUTE KHOTMKY

“URINE”.

YWY/WN/OO hhimm:ss

Cellprep

STATUS WORK!234b
SUCTION SLOWER GNNE UAND BDY
00.1 kPa 1,23 kg/cm

1LINEIN GYNE A 12 CYCLE

BtodYs»»#
MESSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

MANUAL SETUP START SICP

i TmMm
Mepen TeM Kak yCTaHOBMTb Buasy ¢ 0b6pa3Lom B MPOLLECCOpP, XOPOLWOo ee BCTpsxHUTe 5-10 pa3 u
nomMmecTuTe B NPU6Op BBEPX AHOM, YTOObI KpbllKa Buasbl OGblna obpalleHa BHUS.

YcTaHoBUTE Buasly B fAepxatefib Buasibl. OueHb BaXKHO HECKOSIBKO pa3 BCTPSIXHYTb Buasly nepef
YCTaHOBKOV B Mpu6op, 4TOGbI KNETKM PAaBHOMMHO pacnpeaenninck B BAasIe.

MpomapkuMpyiiTe 1ycTaHOBUTE NPeAMETHOEe CTEK/IO B OTCEK A1 CTeK/a B npoLieccope. MokpbiTas CTopoHa
NPeAMETHOro CTeK/a A0/MKHA ObITh PACMONOXKEHA K HU3Y.

Bb|6ep|/|Te npoTtokon A, B unu C Ha CeHCOpHOI‘/JI naHenn ynpaeneHnsa B 3aBUCUMOCTU OT KOJIMYECTBaA
KTETOK N yCI'IOBI/II7I.
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YYYY/MM/DD hh:mm:ss

Cellprep

STATUS WORK 12345
SUCTION r BLOWER GYNE URINE ; BODY
.......... B
OO0.tkPa 1.23 kg/cm

RPT ~ CUSTOM

1LINE IN GYNE A 12 CYCLE
Bk>dym

MBSAGE : AUTO RUNNING (PLEASE PUSH START BUTTON)

MANUAL SETUP . ELEASE HOVE START STOP

NMpoTokon A: NPUMEHSIETCSA, KOrga Ko/ImM4yecTBO COOpaHHbIX KNETOK B BUaUle ABIAETCA HOPMaIbHbIM.
MpoTokon B: NPUMEHAETCA NPU OYEHb M&/IOM KONMYECTBE COBPaHHbLIX KNETOK B BUasIe.

MpoTokon C: NPUMEHSAETCA NPY OYeHb O6OJLLLIOM COAEPKAHUU KITETOK B BUas1e C pacTBOPOM.

Haxmnte knaBuwy «START» [3anyck] Ha CEHCOPHOI naHenu ynpaBnaeHusi. ABTOMaTUYECKU
BbINOJTHAETCA OTKPbITUE KPbILWKMA BMasibl, 3a60p maTepuasna, 3abop cTeksa u nepeHoc marepuasna Ha
CTeKNo.

MogpobHoe onucaHue paboTbl ¢ npubopom “ lpoueccop A4S NPUrOTOBMEHUSA MpenapaToB A/
TOHKOC/IOAHOTO  uuMTOonornyeckoro uccnegosanua Cell Prep Plus, ¢ npuHagnexHoctamu"
npencTaB/ieHO B COOTBETCTBYIOLLEM PYKOBOZLCTBE MO 3KCNayataunum Ha aHHoe o6opyaoBaHue.
Mocne BblayBa He3aMen/AMTe/IbHO NOMECTUTE NpeAMeTHOe CTeK/1I0 ¢ 06pa3LomM npenapata B 95%
3TaHON U ocTaBbTe Ha 30 MUHYT Ans domkcauuyn.

Onpegennte HaMune WIM OTCYTCTBUE NATO/IOTMYECKUX W3MEHEHWUI MNOCMEe OKpallnBaHus
npenapara Ha CTek/e.

VIHTepnpeTauma pesysibTatoB NPOBOAUTCA COM/1acHO KJIMHUYECKUM pPeKOMeHAaLnsaM.

7.4. VHTepdeprpytoliMe BeLecTBa WIN OrpaHWYeHUsl, CBA3aHHble C MNPOGOW, KOTOPbIE moryT
NMOB/NSITbL Ha Pe3y/ibTaT UCC/ef0BaHNS

O6paslpbl C 60MbLIMM COAEpPXaHUEM KPOBM W CAM3KU, M 06pasilpl C HEJOCTATOYHbIM COAepKaHUeM
maTepuana BO BCeX MOMAX 3peHUs npenaparta Mnpu3HalTCA HeafeKBaTHLIMU, MOCKO/bKY MOMYT Bbi3BaTb
nocnepywouime 3aTpyAaHEHVUs B MOCTaHOBKe AuarHo3a. Ecnv B o6pasue NpucyTCTBYHOT MaToforMyecku
N3MEHEHHbIE KNETKM, TO 060V Ma3oK paccmMaTpuBaeTCA Kak afeKBaTHbINA.

Mpu B3STUM 06pa3LOB MaTepmana Heo6xoauMo cob/1t0AaTh YCTAHOB/IEHHbIE KIIMHUYECKME PeKOMEeHAauun
U NPOTOKO/IbI MPOGOMNOArOTOBKM, COOTBETCTBYIOLUME TUMY W KIETOYHOCTU ob6pasua. HecobnogeHve
[laHHOTrO TPe6oBaHUSI MOXET NPUBECTU K MOJyYeHMI0 HEBEPHOIO pe3ysibTaTa.

7.5. NgeHTudmkauma MeanumnHCKNX N3LENNIA C Lesiblo NoyYeHus 6e3onacHoi KomouHauum n (nnim)
NHgopmMaLmsa 06 N3BECTHbIX OFPaHUYEHNAX N0 COBMECTHOMY MPUMEHEHMIO MEOVULIMHCKUX U3LeNWii

CoBwmecTHO ¢ pacTBopom Cellprep ansa nccnefoBaHuii opraHoB MOYEBbIAENNTEbHOW CUCTEMbI Y JIMKBOpa
(Urine, CSF Solution) gonyckaetcsi MCNOMb30BaHWE MEAUUMHCKAX U (MNN) HEMEOULMHCKUX U3LeNuiA,

yKasaHHbIX B pasgene 7.1 c uesbio nosyyeHns 6e30nacHoin KoMOuHaL .

HE [OMNYCKAETCHA wucnonb3oBaHue pacteopa Cellprep ¢ gpyrummn  usgenvamu, OTAIMYHbIMK - OT
nepeyncrieHHbIX B pasgene 7.1.
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8. TexHuueckue XapakTepucTmkm pacteopa Cellprep gna nccnepgoBaHuii opraHoB
MoOuYeBbIAENNTENBbHON cucTeMbl U nukeBopa (Urine, CSF Solution)
HanmeHoBaHMe xapakTepuctuku/nokasarens CTaHgapTHOe 3HaudeHue

BHelHW BUA, Ha Brane He A0O/MKHO GbiTb OTBEPCTWIA, TPELUVH,
fechopMauii, uapanvH, 1 npoyero 6paka, KoTopblii
B/IMSIET HA KAYECTBO MCMO/b30BAHUS U3LENUS.

BHewHWn B pacTBopa - 6ecuBeTHasi, npo3payHasi
XWUAKOCTb 6€3 NOCTOPOHHMX MPUMECEIA.

MocTOpOHHUE NpUMecH

MpyoGsI Het

Bakrepuun Het

Mapa3nThbl Het

Mpouee lepn. Ha 10 mn
CTaHZapTHbI 06bEM 1o mn + 10%
KpyTsaLwmii MOMEHT CpefHen KpbILK Brasbl 19 krc cm + 5 Krc cm
KpyTAwmiA MOMEHT BEPXHEN KPbILLKA BUaSIbI 14 krc cM £ 5 Krc cm
pH pactBopa pH=5,1 + 0,25

rabapuTHbIe pa3mepb! BUasbI:

O6uasn BbicOTa BUasbI; 89.0 mm £1,0 Mm

OnameTp cpegHei KpbIWKM BUasbl: 42,7 mm£1,0 mm

[dnameTtp cpegHein yactn BUabl: 36.1 mmM£1,0 Mm

[OnameTp HWKHeli yacTn Buasbl: 38.1 mmx1,0 mm

Macca Buasibl C pacTBOPOM 35,0r+£10%

MapkmpoBka He  ponxHo OblTb  3arpsA3HeHu, n/10X0

HaneyaTaHHOro TekcTa. Homep napTuu, pfata
NCTEUEHUs] Cpoka TOAHOCTM, Has3BaHWe npoaykTa
[LO/HKHbI COOTBETCTBOBATb 3a/aHHbIM NapaMeTpam.

