17a-Hydroxyprogesterone Control

2CC093 Low: 1x1.0 mL

High: 1x1.0 mL
In vitro diagnostic medical
device
C €2797

NAME
17a-Hydroxyprogesterone Control

INTENDED USE

The 17a-Hydroxyprogesterone Control
is intended for use as an assayed
quality control sample to monitor the
performance of the immunoassays for
17a-Hydroxyprogesterone on the iFlash
systems.

CONTENTS

coNTROL]L|

1.0 mLx1 bottle, Synthetic
17a-Hydroxyprogesterone, Human
serum matrix, 0.1% ProClin 300.

1.0 mLx1 bottle, Synthetic
17a-Hydroxyprogesterone, Human
serum matrix, 0.1% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

C86061, iFlash-17a-OH P:
Detection reagent kit.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (18
months).

After open-vial, the controls are stable
for 30 days when stored at 2~8°C.
After open-vial, the controls are stable
for 90 days when stored at -20°C or
less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The 17a-Hydroxyprogesterone Controls
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are provided in liquid form.

@ Prior to measurement, the QC vial
should be placed at room
temperature  20~25°C  for 20
minutes when taken out of 2~8°C
storage.

® Mix the control well by inversion
gently before use. Avoid formation
of bubble.

® Run QC test.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for further tests.

@ Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

@ For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different

lot.

Do not mix fresh controls with

in-use controls.

Do not pour back control material to

the original vial once taken.

Do not use the product after use-by

date.

The control values are lot-specific.

Do not freeze this product before

open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

@ Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-TP, anti-HIV-1 and
anti-HIV-2. There is no testing
method that can rule out the
potential risk of infection with
absolute certainty, so this product
should be considered as potential
biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings

1

and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

Its appearance shall be clear liquid,
without precipitation, suspended matter,
or flocculent. Outer packaging should
be complete and free from damage;
Information on labels is complete,
accurate and clearly and easily
identified.

Capacity

The capacity of control shall not less
than volumes marked on the package.
Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

REFERENCE
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Microbiological and Biomedical
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Hazardous Component: 0.1%
Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

H412: Harmful to aquatic life with
long lasting effects.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

occurs:  Get medical  advice/
attention.
P321: Seek immediate care from a
doctor.
P501: Dispose of contents/
container in accordance with local/
regional/ national/ international
regulations.
ANNEX C:
Change history
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CYFRA 21-1 Control

ZCCo82 Low: 2x2.0 mL

High: 2x2.0 mL
In vitro diagnostic medical
device
C €2797

NAME
CYFRA 21-1 Control

INTENDED USE

The CYFRA 21-1 Control is intended for
use as an assayed quality control
sample to monitor the performance of
the immunoassays for CYFRA 21-1 on
the iFlash systems.

CONTENTS

CONTROL]L|

2.0 mLx2 bottles, CYFRA 21-1
(Human), Tris buffer, BSA, 0.1%
ProClin 300.

2.0 mLx2 bottles, CYFRA 21-1
(Human), Tris buffer, BSA, 0.1%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

£86028/C86028-L, iFlash-CYFRA
21-1: Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION

The CYFRA 21-1 Controls are provided

in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2.0 mL purified water.

® Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.
® It has been tested and found that all
1

materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-TP, anti-HIV-1 and
anti-HIV-2. There is no testing
method that can rule out the
potential risk of infection with
absolute certainty, so this product
should be considered as potential
biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

SUMMARY OF SAFETY AND
PERFORMANCE

Summary of safety and performance is
available at:
https://ec.europa.eu/tools/eudamed/#
/screen/home

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.
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ANNEX B:

Warnings and precautions

e Hazardous  Component: 0.1%
Proclin 300

(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one

[EC no.

247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

H412: Harmful to aquatic life with
long lasting effects.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash
occurs:  Get medical  advice/
attention.

P321: Seek immediate care from a
doctor.

P501: Dispose of  contents/
container in accordance with local/
regional/ national/ international
regulations.
ANNEX C:
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BNP Control
zccogy Low:2x2.0 mL

High: 2x2.0 mL
gzv';izo diagnostic medical
C €2797
NAME
BNP Control

INTENDED USE

The BNP Control is intended for use as
an assayed quality control sample to
monitor the performance of the
immunoassays for B-type natriuretic
peptide (BNP) on the iFlash systems.

CONTENTS

CONTROL]L|

2.0 mLx2 bottles, Recombinant BNP
Antigen, Tris buffer, BSA, 0.1% ProClin
300.

2.0 mLx2 bottles, Recombinant BNP
Antigen, Tris buffer, BSA, 0.1% ProClin
300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

€89240/C89240-L iFlash-BNP:
Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION

The BNP Controls are provided in

lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2.0 mL purified water.

® Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
1

controls a suitable disinfectant.