Ha aTukeTke Buasbl [AO/HKHbI MPUCYTCTBOBATb
cneayloLme CUMBOSbI 1 3HAKU:

Ha TpaHCnopTHO ynakoBKe KapTOHHOM KOPOGKM
[JOMKHbI MPUCYTCTBOBATL CRefyllmne CUMBOSbI U

K | 1 CE w
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9, PekoMeHpauLMN Mo oKpalwmMBaHUIO NpenapaToB

P

21

War Ne " " m' HaumeHoBaHWE XMMUYECKOTO

peareHTa Ansa oKkpawmnBaHUA

dukcaums
1

© 0o N o b w N

K B B

7™
14
15
16
17
18
19

HyXHbIi peareHT
Foone

50% 3taHon

70% ataHon

80% ataHon
Hy>XHbIn peareHT

0,5% HC1l-ataHon

95% ataHoN
80% aTaHoN
70% aTaHon

Boga

Boga
0,5% HCI
Boga
95% aTaHon
95% aTaHoN
OG-6
95% aTtaHon
95% staHon
éa-50
95% ataHon
95% staHon
100% ataHon
100% ataHon
Kennon

Kennon

Oxunpgaemas
npovssoguTenem
KOHLeHTpauus
1 50%
1 70%
1 80%
Oxupaemas
npoussoguTenem
KOHL,eHTpauys
1 0,5%
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OnutensHocTs MaT alioasd W LW AL LU

'MHekonornyecknii
30 MUHYT
10 makaHwii
10 makaHwii
2 MUHYTbI
, -4 MUHYTBI
1 muHyTa 30 cekyHp,
3-5 makaHwii
5 MUHYT
10 makaHwit
10 makaHwit
3 MUHYTBI
10 makaHwii
10 makaHwit
3 MUHYTHI
10 makaHwit
10 makaHwit
10 makaHwit
10 makaHwi
10 makaHwi

1 myHyTa (10 MakaHwii)

95% ataHon (M)

526
737
840
70% aTtaHon (mn)

995

rMH'eKonornyeckn
30 MUHYT
10 makaHwii
10 makaHwii
2 MUHyTbI
.2MUHYTHI
1 muHyTa 30 cekyHA,
3-5 makaHuii
5 MUHYT
10 makaHwii
10 makaHuii
1 muHyTa 30 cekyHA,
10 makaHwii
10 makaHwi
1 MuHyTa SB cekyHA,
10 makaHuii
10 makaHwii
10 makaHwii
10 makaHwii
10 makaHuii

1 muHyTa (10 MakaHwuit)

OuctunnuposaHHasa sBoga (Mn)

474

263

160
HCI (mn)



10. YncnoBble cTaHgapTHble 3Ha4YeHUA ANA BcacbiBaHUA (pexumbl A, B, CJ1 ans
npoLeccopoB A1 XNAKOCTHOW LUTOIOTNN

[daBneHne n Bpemsa

McacbiBaHMNe Bobigys
Oopa Ky Pexxum
[JasneHne Bpewms [JasneHve Bpems

(ceK) (ceK)
URINE, CSF A 20,0 40,0 uo 0,05 05
(opraHbl
MOYEBbIJENNTENbHOM B 27,0 40,0 10 0,05 0,05 05
CUCTEMbI 1 IMKBOP) C 15,0 35,0 1,0 0,05 0,05 0,5

11. NMpepocTepexeHUa 1 npegynpexaeHns

<MpepocTepexeHna> 1. He npegHa3Ha4vyeHO A1 BHYTPEHHETO NPUMEHEHNUS.
2. He nnTb 1 He BApIXaTb napsbl.
3. He ponyckaTb NpsiIMOro KOHTakTa pacTBopa C rnasamu Win KOXei.

4. Tpy nomagaHuM pacTBopa B rflasa He3ameanMTeNbHO U TWATeNbHo
NPOMbITb F1a3a YMCTOl BOAON, 06paTUTLCA 3a MEAMLUHCKON MOMOLLBHO.

5. becugeTHad neTyyas XuWAKOCTb. [lpyv A/MTeNbHOM BO3LENCTBUM
OKa3blBaeT BNNSAHME HA NEYeHb N LEeHTPa/IbHYH0 HEPBHYIO CUCTEMY.

6. Vcnonb3oBaTb XMMWYECKM-YCTOMYMBbLIE MEpYATKM, 3alUTHbIE OYKM K
nabopaTtopHbIi xanat/dapTyk A5 Baweih 6e30nacHOCTH.

7. Mocne vcnonb3oBaHus ¢ pacTeopamu Cellprep Heob6xoaymo o6patlaTbes
KaK 610/10rMYecKn OnacHLIM MaTepuasiom.

8. 3anpellaeTcs ncnosb3oBaTb pacTeop Cellprep nocne ncTeuyeHus cpoka
rOZIHOCTW.

t He cnegyeT ncnonb3oBaTb pacTBopbl Cellprep B noBpeXaeHHbIX Wn
TPEeCHYTbIX Buanax, npu M3MeHeHUn LBeTa pacTBopa W,C BUAUMbIMU
NMOCTOPOHHUMW MPUMECSIMU.

12, YcnoBus TPAHCNOPTUPOBKU U XpPaHEHUS

JonyckaeTtca TpaHCNopTUPOBKA BCEMU BUAAMUW TpaHcnopTa.
Temnepatypa TpaHCNoOpTUPOBKK U1 XpaHeHus; oT +10°C go +30°C
XpaHWTb B 3aKPbITON YNakoBKe B 3alUULLEHHOM OT CO/THEYHOIO CBETA MECTe.

XpaHUTb U UCNO/1b30BaTb TO/IbKO B XOPOLLO NPOBETPMBAEMOM MOMELLEHUMN.
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13. YnakoBKa

PacTBopb! Cellprep noctaBnsitoT B Buanax 3 nonunponusaeHa. Buanbl no 25 Wwr. nomewiarnT mexay ABYX
M1aCTMKOBBIX A4YE€EYHbIX JTOTKOB A1 BUasl U 06TArMBatOT NOMNITU/IEHOBOI NIEHKON. BocemMb ynakoBOK Mo
25 WTyK BUasl, 06TAHYTbIX MieHkol (Bcero 200 wr. Buast). BMecTe ¢ PyKOBOACTBOM MO MPUMEHEHUIO
noMeLLalnT B KapTOHHY KOPOOKY. 3aTeM KapTOHHYK KOPOOKY C HECKOSIbKAMU YNAOTHUTE/IbHbIMA
HeroprouMMy  Bk1aAblllamMmy  AOMOJSIHUTE/NIbHO YNakOBbIBAKT B KAPTOHHYIO YNakoBKY [/19 ONacHbIX
MaTepuasioB U yCTaHaBNNBAIOT Ha NasieTy.

JlonyckaeTcs npedocTaBfieHWe PykoBoAcTBa MO MPUMMEHEHWIO B 3/1EKTPOHHOM BuWe MNOCPeACTBOM
OTMPaBKM 3M1EKTPOHHOI MOYTOI No 3anpocy noTpe6uTens.

OcHOBHble cBefeHMs 06 ynakoBke pactBopa Cellprep ans nccnegoBaHuii opraHoB
Mo4eBbIAeNNTENbHOM cnucTeMbl n nmkeopa (Urine, CSF Solution)

YnakoBka Matepunan [abapunTHble pasmepbl/
KONIMYecTBO
Buana pacteopa Cellprep gns Monunponunex O6uasn BbicoTa Buasibl; 89,0 Mm

nccnefoBaHnii opraHoB 1 Mm
MOYEBbIAEMUTENBLHON CUCTEMDI

n nukeopa (Urine, CSF Solution) Macca B1asibl C pacTBOPOM;

o 0
Bunana siBnsieTca nepBuUYHON 35,0 r £10%
yMNakoBKOW [/19 pacTBOpPOB

Cellprep.

MnacTuKoBble siUeeyUHble NOTKN
ans suas, 06TAHyTble
NOSIMSTUNEHOBO MIEHKON.

BTopuyHasa noTpebuTtensckas
yrnakoBKa.

TpaHcnopTHasa ynakoska
pacteopa Cellprep ans
nccnenoBaHuii opraHoB
MOYEBbIAENNTENBHON CUCTEMbI
n nukeopa (Urine, CSF
Solution).

TpaHcnopTHasa ynakoska
COCTOUT 13 BHYTPEHHEN
KapTOHHOM KOPOOKM 1 BHELLHEN
KOPOG6KM 13 h1BPOBOro KapToHa
[Ns1 ONacHbIX MaTepuanos.

YnakoBka /19 onacHbIX
MartepuasioB (BHELLHASA
ynakoBka). TpaHcnopTHas
ynakoBka.

Maneta
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lMnacTrkoBble NOTKN
(nonunponuneH)

MonnatnneHoBas naeHka

KapTOHHas Kopobka BHYTPEHHSS

BHewwHAA kopobka 13
(onmbpOBOro kapToHa A5
onacHbIX MaTepuasios.

HeckonbKo BKnapillei 13
No/IMMEPHOr0 Heroproyero
matepuana um neHonsacTa

Mnactukosas wm gepeBAaHHadA
naseta

Pa3mepsl; 25,5x25,5x8,5 cm +
10%

Macca ynakoBku ¢ Brasiamm
(6pyTTO) -1,06 KT £10%

KonnuyecTtBo; 25 WT. BUan

Paswmepbl; 525 x 270 x 370
MM+10%
Macca Kopobku C Bvanamu

(6pyTTO): 9,40 KI+10%

KonnuecTtso: 8 ynakoBoK,
06TAHYTLIX NAeHKoW. Becero 200
LUTYK BUa.

Pa3smep kopo6ku: 530 x 320 x
450 mmM£10% wmm 590 x 395 x
470 mm+10%

Macca kopobkun C Branammu
(6pyTTO): 12,10 Kr £10%

KonnuectBo: 1  BHYTpPeHHsA
KapToHHas Kopobka ¢ 200 wi.
BUaT.

Pa3wmep: 110 x 110 x 132 cm
+10%



14. NpeHTnpukaumna cnmBo10B
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LOT

Bbi3biBaeT cepbesHoe
pasfgpaxeHuve rnas

KaHueporeHHble
BellecTsa

JlerkoBocniiameHsaowWwasncA
XNOKOCTb 1 napbl

EBponeiickoe CoobLecTBo

i Norotun CE: JaHHoe
'u3penne cooTBeTCcTByeT
[OvpexktnBam EBponelickoro
CoobuiectBa

TemnepartypHblii
AvanasoH

(temn, ot +10 °C go
+30 X)

Brnonornyeckas
OnacHoCTb

; MegnumMHckoe usgenve ans
ONarHoCTMKK in vitro

Kog napTtun
nponssoanTens
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tan

T

EC REP

[1a

Vcnonb3oBatb A0..

He ponyckatb
BO3/eiiCTBNS BNaru

Kptokamu He 6paTb

Xpynkoe, obpalaTbes
OCTOPOXHO

Bepx

MN3rotoBuTenb

YNO/THOMOYEHHBI
npeacTaBuTesb B
EBponeiickom
coobuecTtse

O6patutech K
PYKOBOACTBY MO
NPUMEHEHNIO

<O:



15, OTBeTCTBEHHOCTb NPoOuU3BOAUTENA

Komnanus BuoguH Ko., /ita., Kopes siBnsieTcst opuupasibHbIM NPOV3BOANTENEM U HECET OTBETCTBEHHOCTb
3a KauyecTBO, 3(P(PEKTMBHOCTb 1 GE30MacHOCTb 3apPEervcTPMPOBAHHOTO MEAMLMHCKOTO W3Aenus npu
MCMOMb30BaHNKM, 3a HOPMaslbHOE (PYHKLMOHMPOBAHWE U BO3MOXHbIE HeraTuBHble MOC/EACTBUSI Mpu
CMONb30BaHNK, 32 WUCK/IOYEHUEM CrlyYaeB HEBPEXHOCTU, WM HEMPaBU/IbLHOMO MCMO/Ib30BaHUS MO BUHE
no/sib30BaTesnsi, Uin popc-MaxopHbIX 06CTOATENbCTB.

) B cnydae Kakux-imbo HexenatesibHbIX peakuuii unam cobbiTUii BO Bpems
. NCMNoSIb30BaHUA NPOAYKTA, NMoxasnylicta, HEMeAJ/IEHHO CBSXXUTECh CO CNyX60ii
noaAepXKn Wi BawUM MeCTHbIM AUCTPUEBLIOTOPOM.

16, PeMOHT n TexHU4Yeckoe obCcnyxmBaHme

MeauuyHCKoe U3aenne He TPeGyeT TEXHUYECKOTO 06C/TY)XMBAHUS WU PEMOHTA.

[Nns nonyyeHuss AOMNOSHUTENbHBIX YCIYT WM NOAAEPXKU oBpatutech B CnyxGbl NOAOEPXKA WM K
npeACTaBUTESO B BalLEM PervoHe.

Cnyxba nogaepxkm
Ten. +82-1522-4811
an. novta: info@biodyne.asia

YNo/IHOMOYEHHbI NpeacTaBuTesb B Poccuiickoli denepaumm:

000 «buo/laiH»

Opugnuecknin  agpec: 197022, Poccusa, r.CaHkT-MeTepbypr, BH.Tep.r. MyHULMNANbHbLIA  OKpYT
AnTekapckuii ocTpos, yn. MNpodeccopa Monosa, A4.23, nutepa E nomeweHne 3H/5H, komHata 208.
MouToBbI agpec: 197022, Poccus, r.CaHkT-MeTepbypr, yn. MNpodeccopa Monosa, A4.23, nuT. E

an. noyta: main@bioline.ru

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

ropsvasa nnHua: 8-800-555-49-40.

17. OuucTka v ge3nHdekyuns

He npvmeHnmo.

PactBop Cellprep gnsa uccnegoBaHuii OpraHoB MOYeEBbIAeMTENbHON cucTembl U vkBopa (Urine, CSF
Solution) He TpebyeT OUUCTKM U Ae3nH(EeKUUN.

18. NapaHTMAa U cpok rogHocTn

BbuognH Ko.. Jlta., Kopes, rapaHTupyeTt, 4TO u3gesive MpOLIOo KOMMJIEKCHYIO Mpouedypy KOHTPOSA
KayecTBa, OCHOBAHHYIO Ha HalUMX BHYTPEHHWX CTaHgapTax ANs UCMbITaHWA, W YTO u3fenve He umeeT
Jed)eKToB M COOTBETCTByeT BCEM TEXHMYECKUM XapakTepuctukam W / WM COrnacoBaHHbIM

XapaKTepucTmkam.

Mpoun3BoanTenb rapaHTUPYeT BbICOKOE KayecTBO M3A4eNMsi Ha MPOTSHKEHWM BCEro Cpoka rogHOCTU Mpu
COGMIAEHNN PEKOMEHA0BAHHbIX YC/IOBUIA XpaHEHWS.

Cpok rogHocTu pacTteopa Cellprep Ans uccnegoBaHuii opraHoB MOYEBbIAENNTEbHON CUCTEMBI M NINKBOPA
(Urine, CSF Solution) - 2 roga (npv cobntogeHn peKoMeHA0BaHHbIX YC/T0BUIA XpaHeHNs).
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Jlata OKOHYaHWA CPOKa roAHOCTM yKasaHa Ha STUKETKE.
3anpeLyaeTca 1Ucnonb3oBaTb pacTBopbl Cellprep nocne ncTeYeHnst cpoka rogHOCTY.

3adiMKcMpoBaHHbIi B BUasle Matepvasl MouM MpU COXpaHEHUM TemnepaTypHoro pexuma oT +10 °C go
+30°C MOXeT UCnonb30BaTbCs A1 NPOBEAEHMS UCCNef0BaHMn METOAO0M XWUAKOCTHOW uMTonorMm ao 3
MecsLEB.

3adMKcMpoBaHHbIli B Buasie Matepuas /IMkBopa PEKOMEHAYETCS XpPaHUTb NpU TEMNEPaTYpPHOM pexuve ot
+10°C po +30°C He 6onee 5 vacos.

19. YTnnmnsauyuda

Mocne ucnonb3oBaHuA ¢ pacTtBopamu Cellprep, noctaBnsieMmbiMu komnaHueii bunoguH Ko., NTA.
Kopesi, Heo6xoanmo obpalaTbCs Kak 6M010rMyeckn onacHbIMM OTX04aMMU.

OTxodbl HE06X0AMMO YTWUAN3MPOBATb B YTBEPXKAEHHOW Meuys B COOTBETCTBMM C dhedepasibHbIMU,
MYHULMN&TBHBIMU U MECTHLIMW MPaBUTENLCTBEHHBIMU MOCTAaHOBIEHUAMM.

Ona  Poccuiickoii  defepauyn  pekoMeHAyeTcss YTUAM3MpoBaTb B COOTBETCTBMM C Npaswiamun
ycTaHoBNeHHbIMN CaHluH 2.1.3684-21 "CaHnTapHO-3nnaemMmosiornyeckne TpeboBaHns K CoaepXaHuto
TeppuUTOpUiA TOPOACKNX W CENbCKUX MOCESIEHWI, K BOAHbIM 0ObekTam, MUTLEBON BOAE W MUTLEBOMY
BOLOCHaOXEHNIO HacesieHns, atMocthepHOMYy BO34yXy, MO4YBaM, XW/bIM MOMELLEHNAM, 3KCnyaTaumu
MPOM3BOACTBEHHbIX,  OOLLECTBEHHbIX MOMELLEHWA, OopraHusauum W MPOBEAEHVI0  CaHWTapHO-
NPOTMBO3NUAEMNYECKMX (NPOOUNIAKTUYECKNX) MEPONPUATUIA" A1 MeAULUHCKUX OTXOA0B, OTHOCALLUMXCA K
knaccy b (anngemnonornyeckn onacHble 0TxXofbl).