® The BNP Controls don't contain
human origin materials, but there is
no absolute guarantee that they are
free of infectious agents. Therefore,
these materials still need to be
handled with the same care as
patient specimens.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

Summary OF SAFETY AND
PERFORMANCE

Summary of safety and performance is
available at:
https://ec.europa.eu/tools/eudamed/#
/screen/home

REFERENCE
1. HHS  Publication, 5th edition,
December 2009. Biosafety in
Microbiological and Biomedical
Laboratories.
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ANNEX B:
Warnings and precautions

Hazardous =~ Component: 0.1%
Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-
one [EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC
no. 220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

H412: Harmful to aquatic life with
long lasting effects.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash
occurs:  Get medical  advice/
attention.

P321: Seek immediate care from a
doctor.

P501: Dispose of  contents/
container in accordance with local/
regional/ national/ international
regulations.

ANNEX C:
Change history
Revision 01.01
Date 2024-07-01
Change
Summary Update layout




ICA Control
zccos3  Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

Name
ICA Control

INTENDED USE

The ICA Control is intended for use as
an assayed quality control sample to
monitor the performance of the
immunoassays for Islet cell antibody
(ICA) on the iFlash systems.

CONTENTS

1.0 mLx2 bottles, ICA Chimeric
antibody (human), citrate acid buffer,
BSA, 0.05% ProClin 300.

owtro

1.0 mLx2 bottles, ICA Chimeric
antibody (human), citrate acid buffer,
BSA, 0.05% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED
890506, iFlash-ICA: Detection
reagent kit.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (18
months).

After open-vial, the controls are stable
for 30 days when stored at 2~8°C.
After open-vial, the controls are stable
for 90 days when stored at -20°C or
less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The ICA Controls are provided in liquid
form.
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@ Prior to measurement, the QC vial
should be placed at room
temperature 20-25°C for 20 minutes
when taken out of 2-8°C storage.

® Mix the control well by inversion
gently before use. Avoid formation
of bubble.

® Run QC test.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
further tests.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

@ If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to

the original vial once taken.

Do not use the product after use-by

date.

The control values are lot-specific.

Do not freeze this product before

open it.

Exercise the normal precautions

required for handling all laboratory

reagents.

@ Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

@ It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-TP, anti-HIV-1 and
anti-HIV-2. There is no testing
method that can rule out the
potential risk of infection with
absolute certainty, so this product
should be considered as potential
biohazard.*

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is

1

administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

Its appearance shall be clear liquid,
without precipitation, suspended matter,
or flocculent. Outer packaging should
be complete and free from damage;
Information on labels is complete,
accurate and clearly and easily
identified.

Capacity

The capacity of control shall not less
than volumes marked on the package.
Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.
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No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330

wl

Shanghai International

Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537

Hamburg, Germany

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
M Manufacturer
Authorized
representative in
the European
Community




ICA Control

Importer

CE Marking of
Conformity with
notified body ID

number
Consult
instructions for
use

CE.rer

Caution

> =

In vitro
diagnostic
medical device

<
=)

=
o
|

Batch code

Country of
manufacture,
Date of
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date

i LEE

gp

Biological risks

8C Temperature
/ﬂ/ limit
e (2-8°C)
TT This way up

Fragile, Handle
with care

e | |

GHSO"

Pictograms for
Caution

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
o Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.

Peructpanns MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash
occurs:  Get medical advice/
attention.

P321: Seek immediate care from a
doctor.

P501: Dispose of  contents/
container in accordance with local/
regional/ national/ international
regulations.

ANNEX C:
Change history
Revision 03.01
Date 2024-07-01
Change
Summary Update layout




Autoimmune Diabetes Multi Control

ZCCo52 Negative: 2x2.0 mL

Positive: 2x2.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Autoimmune Diabetes Multi Control

INTENDED USE

The Autoimmune Diabetes Control is
intended for use as an assayed quality
control sample to monitor the
performance of immunoassays for
GADA, IAA, IA-2A and ZnT8A assay on
the iFlash systems.

CONTENTS

2.0 mLx2 bottles, IAA Chimeric
antibody, ZnT8A Chimeric antibody,
IA-2A Chimeric antibody, and GADA
(Human), citrate buffer, BSA, 0.05%
ProClin 300.

cowrrol

2.0 mLx2 bottles, IAA Chimeric
antibody, ZnT8A Chimeric antibody,
IA-2A Chimeric antibody, and GADA
(Human), citrate buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED
Detection reagent kit:

Reagent Name

C89047G iFlash-GADA
C89051G iFlash-ZnT8A
C89049G iFlash-IA-2A
C89048G iFlash-IAA
Purified water.
STORAGE AND STABILITY

Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 10 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.
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Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION

The Autoimmune Diabetes Multi
Controls are provided in lyophilized
form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2 mL purified water.

® Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

batch to batch variation

The preparation concentration of each
batch control is

Preparation
Analyte concentration
GADA +5%
IAA +5%
1A-2A +5%



Autoimmune Diabetes Multi Control

ZnT8A +5%
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ANNEX B:

Warnings and precautions

e Hazardous Component: 0.05%
Proclin 300

(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one

[EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no.