20. NH(popmauma o nepBoHavyas/ibHOM BbINyCKe W NepecMoTpe pykKoBoAcCTBa Mo
NPUMeHeHNo

BeepneHo Bnepsble. Bepcua 01 ot 09-2023 T.
21. lMepeyeHb NpUMEHAEeMbIX CTaH4apPTOB

a) Cuctema ynpaB/ieHMs1 KayecTBOM Komnawuu buogmH Ko., Jita., Pecny6bnuka Kopes
cepTucthmumpoBaHa Ha COOTBETCTBUE TpeboBaHnaM cTtaHgapTa EN ISO 13485:2016 cepTudhmkauoHHbIM
opraHom THO® Peiinnang, /ITA Mpogaktc FTM6X B 06nacTu aelicteus: «lpogaxa u 06CnyxvMBaHue cuctem
0N XXWOKOCTHOW umTonoruun. MNpoektnposBaHve v pa3paboTka, Npov3BOACTBO M MpoJaxa pPacTBOpoB A1
KOHCepBauWWn KNeToK U MeMBpaHHbIX (PUIbTPOB».

b) Mpounszsogutens (buogmnH Ko., Jita., Kopes) cobnogaet NpyvHUMbI XOpoLUel Npon3BoACTBEHHO
npaktkn (GMP) B OTHOLIEHUN MeaMuMHCKMX unsgenuin. Ceptudmkatr GMP BbigaH komnaHueli Korea
Conformity Laboratories.

PactBopb! Cellprep COOTBETCTBYIOT CrieAyoWuUM CTaHaapTaMm:
Onpektmnea 98/79/EC Ha MeauUMHCKME n3aenus ans in vitro gmarHoCTUKW.
EN 980:2008 padinyeckne cMMBOSIbI, UCMOSIb3YEMbIE NPU MAapPKMPOBKE MEAMLIMHCKUX YCTPOICTB.

EN I1SO 14971:2012 N3pgenua meguunHckne. NMpuMeHeHne MeHe)KMeHTa pucka K MeguuUHCKAM
n3genvsam.
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Cellprep



BvoauvH Ko., NiTa.
24-4, AuxacaH-po 5 knnb, CoHgoH-Ky, Ceyn, 04793, Pecnybnuka Kopes

Ten. +82-1522-4811 dakc +82-2-468-0910
2n. noyta: overseas@biodyne.asia
www.biodyne.asia

B uensix 6e30nacHOro 1cnosnb30oBaHust U3Aennst BHUMAaTE/IbHO NpounTaiite pykoBOACTBO MO NMPYMEHEHMIO.
doTorpadMm B HaCTOSILLLEM PYKOBOACTBE MOTYT OT/IMUATLCA OT (PAKTUUYECKM CYLLECTBYIOLIMX AeTaei
n3aenus.
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MpunoxeHwre Nel.

CepTundomkat aHasinsa pacteopa Cellprep anst uccnegoBaHuii opraHoB MoYeBbIAeNNUTENbHON cnucTemMbl 1 Ankeopa (Urine, CSF Solution) (o6paseL).
PactBop Cellprep ana vuccnegoBaHuii opraHoB MoOYeBblAenuTeNnbHOW cuctembl U nukBopa (Urine, CSF Solution) Kk npoueccopy ANnA MNOATOTOBKM LUTONOTNYECKMX

npenapatoB MeTOAOM XUAKOCTHOW LUTONOrnm
Mpowussoagutens: bunoguH Ko., NiTa.

24-4, AuxacaH-po 5 kunb, CoHAOH-KY, Ceyn, 04793, Pecny6nunka Kopes

Ten. +82-1522-4811
3. noyra: overseas@biodyne.asia

NOT Ne  XXXX
CepTundomkat aHamm3a HgX XXX or XX XXX
Ne MokasaTtenb O6opypoBaHue
1 BHewwHAA NoBepXHOCTb Tabnuua
naeHTnmKauun
nasza
2 LiBeT nasa
3 [MocTopoHHME Npumecn nasa
4 O6BbeM MepHBbIi UMAMHAP
5 pH pacTtBOpa pH-meTp

Xopouwo npoeeTpnBaeMoM NnomMeLweHnn.

CrtaHpapT
1. BHyTpu Buasibl He AOKHO 6bITb
NOCTOPOHHUX NPUMECEA.
2. Bwana, cpefHAAa Kpblwka U
BEpPXHAsA KpblLLKa [O/KHBI
COOTBETCTBOBAaTb APYr ApPYry.
3. Homep naptum [O/MKEH ObITb
yKa3aH KOPPEKTHO.
4. PacTBOp He A0/KeH BblTekaTtb.
5. He AOMKHO ObITb TPELMH.
6. PacTBOp M 3TUKeTKa [OJ/DKHbI
COOTBETCTBOBAaTb APYr ApPYrY.
7. Ha BHewHel cTOpoHe Buasbl
He [O/DKHO ObiTb MNOCTOPOHHUX
BELLECTB.
8. Yb6eauTechb, UTO A3blK 3TUKETKA
M TUN yKa3aHbl KOPPEKTHO.
1. Copgepxumoe [O/IKHO ObITb
npo3payHbIM.
1. He fOMKHO 6bITb MOCTOPOHHUX

BeLlecTB.
1. O6bem pacTBOpa [AOJIXKEH
onpefenAatbca  o6beMoOM  Ans
kaxgoro tmna. (O 10mn)

5,1+0,25

CpoK rogHocT - 2 roga (npu cob604eHUN PpeKOMEHAO0BaHHbIX YC/TIOBUA XpaHeHus).

XXXX- ABng0TCA nepemMeHHbIMU AaHHbIMW.
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FopeH po:

CooTBeTCcTBME
CooTBeTCTBYET

CooTBeTCcTBYET

CooTtBeTCcTBYET
CooTBeTCTBYET
CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTCTBYET

CooTtBeTCTBYET

CooTBeTCTBYET

CooTtBeTCTBYET

CooTBeTCcTBYeT

XXXXX
MHTepBan Cneundukaymnsa
Hab6nwogeHne ¢
pacctosaHusa 30 Mm
Cpa3sy xe

nocrsie nponssoacTea

Bu3yasibHbIli OCMOTP

BusyasibHasa oueHka

M3mepeHune

M3mepeHne
1 UCNO/b30BaThb TOJ/IbKO B



MpunoxeHne Mar

MACMOPT BE3OINMACHOCTU

.B iodyn e BELLECTBO Pes, 6.3

PacTBopbl Cellprep k npoueccopy Anst NOATOTOBKU LIATOMOMMYECKNX
npenapaToB MeTOLOM XWAKOCTHOW LTONOrn

1 MAEHTUN®UNKALNA XUMNYECKOIO BEWECTBA 1 CBEAEHNA O NPON3BOANTENE

A. HAMMEHOBAHWE BEWECTBA: PacTtBopbl Cellprep Kk npoueccopy A8 NOAFOTOBKW LMTOSIOTMYECKUX MpernapaTtoB MeTOoAOM
XUOKOCTHOW unTonornu (PactBop 415 UCCrie40OBaHUi OpraHoB MOYEBbIAENNTENBHON cucTemMbl 1 ninkBopa (Urine CSF Solution))

B. MPMMEHEHWE: MegunumHckas XUAKOCTb AN KOHCepBauuu KIETOUYHbIX Ky/IbTYp Ha OCHOBe 3TaHoNa

B. CBEAEHWA O MPOVU3BOAUTENE:
BNOAVH KO., NTA,.
24-4, AuxacaH-po 5 knnb, COHAOH-KY
Ceyn, 04793, Pecny6sinka Kopes
TenedoH: +82-1522-4811 / dakc: +82-70-4903-0901

2. MOEHTNOUKALNA OMACHOCTU

A. KNACCUDGUKALNA COTNACHO HALUMOHANBHOM ACCOLUNALN MPOTUBOMOXAPHOW 3ALLNTLI (HAM3)

ONACHOCTb A4 340POBbA  0-1

OMHEOMNACHOCTb =0

PEAKUMOHHOCTb= o0

OCOBblE ®AKTOPbI PNCKA = He npumeHAaeTca

PeliTnHr: 0 = He3HaunTenbHasa, 1 = nerkas, 2 = cpefHss, 3 = BbICOKasl, 4 = 0O4YeHb BbICOKas

MEPbI NPEACTOPOXHOCTHN

MEPbI MPEOOCTOPOXHOCTW MNMPU NMPEAOTBPALLEHWNN
Mepen ncnosb3oBaHMEM NOMYUNTb cheunasbHble NHCTPYKUMK (P201).
He npuctynaTtb Kk paboTe A0 Tex Nop, Noka He NpoynTaHa 1 He NOHATaA MHOpMaLMa 0 Mepax NpefoCcTopoXHocTn (P202).
Cnepntb, 4YTOb6bI EMKOCTbL Obl/la N/I0THO 3akpbiTa (P233).
3a3eMNInTb/3NeKTPUYeckn CoeINHNTb KOHTENHep 1 NpueMHoe ob6opyaoBaHue (P240).
MpuHUMaTb Mepbl NPeAOCTOPOXHOCTN NPOTUB CTaTnudeckoro paspsaga (P243).
He BAbIxaTb Nblnib/ucnapenus/ras/abiMky/napbl/Belépockl (P260).
Mocne ncnonb3oBaHWA TWaTeNIbHO NPOMbIBaTb rnasa (P264).
Mpn ncnonb3oBaHUN BelwecTBa He yNOoTpebNATb NuLLy, He NUTb U He Kyputb (P270).
HocnTb 3aWmTHbIe NepyaTkm/3alnTHYO ogexay/cpeacTea 3awmnTtbl rnas/nvya (P280).
VMcnonb3oBaTtb INYHbIE CpeCcTBa 3alinTbl cornacHo TpebosaHuam (P281).

MEPbI MPEAOCTOPOXHOCTW NMPN PEATNPOBAHWN

NP NONALAHUNN HA KOXY (unn Bonocsl): MpoMbITb KOXY BOAOW /NPUHATL AyL.

B cnyuyae noxapa: Bocnonb3oBaTbCs pekoMeHgaumsMu MU3rotToBuTens/noctaBlMka SiM60 KOMMETEHTHOro cheuvanucTa no
MCMO/Ib30BaHNIO NOAXOAAWNX CPEACTB MOXaPOTYLLUEHUSA.

NP NOMNALAHUWN B IMA3A: OCTOPOXHO MPOMbITb BOAOW B TeHEHME HECKOSIbKMX MUHYT. CHATb KOHTaKTHbIE J/IMH3bl, €C/IN OHU eCcTb
M CHATWE JIVH3 He 3aTpyAHeHOo. MNpoaoIKNTbL NPOMbIBaTb.

Mpu coxpaHeHun pasgpaxeHns rnas: O6paTUTbLCA K Bpayy 3a KOHCY/bTauneii/ocMOTpOM.

Mpw BO3AECTBMN NN 06eCNOKOEHHOCTU: O6paTUTBLCA K Bpady 3a KOHCY/1bTauuelii/ocCMOTPOM.

Mpwn BO3aeicTBMM: O6BPaATMTLCA K Bpayy.

O6paTnTbCA K Bpady 3a KOHCY/bTauMen/ocMOTPOM B C/lyvae MsioXoro caMoyyBCTBUS.

MEPbI MPEAOCTOPOXHOCTW MNP XPAHEHNWU

XpaHuTb BELLeCTBO B NPOX/1aAHOM/XOPOLIO MPOBETPUBAEMOM MOMELLEHUN.
XpaHUTb BELLEeCTBO B 3aKPbITOi €MKOCTU.

MEPblI NMPEOOCTOPOXHOCTUW NPUN YTUTN3ALINN

YTtunusnposaTtb CO,CI,ep)KaHI/Ie/eMKOCTb B CoOoTBeTCTBUN C MECTHbIMVI/peI'VIOHaJ'IbeIMVI/ rocygapCtBeHHbIMU / MeXxgyHapogHbIMU
HOpMamu.

3. COCTAB / NUH®OPMAUNA O KOMMNOHEHTAX
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NMACIIOPT BE3OINACHOCTM
N BELLECTBO Peg. 6.3
- IO d y n e PacTBopbl Cellprep k npoueccopy 4151 NOATOTOBKY LIATOMOMMYECKUX
npenapaToB MeTOA0M XWUAKOCTHO LMTOMOMMI

XUMNYECKOE HA3BAHUE Homep CAS Homep ENCS* % (m.4.)
JTtaHon 64-17-5 2-202 42%
[evoHnsnposaHHasa Boaa 7732-18-5 51%
rnvuepuH 56-81-5 6%
docopHasa kucnota 7664-38-2 0,45%
AueTtaTt aMmMoHuA 631-61-8 0,45%

HaTtpua uutpat gurngpart 6132-04-3 0,10%

Homep ENCS; MNepeyeHb CyLeCcTBYHOLWNX U HOBbIX XUMUYECKUX BELLEeCTB ANoHuUK
MEPbI nepeoii nomouwu

A. NPV NONAAAHUNN B IMA3A

OCTOpPOXHO MpoMbIBaiiTe BOAOM B Te€YEHME HECKOSIbKUX MUHYT. CHUMWUTE KOHTaKTHbIE JIMH3bl, EC/IN OHU €CTb W CHATUE JINH3 He
3aTpyaHeHo. MNpogomkanTe NpombiBaTb. ECin pasgpaxeHue rfa3 He NpoxoanT, 06patutech K Bpady 3a KOHCY/1bTaunein/ocMoTpoMm.
B. MPV NONALAHUN HA KOXY

MpomoiiTe KOXy BOAON /MpuMuUTe Ay UM BbIMOWTE BOAOW C MbI/IOM. ECnn pasgpaxeHue KOXU WK Cbib HE NPOXOAAT, obpaTuTechb
K Bpauyy 3a KOHcy/nbTauunein/ocMoTpoM. MNepes NOBTOPHbIM UCNO/Ib30BaHNEM MOCTUPaNTe 3arpsA3HEHHbIE NpeaMeTbl OAEXAbI.

B. MPU BAbIXAHUW

Penknin Bupg BospenctBusa. Ecnn gbixaHne 3aTpyAHeHO, BbIAAUTE Ha CBEXWU BO34yX U o6GecrneybTe MOJHbIA MOKOW B MOSIOXEHUN,
KOMpopTHOM A8 AbixaHusa. ObpaTuTech K Bpayy 3a KOHCy/bTauMein/ocMOTPOM B C/lyvae MsioXoro caMo4vyyBCTBUSA WM BO3HUKHOBEHWS
pecnupaTopHbIX CUHAPOMOB.

r. MNPV NPOIrNATbIBAHUN

Pepknin Bug BO3gecTBuA. He Bbi3biBaliTe pBOTY 6e3 pekomMeHAauun Bpada. BO3MOXHO BO3HMKHOBEHMWE pasfpaxeHus Xenyao4Ho-
KVLIEYHOro TpakTa, TOWHOThI U pBOTHI.

0. CUIbHBLIE CUMMNTOMbI OTPAB/IEHUA N BO3AENCTBUE

BabixaHne napoB BbICOKOW KOHUEHTpauuM MOXeT Bbi3BaTb Hebo/bluoe pasfgpaxeHue AbixaTtesbHbIX MyTed. YacTbii wim
MPOAO/KUTENbHBIAN KOHTAKT C BELWECTBOM MOXET Bbl3BaTb MOBPEXAEHME N CYXOCTb KOXW, UTO MOXET MPUBECTU K BO3HWKHOBEHMIO
anckoMmgopTa 1 BocnasieHus.

E. MTPUMEYAHWE ANA BPAYA

OnuTenbHoe unn 4acTo NOBTOPSHOLLEECS BO3LECTBME Ha KOXY MOXET BbI3BaTb Y OTAE/bHbIX JINL, OC/IOXHEHUS Y)XXe CYLLEeCTBYHOLLEro

BocnaneHus. Mo nHAMBMAYyanbHOM peakuuy nauneHTa 3ak/oveHve Bpava Heo6XxoAuMMO MCMNONb30BaTb A1 KOHTPOS CUMMNTOMOB Y
K/TMHNYECKOrO COCTOSIHMSA.

MEPbI NMPOTUNBOIMNOXAPHOM BE3OINACHOCTU

A. NOAXOA4AWME CPEACTBA NMOXAPOTYWEHNA
Vicnonb3yiiTe 06WENPUHSITbIE CPEACTBA MOXAPOTYLLIEHNS.

B. OCOBbIE ®AKTOPblI PNCKA, NCTOYHNKOM KOTOPbLIX ABNAETCA XMMNUYECKOE BEWECTBO
Xnmunuyeckoe BeLLECTBO He SIBASIETCA MCTOUYHMKOM OCO6O0I ONacHOCTU.

B. OCOBbIE CPEACTBA 3AWNTbI W MEPbI MPEAOCTOPOXHOCTU ANA NMOXAPHbBbIX
B cnyyae noxapa, HafileHbTe aBTOHOMHbI/ AblxaTesibHbl/i annapart C MOJIHOM MacKOW W 3alMTHbI KOCTIoM. [na npeaoTspaleHns
neperpeBa eMKOCTeli oxsiaxgalite ux BOOAHOW CTpyeil.