220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin

reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/

gas/ mist/ vapours/ spray.

P280: Wear protective gloves.

P362+P364: Take off contaminated

clothing and wash it before reuse.

P333+P313: If skin irritation or rash

occurs:  Get medical advice/
attention.
P321: Seek immediate care from a
doctor.
P501: Dispose of contents/
container in accordance with local/
regional/ national/ international
regulations.
ANNEX C:
Change history
Revision 02.01
Date 2024-07-01
Change
Summary Update layout




Adiponectin Control

zccosy Low:2x2.0mL

High: 2x2.0 mL
In vitro diagnostic medical
device
C €2797

NAME
Adiponectin Control

INTENDED USE

The Adiponectin Control is intended for
use as an assayed quality control
sample to monitor the performance of
the immunoassays for Adiponectin
assay on the iFlash systems.

CONTENTS

CONTROLL|

2.0 mLx2 bottles, Recombinant
Adiponectin, HEPES buffer, BSA, 0.05%
ProClin 300.

2.0 mLx2 bottles, Recombinant
Adiponectin, HEPES buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

86051, iFlash-Adiponectin:
Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The Adiponectin Controls are provided
in lyophilized form.
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® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2 mL purified water.

® Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-TP, anti-HIV-1 and

1

anti-HIV-2. There is no testing
method that can rule out the
potential risk of infection with
absolute certainty, so this product
should be considered as potential
biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December 2009. Biosafety in
Microbiological and Biomedical
Laboratories.

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330
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Shanghai International

Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537

Hamburg, Germany



Adiponectin Control

ANNEX B:
Warnings and precautions

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

Hazardous Component: 0.05%
Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.

C E Conformity with P333+P313: If skin irritation or rash
2797 notified body ID occurs: Get medical advice/
number attention.
Consult P321: Seek immediate care from a
[jz] instructions for doctor.
use P501: Dispose of  contents/
container in accordance with local/
A Caution regional/ national/ international
regulations.
In vitro
diagnostic ANNEX C:
medical device Change history
Revision 02.01
Batch code
Date 2024-07-01
Country of
manufacture, Change
M Date of Summary Update layout
manufacture
Unique device
identifier
m Low Control
High Control
g Use-by date

Biological risks

8C Temperature
/ﬂ/ limit
e (2-8°C)
TT This way up

e ||

Fragile, Handle
with care

GHS07

©

Pictograms for
Caution
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HA Control
zccozg  ow:1x10mL

High: 1x1.0 mL
gzv';izo diagnostic medical
C €2797
NAME
HA Control

INTENDED USE

The HA Control is intended for use as an
assayed quality control sample to
monitor the performance of the
immunoassays for Hyaluronic Acid (HA)
on the iFlash systems.

CONTENTS

CONTROL]L|

1.0 mLx1 bottle, HA (Chicken), Citric
acid buffer, BSA, 0.05% ProClin 300.

1.0 mLx1 bottle, HA (Chicken), Citric
acid buffer, BSA, 0.05% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

86045, iFlash-HA: Detection
reagent kit.
Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

Peructpanns MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

REAGENT PREPARATION
The HA Controls are provided in
lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.
® The HA Controls don't contain

1

human origin materials, but there is
no absolute guarantee that they are
free of infectious agents. Therefore,
these materials still need to be
handled with the same care as
patient specimens.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Homogeneity

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December 2009. Biosafety in
Microbiological and Biomedical
Laboratories.

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330
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Holding Corp. GmbH
(Europe)
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HA Control

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

ANNEX B:
Warnings and precautions

Hazardous Component: 0.05%
Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.

c E Conformity with P333+P313: If skin irritation or rash
2797 notified body ID occurs:  Get medical  advice/
number attention.
Consult P321: Seek immediate care from a
[j}] instructions for doctor.
use P501: Dispose  of  contents/
container in accordance with local/
A Caution regional/ national/ international
regulations.
In vitro
diagnostic ANNEX C:
medical device Change history
Revision 02.01
Batch code
Date 2024-07-01
Country of
manufacture, Change
M Date of Summary Update layout
manufacture
Unique device
identifier
m Low Control
High Control
g Use-by date

Biological risks

8C Temperature
/ﬂ/ limit
e (2-8°C)
TT This way up

e ||

Fragile, Handle
with care

GHS07

©

Pictograms for
Caution
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PCT Control
zcco3e oW 2x2.0mL

High: 2x2.0 mL
gzv';izo diagnostic medical
C €2797
NAME
PCT Control

INTENDED USE

The PCT Control is intended for use as
an assayed quality control sample to
monitor the performance of the
immunoassays for Procalcitonin (PCT)
on the iFlash or iStar 500 systems.

CONTENTS

CONTROL]L|

2.0 mLx2 bottles, Recombinant
Human PCT, Tris buffer, BSA, 0.05%
ProClin 300.