6. MEPbI NPEAOTBPALLEHVA W IMKBUAALMN ABAPUAHOM YTEUKU

A. MEPbI JIMYHON BE3OMNACHOCTW, CPEACTBA 3ALWUTbI 1 MOPAAOK AENCTBUIN B ABAPUVMHON OBCTAHOBKE
Wcnonb3yliTe cpeacTea HAMBMAYaIbHOW 3alnTbl, pekomeHayemble B Pasgene 8 (MpaBuia 1 Mepbl Mo obecrneyeHno 6e30nacHOCTH
nosnb3oBatens/Cpefcrtsa MHAMBUAYaSIbHOM 3aWmnThl). JINKBUAVPYATE NN MUHUMU3UPYIATE Kakne-nmbo yTeuku, ecniv aTo 6e3onacHo.
[JepxuTe B npegenax AOCTYNHOCTU aBapuitHoe 06opyaoBaHMe (MCNOo/1b3yemMoe Npu noXxapax, NPoanTUNAX, yTeukax n T.4.).

B. MEPbI M0 3ALLUTE OKPYXAIOLWEN CPEAbI
He ,U,OHyCKaI?lITe nonagaHnAa BelwecTBa B KaHa/iM3aunio N BoAHble NyTU.

B. METOAbI N MATEPWA/bI ANA NOKANTU3ALUNN N OHNCTKN
BbITpUTE MECTO NPONUTUA MONOTEHLEM WM GYyMaXHbIM MOMNOTEHLEM.

7. MCNO/b3OBAHNE N XPAHEHWE
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< MACIMOPT BE3BOMNMACHOCTMW
BELLECTBO Peg,. 6.3

| '/\Iodyne PacTeopbl Cellprep K npoueccopy A5t NOArOTOBKU LIMTOMOMMUYECKMX
npenapaToB MeTO/IOM XWAKOCTHOW LIMTOMOTN

A. MEPbI MPEAOCTOPOXHOCTU ANA BE3OMACHOIO MCNOJIb3OBAHUA

He pgonyckaiiTe nonagaHus B rnasa, Ha KOXy M ofexay. He npuHumainTe BHYTpb. MNpM MCNOMb30BaHUM oGecneybTe Haanexallyro
BEHTUNAUMIO. MNOCcTapaiTecb He BAbIXaTb Napbl/rasbl/Nblb. Hencnonb3yemblie eMKOCTU XpaHUTe B 3aKpbITOM BUJE.

B. YCNOBUA BE3ONMNACHOIoO XPAHEHWA. BK/TIOYAA HECMELWMBAEMOCTb

XpaHuTe BewecTBO B AO/HKHbIM 06Pa3oM MOMeEYEHHbIX eMKOCTSAX. EMKOCTM O/MKHBbI XpaHUTBCS B MJIOTHO 3aKpbITOM BuAe. XpaHute

BELLECTBO BOAM OT WUCTOYHMKOB Tenna. EMKOCTM Heo6XoAMMO pasMmeliaTb B MNPOXIafHOM MeCTe C Xopolleli BeHTUAsILMEN.
Moaxopsime cpeacTsa NnoxapoTyLleHUss He06X0AMMO PasMeCcTUTb B HENMOCPEACTBEHHOW 6/1M30CTM K MECTY XPaHEHUSI.

8. MPABWNA 1 MEPbI MO OBECMEYEHMIO BE3OMACHOCTU MOJb30BATENA/CPEACTBA MHAVBUAYAIBHOW
SALLNTBI

A. MPELE/NbHBIE 3HAYEHUSA NMPO®ECCUOHAIBHOIO BO3AENCTBUSA
KOPEA

Kopes. OELs [npepenbl Bo3geiicTBua Ha pabovem mecte] (ISHL, nyHKT 42; ny6nuyHoe yBegomneHne MuHuctepcTtBa Tpyaa
Ne 1986-45, ¢ nonpaBkaMmy B Ny6/IM4HOM coobueHnn MmnHnctepctea Tpyga Ne 2007-25 ot 8 mnioHsa 2007 r.)
CAS RN: 64-17-5

HanmeHoBaHue: 3T1aHoN

8-yacoBasa CKB (cpefHeB3BelleHHasa KOHLUeHTpauusa Bellectsa): 1,000 m.A.
8-yacosasa CKB: 1,900 mr/m*

15-MunHYTHbIV MKB (Npegen KpaTKOBPEeMEeHHOro BO3A4eNcTBuA): - M.4.
15-MuHYTHbIR TKB: - mr/m»

ANOHNA
AnoHuA. OELs [npefenbl Bo3gelicTBUA Ha paboyem mecTte] - JSOH (AnoHckoe coobLecTBO 34paBOOXpaHeHns Ha paboyem
MecTe: PekomeHaaumm no npefesibHO AoNycTUMOMY Bo3AelicTBuio, 2007)

CAS RN: 64-17-5
HanmeHoBaHue: 3taHoN
He ycTtaHoBneHO.
OSHA

Tabnnua Z-1 OSHA o lMpepgenax 3arpsasHsalOWKMX BewecTB B atmocdepe (oT 30 moHa 1993 r.) (29 CFR 1910.1000) (1971
Jonyctumble ypoBHu Bo3aencTteus) (PELS))

CAS RN: 64-17-5
HanmeHoBaHue: 3TaHON

8-yacoBas CKB (cpegHeB3BelLeHHas KOHUeHTpauusa BewecTsa): 1,000 m.4.
8-yacoBas CKB: 1.900 mr/m~

NIOSH

NIOSH. KapMaHHOe pyKOBOACTBO O XMMWYECKN OMacHbIX haktopax, 2005 r.
CASRN: 64-17-5 n
HanmeHoBaHne: 3T1aHoN

PekomeHgyemoe NIOSH npepenbHoe Bo3genctBue (REL) [gna makcumanbHOro cpoka patouero gHsa B 10 yacoB B
TeyeHue 40-yacoBoi pabouein Hegenun]: 1,000 m.4.

PekomeHpgyemoe NIOSH npepenbHoe Bo3gerictBue (REL) [gna makcumanbHOro cpoka patouyero gHsa B 10 yacoB B
TeyeHune 40-yacoBoii paboueii Hegenu]: 1,900 mr/m”~

KoHueHTpauunsa HYX3 (HenocpeacTBeHHas yrpo3sa XusHu v 3gopoBbio) no NIOSH: 3,300 m.4.
B. TEXHWYECKWE CPEACTBA OBECMNEYEHNA BE30OMNACHOCTN

PekomeHayeTcs o6GecneunTb O6LYK BEHTUASAUMIO. pyv Heo6XOAMMOCTM UCMOMb3YiTe MECTHYI BbITSDKHYHO BEHTUNAUMIO ANis
KOHTpONs nonagatoleii B BO3ayX AbIMKM U ucnapeHuii. O6ecneubTe MEXAHUYECKYHD BEHTU/IALMIO 3aMKHYThIX NPOCTPaHCTB.

B. CPEACTBA VHAVBULYANBHOW 3ALMATHI

OBLNE PEKOMEHAL MM

PekomeHayeTcs BblGMpaTb U UCNOMbL30BaTh CPeACcTBa WHAMBUAYaNbHOM 3aluThl NPU UCMOMb30BaHMM BeLLeCcTBa, paboyero mecTa u
o6palyeHun ¢ BewecTBOM. Mbl peKkOMeHAyeM B Ka4ecTBe MUHUMa/IbHOrO CPeACcTBa 3aluThbl HOCUTL 3alUUTHbIEe NepyaTKu.

CPEACTBA 3AWNTbI OPFAHOB AblIXAHWA

MpY BO3HUKHOBEHWM 3HAYUTESIBHOM KOHLEHTpauUmM AbIMKA, UCNApPEHUIA UK pachblfieHHbIX YacTul, B BO3yXe PeKOMeHAYeTCsl HOCUTb
pecnvpatop. Moaxoaswmii hunbTpyoWwmii MaTepuan 3aBUCUT OT KOIMYECTBA U TUMA XMMUKATOB, C KOTOPbIMM HEOGXOAUMO paboTaThb.
Ecnuv TpebytoTca cpefcTBa 3alnThl OPraHoB AbIXaHusi, NpoBeAuTe NOJIHYH NPOrpaMMy Mo 3aliuTe OpPraHoB AbIXaHWs, BKOYast BbIGOP,
TeCT Ha NOAroHKY, 06yueHne, TEXHUYeCcKoe 06CNyXMBaHME U MPOBEPKY.

CPEACTBA 3AWNTbLI TNA3
Mpun obpalleHnn ¢ BeLWecTBOM MpU HEO6XOANMOCTU MOXHO UCMOJIb30BaTb XMMUYECKUE 3aLUTHBIE OYKU.
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7/Biodyne

BELWECTBO

MACMOPT BE3OMNACHOCTHN

Pepn. 6.3

PactBopbl Cellprep k npoueccopy Ans NoAroTOBKM LIUTONOMMUECKUX

npenapaToB MeTOA0M XWUAKOCTHOW LMTOMOMN

CPEACTBA 3AUWNTbI PYK

PekomeHayeTCca HOCUTL NoagxoAsAlme XMMn4Yecku cTolikne nep4yartkun.

PekomeHAyeTCsl perynsipHo Npou3BoAUTL 3aMeHy MepyaTok.