2.0 mLx2 bottles, Recombinant
Human PCT, Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED
Detection reagent kit:

YHLO Reagent

C86039/C86039-L

iFlash-Anti-CCP

Drawray’s Reagent

DC76014 iStar-PCT
Purified water.
STORAGE AND STABILITY

Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 3 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 30 days when stored at -20°C
or less.

Can be repeated freeze-thaw 2 times.
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Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A) and Drawray's
Chemiluminescence Immunoassay
Analyzer (model: iStar 500).

REAGENT PREPARATION
The PCT Controls are provided in
lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2 mL purified water.

® Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent instruction for use
and the iFlash System Operations
Manual or iStar 500 Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
kit lot.

® Do not mix fresh reagents with
in-use reagents.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

1

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® The PCT Controls don't contain
human origin materials, but there is
no absolute guarantee that they are
free of infectious agents. Therefore,
these materials still need to be
handled with the same care as
patient specimens.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

SUMMARY OF SAFETY AND
PERFORMANCE

Summary of safety and performance is
available at:



PCT Control

https://ec.europa.eu/tools/eudamed/#
/screen/home
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ANNEX B:

Warnings and precautions
e Hazardous Component: 0.05%

Proclin 300

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
M Manufacturer
Authorized
representative in
the European
Community
@ Importer

CE Marking of

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

C E Conformity with occurs:  Get  medical  advice/
2797 notified body ID attention.
number P321: Seek immediate care from a
Consult doctor.
[:E.] instructions for P501: Dispose of contents/
use container in accordance with local/
. regional/ national/ international
A Caution regulations.
In vitro ANNEX C:
IVD diagnostic Change history
medical device .
Revision 02.01
LoT Batch code Date 2024-07-01
Country of Change
manufacture, Summgry Update layout
Date of
manufacture

8| &

Unique device
identifier
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AMH Control
zcco27 Lowi2x3.0mL

High: 2x3.0 mL
gzv';izo diagnostic medical
C €2797
Name
AMH Control

(Anti Mdllerian Hormone Control)

INTENDED USE
The AMH Control is intended for use as
an assayed quality control sample to
monitor the performance of the
immunoassays for AMH on the iFlash or
iStar 500 systems.

CONTENTS

CONTROL]L|

3.0 mLx2 bottles, AMH (Human), PBS
buffer supplemented with fetal bovine
serum and BSA, 0.05% ProClin 300.

3.0 mLx2 bottles, AMH (Human), PBS
buffer supplemented with fetal bovine
serum and BSA, 0.05% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

Detection reagent kit:

YHLO: 86002 iFlash-AMH
Drawray: DC76006 iStar-AMH

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (18
months).

After open-vial, the controls are stable
for 30 days when stored at 2~8°C.
After open-vial, the controls are stable
for 90 days when stored at -20°C or
less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A) and Drawray's

Peructpanns MU B Pocanpasramsope
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Chemiluminescence Immunoassay
Analyzer (model: iStar 500).

REAGENT PREPARATION

The AMH Controls are provided in liquid

form.

® Prior to measurement, the QC vial
should be placed at room
temperature 20-25°C for 20 minutes
when taken out of 2-8°C storage.

® Mix the control well by inversion
gently before use. Avoid formation
of bubble.

® Run QC test.

® Dispense control material into
several small vials and keep them at
2-8°C or -20°C with sealed cap for
further tests.

ASSAY PROCEDURE
This Control is only used as an
experimental sample.
Refer to the reagent package insert, the
iFlash System Operations Manual or
iStar 500 Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

e If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-TP, anti-HIV-1 and
anti-HIV-2. There is no testing
method that can rule out the
potential risk of infection with
absolute certainty, so this product
should be considered as potential
biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings

3

and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

Its appearance shall be clear liquid,
without precipitation, suspended matter,
or flocculent. Outer packaging should
be complete and free from damage;
Information on labels is complete,
accurate and clearly and easily
identified.

Capacity

The capacity of control shall not less
than volumes marked on the package.
Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330
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Shanghai International

Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537

Hamburg, Germany



AMH Control

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
o Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.

c E Conformity with P333+P313: If skin irritation or rash
2797 notified body ID occurs: Get medical advice/
number attention.
Consult P321: Seek immediate care from a
[j}] instructions for doctor.
use P501: Dispose of  contents/
container in accordance with local/
A Caution regional/ national/ international
regulations.
In vitro
diagnostic ANNEX C:
medical device Change history
Revision 02.01
Batch code
Date 2024-07-01
Country of
manufacture, Change
M Date of Summary Update layout
manufacture
Unique device
identifier
m Low Control
High Control
g Use-by date

Biological risks

8C Temperature
/ﬂ/ limit
e (2-8°C)
TT This way up

e ||

Fragile, Handle
with care

GHS07

©

Pictograms for
Caution
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Rheumatoid Arthritis Multi Control

ZCC009 Negative: 2x2.0 mL

Positive: 2x2.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Rheumatoid Arthritis Multi Control

INTENDED USE

The Rheumatoid Arthritis Multi Control
is intended for use as an assayed
quality control sample to monitor the
performance of the immunoassays for
RF, RF IgG, RF IgM and Anti-CCP on the
iFlash systems.

CONTENTS

2.0 mLx2 bottles, Anti-CCP, RF IgM, RF,
RF IgG (Human), Tris buffer, BSA,
0.05% ProClin 300.

2.0 mLx2 bottles, Anti-CCP, RF IgM, RF,
RF IgG (Human), Tris buffer, BSA,
0.05% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED
Detection reagent kit:

Reagent Name

C89017G

iFlash-Anti-CCP

C89035G iFlash-RF IgG
C89036M iFlash-RF IgM
C89038Z iFlash-RF
Purified water.
STORAGE AND STABILITY

Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

Peructpanns MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The Rheumatoid Arthritis Multi Controls
are provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 2 mL purified water.

@ Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



Rheumatoid Arthritis Multi Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.
Room 1401, Building 1,
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No.40, Baolong 2nd Road,
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ANNEX A
Explanation of abbreviation
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ANNEX B:
Warnings and precautions

Hazardous Component: 0.05%
Proclin 300

(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with . . h
C€ror | rotmesmony occurs: Gt medical  advie/
number P321: Seek immediate care from a
Consult doctor.
[:E-] instructions for P501: Dispose of  contents/
use container in accordance with local/
. regional/ national/ international
Caution regulations.
In vitro
ANNEX C:
IVD diagnostic Ch .
ange histor
medical device 9 Y
Revision 02.01
LoT Batch code Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

§LEE

Use-by date
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dsDNA IgG Control
zccoog  NNegative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
dsDNA IgG Control

INTENDED USE

The dsDNA IgG Control is intended for
use as an assayed quality control
sample to monitor the performance of
the immunoassays for dsDNA IgG
antibodies on the iFlash systems.

CONTENTS

1.0 mLx2 bottles, Anti-dsDNA IgG
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

cowrrol

1.0 mLx2 bottles, Anti-dsDNA IgG
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

€89015G, iFlash-dsDNA IgG:
Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash

Peructpanns MU B Pocanpasramsope
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The dsDNA IgG Controls are provided in
lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

® Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



dsDNA IgG Control
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with care

GHS07
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ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P273: Avoid release to the
environment.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash
occurs:  Get  medical advice/
attention.
P321: Seek immediate care from a
doctor.
P501: Dispose of  contents/
container in accordance with local/

regional/ national/ international
regulations.
ANNEX C:
Change history
Revision 02.01
Date 2024-07-01
Change
Summary Update layout




ANA Control
ZCC007 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
ANA Control

INTENDED USE

The ANA Control is intended for use as
an assayed quality control sample to
monitor the performance of the
immunoassays for Anti-nuclear
antibody (ANA) on the iFlash systems.

CONTENTS

1.0 mLx2 bottles, ANA (Human), Tris
buffer, BSA, 0.05% ProClin 300.

owtro

1.0 mLx2 bottles, ANA (Human), Tris
buffer, BSA, 0.05% ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

890336, iFlash-ANA: Detection
reagent kit.
Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash

Peructpanns MU B Pocanpasramsope
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION

The ANA controls are provided in
lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

® Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling

1

controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December 2009. Biosafety in
Microbiological and Biomedical
Laboratories.
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ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with . . )
C 62797 notified body ID g{:’é“nrgafet medical advice/
number P321: Seek immediate care from a
Consult doctor.
[jz] instructions for P501: Dispose of contents/
use container in accordance with local/
. regional/ national/ international
Caution regulations.
In vitro
ANNEX C:
IVD diagnostic Ch .
ange histor
medical device 9 Y
Revision 02.01
LoT Batch code Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date
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Anti-B2-Glycoprotein I Control

ZCC006 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Anti-B2-Glycoprotein I Control

INTENDED USE

The Anti-B2-Glycoprotein I Control is
intended for use as an assayed quality
control sample to monitor the
performance of the immunoassays for
Anti-B2-Glycoprotein I assay on the
iFlash systems.

CONTENTS

1.0 mLx2 bottles, Anti-B2-Glycoprotein
I (Human), Tris buffer, BSA, 0.05%
ProClin 300.

owtro

1.0 mLx2 bottles, Anti-B2-Glycoprotein
I (Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

890272,
iFlash-Anti-B2-Glycoprotein I: Detection
reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 2 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The Anti-B2-Glycoprotein I Controls are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

® Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of

1

controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



Anti-pB2-Glycoprotein I Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.
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ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

Importer

@ELE

CE Marking of

fs;)\ Biological risks
8C Temperature
/ﬂ/ limit
2 (2-8°C)
T This way up
I Fragile, Handle
with care

GHS07

Pictograms for
Caution

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with . . )
C€ror | rotmesmony occurs: et medical advice/
number P321: Seek immediate care from a
Consult doctor.
[:E-] instructions for P501: Dispose of contents/
use container in accordance with local/
. regional/ national/ international
Caution regulations.
In vitro
ANNEX C:
IVD diagnostic Ch .
ange histor
medical device 9 Y
Revision 02.01
LoT Batch code Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date

§LEE
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B2-Glycoprotein I IgM Control

ZCC005 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
B2-Glycoprotein I IgM Control

INTENDED USE

The B2-Glycoprotein I IgM Control is
intended for use as an assayed quality
control sample to monitor the
performance of the immunoassays for
B2-Glycoprotein I IgM assay on the
iFlash systems.