CPEACTBA 3AWNTbI KOXWU
BellecTBO He OKa3bIBaeT 3HAUNTENILHOIO BO34ENCTBUS Ha KOXY. PEKOMEHAYETCS HOCUTb MOAXOAALLYH0 XUMUYECKN CTOWMKYIO oaexay.

9.

®UNBNKO-XUMUYECKWVE CBOVCTBA

PUN3NYECKOE COCTOAHNE BELWECTBA,;
3AMNAX:

MOPOI BOCIMPUATUA 3ANAXA:

pH

TOYKA NNABNEHNA/SBAMEP3AHUNA:

HAYANBbHAA TOUKA KWAOEHWUA/MHTEPBAN KNMNEHUA:

TOUYKA BCI1bILKN:
CKOPOCTb MCNAPEHWNA:

BEPXHUI 1 HWXXHWA NPELEN B3PbIBOOMACHOCTMU:

OABNEHWE MAPA:
PACTBOPUMOCTb:

Mpo3pauHas, 6ecuBeTHas XNOKOCTb.
MSArkuin xapakTepHbI 3anax.
HeT gaaHHbIX.

HeT gaHHbIX.

HeT pgaHHbIX.

HeT paHHbIX.

MpumepHo 30°C*

HeT gaHHbIX.

He npumeHseTcs.

HeT gaHHbIX.

HeT paHHbIX.

PacTtBopsieTcs B BoAg.

A.

B.

B.

r

a.

E.

X.

3.

M. BOCMJIAMEHAEMOCTbL (FA3, TBEPAOE BELWECTBO):
K.

n.

M.

H. YAENBbHAA MJIOTHOCTbL MAPOB; HeT gaHHbIX.
O. CMEUNPUNYECKAA NNOTHOCTb: HeT AaHHbIX.
MN. KOQ®PNUNEHT PABAENEHUNA H-OKTAHOJNTA/BOAbI; HeT gaHHbIX.
P. TOYKA CAMOBOCNNIAMEHEHWA: HeT gaHHbIX.
C. TEMNEPATYPA PA3NOXEHNA: HeT faHHbIX.
T. BA3KOCTb: HeT paHHbIX.
'‘O6pasel He BCMbIXMBa/1 A0 KnneHus (npumepHo 30%C)

10. CTABM/IbHOCTb N PEAKUMOHHAA CIMTOCOBHOCTb

A. XUMNYECKAA CTABU/IbHOCTb

CTabu/ibHO B HOPMa/ibHbLIX YC/TOBUSIX.

5. BOBMOXHOCTb ABAPVUWHO-OMACHbIX B3AI/IMOLI,EI7ICTBI/IIZ
P1CK BO3HVKHOBEHUSI ONAcHO Nonumeprsaumy oTCyTCTBYET.

B. YCNOBUA, KOTOPbIX CNEAYET U3BETATb

Cneundmyeckre ycnoBus, KOTopbiX cneayeT usberaTb, oTCyTC/lyioT.

I HECOBMECTMMbIE MATEPUA/bI
HecoBmMecTUMble MaTepurasbl OTCYTCTBYIOT.

1 NHPOPMALINA O TOKCUYHOCTN

A. MHOOPMALINA O HAMBOJIEE BEPOATHbLIX CMTOCOBAX BO3AENCTBUA
NMONAJAHWVE B IMA3A: [la.

NMOMNAJAHVE HA KOXY: fa.

MPOIMNATbIBAHME: HerT.

BAbIXAHUE: HerT.

B. CUMNTOMbI, OTHOCALWNMNECA K PUNSNYECKUM, XUMNUECKNM N TOKCUKONOITMYECKUM XAPAKTEPNCTUKAM
HeT gaHHbIX.

OCTPAA TOKCUYHOCTb:

- NMepopasbHaa: HensBecTHO. HeT AaHHbIX.
- KoxXHasA: Hen3BecTHO. HeT faHHbIX.

- Mpn BAbIXaHUN: Hen3BecTHO. HeT AaHHbIX.

PA3APAXEHWE/MOBPEXOEHWNE KOXW:

MoXeT Bbi3BaTb HEO6O/IbLIOE pasfpakeHne KoXu. YacTtoe waM NpPoAo/HKUTE/IbHOE BO3AeiCTBME BelleCTBa MOXET BbI3BaTb
NOBpPEeXAEHNE N CYXOCTb KOXW, KOTOPbIE MOTYT NMPMBECTU K BO3HVKHOBEHWUIO AMCKOMAIOPTA M BOCNASIEHUS.

CEPbE3HOE NMOBPEXAEHWE/PA3APAXEHWE TNIA3:
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* MACIMOPT BE3OIMNMACHOCTMU
BELLECTBO Pen,. 6.3

Ly
B IOdyne Pacteopb! Cellprep k npoueccopy Ans NoAroTOBKM LUTOOrMYECKmX
npenapaToB METOAOM XWAKOCTHOW LMTO/IOMN

MoOXeT Bbl3BaTb HEGO/bLIOE pasApaxeHue rnas.

CEHCUBUIN3ALNA OPTAHOB AbIXAHUA/KOXN:
[laHHOe BeLecTBO He ABJIAETCSH CEHCUBUTU3NPYIOLMM.

KAHLEEPOTEHHOCTb:

KaTteropusa kaHueporeHos rno ACG1H: A4 (He knaccuuumpyeTcs Kak KaHLepOoreHHoe BeLLecTBO A1 YesnloBeKa)

HW OAMH KOMMOHEHT AaHHOro BeljecTBa He BK/OYEH B CMWCOK KaHLIEpPOreHoB AN1A 4YesioBeka MexayHapoAHbIM areHTCTBOM Mo
n3yyeHuto paka (IARC) n AMepuKaHCKOW KOHbepeHunel rocyaapCTBeHHbIX CMeLnanncToB Mo NpoMbIlwIeHHOW rurneHe (ACGIH).

OMACHOCTb PA3BUTUA ACMNPALMOHHBLIX COCTOAHUN:
HenssecTHO. HeT gaHHbIX.

12. SKONOIMNMYECKAA NHPOPMALINA

* laHHOe BeLLeCcTBO He UCCe[0Ba/loCb HAa TOKCUYHOCTL. [puBeAeHHbIe HUXe pe3y/bTaTbl OTHOCATCA K ONacHbIM KOMMOHEHTaM.

A. TOKCNYHOCTb B BO,EI,HOVI CPEAE N SKOJIOTNYECKAA TOKCUNUHOCTb
BO3HVKHOBEHME 3KOJI0rMYeckoli TOKCUYHOCTU BO3MOXHO MNPy BO34EeMCTBMM UM OCKAEHUN BelecTBa B MoYBY B TeueHve A/IMTeNbHbIX
neproAoB BPEMEHN.

B.ctolikocTb VN CMNOCOBHOCTbL K PA3/TOXEHWIO
OpraHnyeckas 4acTb KOMMOHEHTOB BellecTBa pasfiaraeTcs nog AelicTBUEM MUKPOOPraHu3MoB B CpeHeEM o6beme.

B. CNOCOBHOCTb K BUOHAKOMNJIEHWIO
BeuwecTBo He o6/1apaeT 3HaUNTENBLHOW CNOCOOHOCTLIO K BUOHAKOM/IEHMI0 U3-3a HU3KOro KoadhduumeHta 6uoHakonnexHus (BCF) m
HU3KOro KoappuumeHta pasgeneHmsa H-okTaHona/Boabl.

r. NOABM)XHOCTb B NOYBE
Heun3sBecTHO. HeT gaHHbIX.

0. OPYTOE HEFATUBHOE BO3AENCTBUE
HenssecTHO. HeT AaHHbIX.

13. YTUNN3AUMA N BAXOPOHEHNE OTXO40B

A. METOAbl YTUNN3ALNN

OnacHble oTXoAbl [O/MKHbI TPaHCMOPTMPOBATLCS JIMLEH3MPOBAHHOW KOMMaHWeli Mo NepeBO3Ke OMacHbIX OTXOAOB, [OO/MKHbI
yTUIM3NPOBaTbCsl WM 6bITb NepefaHbl Ha JIMLEH3MPOBaHHOE MpeanpusiTue Ans o6palleHus, XpaHeHwus, yTUnmnsauum wim
nepepaboTKu OMacHbIX OTXOLO0B.

O3HaKOMbTeCb C MECTHbIMMW, FOCYAapPCTBEHHLIMU U defepasibHbIMU NOMTOXEHUAMU [NO yTuansaumm] Ans usyyeHus cneuymduyeckmx
TpeboBaHWiA.

B. MEPbI MPEAOCTOPOXHOCTU (MO YTUNN3ALUNN BATPA3HEHHbLIX EMKOCTEW 1 YMNAKOBOK)
He yTunusupyiite oTxofbl B MECTHOI KaHanM3aUMOHHO! CMCTEME UM BMecTe C 06blUHbIM MyCcOpPOM. MPOAYKTaMU FOpPEHUs AB/ISOTCS
OKWCb Yr/eposa, ABYOKMCb yriepoga 1 Boaa.