CONTENTS

1.0 mLx2 bottles, B2-Glycoprotein I
IgM (Human), Tris buffer, BSA, 0.05%
ProClin 300.

cowrrol

1.0 mLx2 bottles, B2-Glycoprotein I
IgM (Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

€89052M, iFlash-B2-Glycoprotein
I IgM: Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 3 days when stored at 2~8°C.
Once reconstituted, the controls are
stable for 30 days when stored at -20°C
or less.

Can be repeated freeze-thaw 2 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

Peructpanns MU B Pocanpasramsope
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REAGENT PREPARATION
The B2-Glycoprotein I IgM controls are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

® Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.
® It has been tested and found that all

1

materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



B2-Glycoprotein I IgM Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330
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Shanghai International

Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537

Hamburg, Germany

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

Importer

@ELE

CE Marking of

fs;)\ Biological risks
8C Temperature
/ﬂ/ limit
2 (2-8°C)
T This way up
I Fragile, Handle
with care

GHS07

Pictograms for
Caution

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
e Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with . . )
C€ror | rotmesmony occurs: et medical advice/
number P321: Seek immediate care from a
Consult doctor.
[:E-] instructions for P501: Dispose of contents/
use container in accordance with local/
. regional/ national/ international
Caution regulations.
In vitro
ANNEX C:
IVD diagnostic Ch .
ange histor
medical device 9 Y
Revision 02.01
LoT Batch code Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date

§LEE
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B2-Glycoprotein I IgG Control

ZCC004 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
B2-Glycoprotein I IgG Control

INTENDED USE

The B2-Glycoprotein I IgG Control is
intended for use as an assayed quality
control sample to monitor the
performance of the immunoassays for
B2-Glycoprotein I IgG on the iFlash
systems.

CONTENTS

1.0 mLx 2 bottles, B2-Glycoprotein I
IgG (Human), Tris buffer, BSA, 0.05%
ProClin 300.

1.0 mLx 2 bottles, p2-Glycoprotein I
IgG (Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

C89006G, iFlash-B2-Glycoprotein
I IgG: Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 2 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash

Peructpanns MU B Pocanpasramsope
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3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

REAGENT PREPARATION
The B2-Glycoprotein I IgG controls are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

® Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



B2-Glycoprotein I IgG Control

SHENZHEN EVER-BLUE
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ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

Importer

@ELE

CE Marking of

C E Conformity with
2797 notified body ID

fs;)\ Biological risks
8C Temperature
/ﬂ/ limit
2 (2-8°C)
T This way up
I Fragile, Handle
with care

GHS07

Pictograms for
Caution

ANNEX B:

Warnings and precautions

e Hazardous Component: 0.05%
Proclin 300

(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one

[EC no. 247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no.

220-239-6] (3:1))

e Signal word: Warning

e Hazard Statements:
H317: May cause an allergic skin
reaction.

e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash
occurs:  Get  medical advice/
attention.

number P321: Seek immediate care from a
Consult doctor.
[:E-] instructions for P501: Dispose of  contents/
use container in accordance with local/
. regional/ national/ international
A Caution regulations.
In vitro
ANNEX C:
IVD diagnostic ch .
ange histor
medical device 9 Y
Revision 02.01
LoT Batch code Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date

§LEE
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Anti-Cardiolipin Control

ZCC003 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Anti-Cardiolipin Control

INTENDED USE

The Anti-Cardiolipin Control is intended
for use as an assayed quality control
sample to monitor the performance of
the immunoassays for Anti-Cardiolipin
on the iFlash systems.

CONTENTS

owrro ]

1.0 mLx2 bottles, Anti-Cardiolipin
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

owrrol

1.0 mLx2 bottles, Anti-Cardiolipin
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

890322, iFlash-Anti-Cardiolipin:
Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

Peructpanns MU B Pocanpasramsope
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REAGENT PREPARATION
The  Anti-Cardiolipin  Controls  are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2-8°C or <-20°C with sealed cap for
the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this

1

product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



Anti-Cardiolipin Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.
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No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
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518116, China

TEL: +86-0755-89619330
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Shanghai International

Holding Corp. GmbH
(Europe)
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Hamburg, Germany

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

fs;)\ Biological risks
8C Temperature
/ﬂ/ limit
2 (2-8°C)
T This way up
I Fragile, Handle
with care

GHS07

Pictograms for
Caution

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
« Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with X . "
C€ror | rotmeamony occurs: et medical advice/
number P321: Seek immediate care from a
Consult doctor.
instructions for P501: Dispose of contents/
use container in accordance with local/
Cauti regional/ national/ international
aution regulations.
In vitro ANNEX C:
diagnostic Change histor
medical device 9 Y
Revision 02.01
Batch code
Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date
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Cardiolipin IgM Control

ZCC002 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Cardiolipin IgM Control

INTENDED USE

The Cardiolipin IgM Control is intended
for use as an assayed quality control
sample to monitor the performance of
the immunoassays for Cardiolipin IgM
on the iFlash systems.

CONTENTS

1.0 mLx2 bottles, Cardiolipin IgM
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

cowrrol

1.0 mLx2 bottles, Cardiolipin IgM
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

C89018M, iFlash-Cardiolipin IgM:
Detection reagent kit.
Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

Peructpanns MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

REAGENT PREPARATION
The Cardiolipin IgM Controls are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

Put the stopper and cap on and let it
stand for 5 to 10 minutes to dissolve
the contents completely, during
which gently swirl the vial for 5 to 10
times. Then dissolve the contents on
the top by gentle inversion for
approximately 10 times. Avoid
formation of foam. DO NOT SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish  target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert and
the iFlash System Operations Manual
for additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.

® It has been tested and found that all
materials of human origin of this

1

product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free from  sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



Cardiolipin IgM Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330
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Shanghai International
Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537
Hamburg, Germany

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

Biological risks

&

sc Temperature
/ﬂ/ limit
e (2-8°C)
T This way up
I Fragile, Handle
with care
N Pictograms for
Caution
ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:

5-chloro-2-methyl-4-isothiazolin-3-one

[EC no.

247-500-7] and

2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))

Signal word: Warning

Hazard Statements:

H317: May cause an allergic skin
reaction.

Precautionary Statements:

P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.

P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with . . ;
C€ror | rotmeamony occus:  Get  medical - advie/
number P321: Seek immediate care from a
Consult doctor.
instructions for P501: Dispose of  contents/
use container in accordance with local/
. regional/ national/ international
Caution regulations.
In vitro ANNEX C:
diagnostic Change histor
medical device 9 Y
Revision 02.01
Batch code
Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date
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Cardiolipin IgG Control

ZCCoo1 Negative: 2x1.0 mL

Positive: 2x1.0 mL

In vitro diagnostic medical
device

C €2797

NAME
Cardiolipin IgG Control

INTENDED USE

The Cardiolipin IgG Control is intended
for use as an assayed quality control
sample to monitor the performance of
the immunoassays for Cardiolipin 1gG
on the iFlash systems.

CONTENTS

1.0 mLx2 bottles, Cardiolipin IgG
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

owtro’

1.0 mLx2 bottles, Cardiolipin IgG
(Human), Tris buffer, BSA, 0.05%
ProClin 300.

TARGET VALUE RANGE
Refer to the sheet of target value range
corresponding batch.

MATERIALS REQUIRED BUT NOT
PROVIDED

€89005G, iFlash-Cardiolipin 1gG:
Detection reagent kit.

Purified water.

STORAGE AND STABILITY
Unopened controls are stable until the
expiration date when at 2~8°C (24
months).

Once reconstituted, the controls are
stable for 7 days when stored at
20~25°C.

Once reconstituted, the controls are
stable for 30 days when stored at
2~8°C.

Once reconstituted, the controls are
stable for 90 days when stored at -20°C
or less.

Can be repeated freeze-thaw 3 times.
Production date and expiration date are
shown on the package label.

APPLICABLE INSTRUMENT

Suitable  for  YHLO  series  of
Chemiluminescence Immunoassay
Analyzer (model: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-A,
iFlash 9000-A).

Peructpanns MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

REAGENT PREPARATION
The Cardiolipin IgG Controls are
provided in lyophilized form.

® Gently tap the vial to ensure the
control material is at the bottom of
the vial.

® Remove the screw cap.

® Carefully lift the rubber stopper to
allow air into the vial, then totally
remove it.

® Add exactly 1 mL purified water.

Put the stopper and cap on and let it
stand for 10 to 20 minutes to
dissolve the contents completely,
during which gently swirl the vial for
5 to 10 times. Then dissolve the
contents on the top by gentle

inversion for approximately 10 times.

Avoid formation of foam. DO NOT
SHAKE.

® Take the required volume for each
assay.

® Dispense control material into
several small vials and keep them at
2~8°C or <-20°C with sealed cap
for the purpose of further tests.

® Establish target values and
analytical ranges for the control
material based on the measurement
procedures in the lab.

ASSAY PROCEDURE

This Control is only used as an
experimental sample.

Refer to the reagent package insert, the
iFlash System Operations Manual for
additional information.

WARNINGS AND PRECAUTIONS

® For in vitro diagnostic use.

® If the control needs to be used on
other system, it must be make a
matching evaluation.

® Do not mix materials from different
lot.

® Do not mix fresh controls with
in-use controls.

® Do not pour back control material to
the original vial once taken.

® Do not use the product after use-by
date.