14. MHPOPMALMA O TPAHCIOPTUPOBKE

A. UN Neg; 1170.

B. TouHOoe oTrpy3o4yHoe HanmeHoBaHue: PACTBOP 3TAHOJA
B. KJIACC: 3

. FPYMNMNA YINAKOBKW il

[. OrpaHnyeHusa no pernameHtam IATA OTCYyTCTBYHOT

15. HOPMATVBHAA MH®OPMALINA
MEXAOYHAPOOHBIE 3AKOHbI O KOHTPOJE XUMNYECKNX BELWWECTB
EBPOIMNA

KOMMNOHEHTbI, coCcTaB/fisiloWMe AaHHOEe BeLWecTBO, BK/IKOYEHbI WM UCK/IHOUYEHbl U3 MaTepuasbHbixX 3anacoB EINECS [EBponeiickuii
nepeyvyeHb CyLLECTBYIOLWNX KOMMeEpPYEeCKUx Xmmuyeckux BelwecTB] mnam ELINCS [EBponeiickuii nepeyeHb 3aperncTpupoBaHHbIX
XUMUYECKUX BeLLecTB].

CLWA
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| A MACMOPT BE3OMNACHOCTW
BELLECTBO Pen,. 6.3

*D:
| BlOdyne PacTBopbl Cellprep k npoleccopy A5 NOAroTOBKA LIUTOOrMUYECKUX
npenapaToB MeTO/0M XWUAKOCTHOW LIMTOMOTN

KoMMoHeHTbI, cocTaBnsolne faHHOe BeLWecTBO, BK/IIOYEHbl WU UCKIIOYEHbl N3 MaTtepuasbHbiX 3anacoB TSCA [3akoH O KOHTpone
Haf, TOKCUYHbIMK BelecTtBamu] 8(b) (40 CFR 710).

ANOHNA

KOMMNOHeHTbI, cocTaBnsAoWmMe aHHOEe BelecTBO, COOTBETCTBYIOT 3aKOHY O KOHTPOJsie 3a NMpPou3BOACTBOM U UMMOPTOM XUMUYECKNX
BELLECTB W BK/IKOYEHbI B CMNCOK MUHUCTEPCTBA 9KOHOMUYECKOro pa3sutusa u Toproesm (METI).

KOPEA

KOMNoHeHTbI, cocTaBnsalwme gaHHOEe BeLecTBO, COOTBETCTBYIOT 3aKOHY O KOHTpOJsie 3a TOKCUYHbIMKU Xumukatamm (TCCL).

16. MPOYAA NHPOPMALINA

MacnopT 6e3onacHOCTM [AaHHOrO  BelecTBa nNpefocTaBnser uWHQoOpMauuilo MO 34paBOOXpPaHEeHWi0 1 6e30nacHoCTU.
BblwenpuBegeHHas nHopmMaLmsa cumTaeTcss KOPPEKTHOM, HO He BCeOOBbEeM/IoLWer, 1 AO/KHA UCNOoNb30BaThbCA TONbLKO B KayecTBe
pykoBoactBa. BUOAWH KO., NT[. He HeceT OTBETCTBEHHOCTM 3a KakOW-1M60 yuwepb, HaHECEHHbIi B pe3ysibTaTe o6paleHus c
BELeCTBOM WM KOHTakTa C HUM. Kaxabli yenoBek 0653aH NPUAOKUTb BCE YCUAWUA OJ/1A TOro, 4Tobbl Mony4vyeHHas wHdopmaums
cooTBeTCTBOBa/l1a OTAe/IbHbIM UesiAM. Pa3nunyHble rocyfapcTBeHHble OpraHbl MOryT ycCTaHasB/iMBaTb OCOOble HOPMbl KacaTeslbHO
TPaHCNOPTMPOBKK, 06palleHns, XpaHeHUs, NCMONb30BaHUA UAN YTUNU3aUnMM JAHHOTO BeLecTBa, KOTOpble MOryT OTCYTCTBOBaTb B
HacToseM nacrnopte 6e3onacHoOCTU. MNofib3oBaTeslb HECET OTBETCTBEHHOCTb 3a MOJIHOE COO/II0AeHNe TakuxX HOPM.

A. NCTOYHNKWN

NHdopmauma o KOHTPOMpyeMbIX XMMUKaTax npefocTtaBneHa HaunoHanbHbIM MHCTUTYTOM TEXHOJIOMTUIA 1 OLEHOK, ANOHUS.
WHCTUTYT aHanunsa u nccregoBaHnsa xumukaros, ANMOHUNA (CER1)

WHO/IPCS: MexayHapoaHble KapTbl Xumuyeckoi 6eszonacHoctu (ICSC)

EBponeiickoe 6t0po xumukatos EC (ECB): MexayHapoaHas 6a3a faHHbIX egMHO06pasHoli xumuyeckon nHdgopmaunm (IUCLID).
Apunan Be6WHcaiit 4B (Komnanua 3E).

KopeWnckuii MUHCTUTYT TECTUPOBaHUSA U UCcriefoBaHnii

B. MPOYAA NMH®OPMALNA

- Jata Bbinycka: 01 anpensa 2024 r.

- Homep Bepcun; 6.3

- TexHnyeckan nogAepxka v pefakumns oT nccsefoBaTesibCKoro ueHTpa npu buogun Ko., J1Ta.
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MpunoxeHue. ®opma Ned2

PernctpaunoHHblii Homep 2024-7874

HOTAPVMANBHOE CBUAETENBLCTBO

Mocne npoBepkMn B MOeM oduce A nNoATBepxedard, 4UYTO npunoxeHHasa konua PYKOBOACTBA T10

MPNUMEHEHWIO NOSIHOCTLIO COOTBETCTBYET OpUTrnHany.

YTto HacToswmm ygoctoBepsieTcs 13 masa 2024 roga B gaHHOM odouce.

Ha3BaHne KOHTOPbI
HoTapnanbHasa u topugnyeckas kKoHTopa XaHMu
Mopa topucankunen
LleHTpanbHO palioHHOWM npokypatypbl Ceyna
Appec KOHTOpPbI
TBuHTpK (B) 101,6 KOnrok-po,
YoHHory, Ceyn, Pecny6nuka Kopes

HoTtapuyc XAH MIOH CYb

<nonnuncb>

(Mognucb HoTapuyca)

KBagpaTHbIii wramn: HoTapuanbHaa v lopyanyeckas KoHTopa XaHMu
HoTtapunyc XaH MioH Cy6

[JaHHbIii coTpyAHMK 6bln YNosIHOMOYeH MwuHucTepcTBoM HOcTuumun, Pecny6nuka Kopesi, geiicTBoBaTb B

KayecTBe HoTapuyca c 14 mapTa 2007 roga, cornacHo 3akoHy Ne 7428.

210 mm X 297mm (MepepaboTaHHaa 6ymara (1 copT) 70 r/wY)
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s, nepeeBoaunk [Momopuesa AnuHa HOpbeBHa, Bfafewollas pPyCcCKUMm,

KOPENCKUM W aHI/IMACKM  A3blkamu,

NOATBEPXAA0, UYTO BbINOSIHEHHbI MHOK NepeBof, NPUIOKEHHOTO AOKYMEHTa SIBNSETCS MPaBWIbHbIM, TOYHbLIM U

NOSIHbIM.

Poccwiickan ®epepaums, CaHkT-INeTepbypr,

[BafiLiaTb BOCLMOrO Masi ABe ThiCSUM [Ba/ILIATb YETBEPTOrO rofa.

4, OctaneHko EnieHa KOHCTaHTMHOBHA, HOTapuyC HOTaprasibHOro oKpyra
CaHkT-TMeTepbypr, CBUAETENLCTBYHO MOL/MHHOCTL MOANMUCU NepeBoAUMKa

MomopueBoit ArivHbl KOPbEBHBI.

Moanvick caenaHa B MOEM MPUCYTCTBIAW.

JInuHOCTL NopnucasLLEero AOKYMEHT YCTaHOB/EHA.
3apernctpuposaHo B peectpe: Ne78/189-H/78-2024-

yy y*
7

YniiaueHo 3a coBepLUEHNe HOTapuasTbHOro aeiicteus: 6QP py6. 00 kor.

Biopo nepesoaoB «Aspopa»

197342, 1- CaHkT-lMeTepbypr,

M. YepHas peuka,
yn. Topxkosckas, . 5,
BL, «OnTuma», ocumc 331
Ten: (812) 441-39-10
www.aurofa-oitef.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
wwwaurofa-Ditef.com
aurora-piter@mail.nj
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K. OcTaneHko

OrPH: 1089847219043
WNHH/KMM: 7841388560/781401001
OKHO 09801859 OKOHX 96120
p/c 40702010507380000118
OUNNAN NETPOBCKUIA
MNMAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BVK 044030795

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

8/a 40702810507380000118
PETROVSKY BRANCH
OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795
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E.K. OcraneHko
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