® The control values are lot-specific.

® Do not freeze this product before
open it.

® Exercise the normal precautions
required for handling all laboratory
reagents.

® Disposal of all waste material should

be in accordance with local
guidelines.
® Wear gloves when handling
controls.

® Clean and disinfect all spills of
controls a suitable disinfectant.
® It has been tested and found that all

1

materials of human origin of this
product are nonreactive for HBsAg,
anti-HCV, anti-HIV-1, anti-HIV-2 and
anti-TP. There is no testing method
that can rule out the potential risk of
infection with absolute certainty, so
this product should be considered as
potential biohazard.!

® Used by laboratory professionals
who have received appropriate
training.

® For further information on warnings
and precautions, see Annex B.

® Any serious incident that has
occurred in relation to the device
shall be reported to the
manufacturer and the competent
authority of the Member State in
which the user and/or the patient is
administrated.

® Safety data sheet refers to the
Material Safety Data sheet (MSDS).
Please contact the local sales
representatives or
service@szeblue.com. The MSDS
will be provided through e-mail
upon request.

PERFORMANCE
CHARACTERISTICS

Appearance

The undissolved lyophilized product
appears as a loose body, which is
dissolved after adding purified water,
and free  from sedimentation,
suspended materials and floccule.
Outer packaging should be complete
and free from damage; Information on
labels is complete, accurate and clearly
and easily identified.

Intended result

The test result should be within the
target value range.

Uniformity within bottle

The coefficient of variation (CV) should
<10%.

Uniformity between bottles

The coefficient of variation (CV) should
<10%.

REFERENCE
1. HHS  Publication, 5th  edition,
December ~ 2009. Biosafety in
Microbiological and Biomedical
Laboratories.



Cardiolipin IgG Control

SHENZHEN EVER-BLUE
BIOTECH CO., LTD.

Room 1401, Building 1,
No.40, Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, China

TEL: +86-0755-89619330

wl

Shanghai International

Holding Corp. GmbH
(Europe)

Eiffestrasse 80, 20537

Hamburg, Germany

ANNEX A
Explanation of abbreviation
Abbreviation Explanation
Catalogue
number
Manufacturer
Authorized

representative in
the European
Community

@ELE

Importer

CE Marking of

(s"l)\ Biological risks
8C Temperature
/ﬂ/ limit
e (2-8°C)
T T This way up

Fragile, Handle
with care

GHS07

Pictograms for
Caution

ANNEX B:
Warnings and precautions
e Hazardous Component: 0.05%
Proclin 300
(reaction mass of:
5-chloro-2-methyl-4-isothiazolin-3-one
[EC no. 247-500-7] and
2-methyl-2H-isothiazol-3-one [EC no.
220-239-6] (3:1))
« Signal word: Warning
e Hazard Statements:
H317: May cause an allergic skin
reaction.
e Precautionary Statements:
P261: Avoid breathing dust/ fume/
gas/ mist/ vapours/ spray.
P280: Wear protective gloves.
P362+P364: Take off contaminated
clothing and wash it before reuse.
P333+P313: If skin irritation or rash

Conformity with X . "
C€ror | rotmeamony occurs: et medical advice/
number P321: Seek immediate care from a
Consult doctor.
instructions for P501: Dispose of contents/
use container in accordance with local/
Cauti regional/ national/ international
aution regulations.
In vitro ANNEX C:
diagnostic Change histor
medical device 9 Y
Revision 03.01
Batch code
Date 2024-07-01
Country of
manufacture, Sﬁ:f;ge Update layout
Date of v
manufacture

Unique device
identifier

Negative Control

Positive Control

Use-by date
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17a-Hydroxyprogesterone KoHtponb

ZCC093
HU3kMI: 1x1.0 mn.
Bblcokun: 1x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
17a-TmgpokcunporectepoH KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
17a-TmgpokcunporectepoH KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pe3ynsTatoB WMMyHoaHanusa 17a-
MmapokcunporectepoH KoHTponb Ha
cuctemax iFlash.

CopepxaHue

ICONTROL{L

dnakoHbl 1,0 mn x 1, CUHTETUYECKUIA
17Q-rMgpoKCMNporecTePoH, Matpuua
cbiBopoTkn 4Yenoseka 0,1% ProClin
300.

CONTROL{H

dnakoHbl 1,0 mn x 1, CUHTETUYECKUIA
17Q-rMgpoKCMNporecTePoH, Matpuua
cbiBopoTkn 4Yenoseka 0,1% ProClin
300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCcTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npegoctaBnsaeMble maTepuanbl

C86061, iFlash-17a-OH
Habop peareHToB.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(18 mecsiueB).

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasmMopaxuBaTtb 3 pasa.

[lata npoun3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpuroTroBneHue peareHToB
17A-HYDROXYPROGESTERONE
KoHTponb nocTaBnsieTcs B KWAKOW
dopme.

Mepen wu3mepennem dnakoH KK
criepyet NOMecTUTb MPU KOMHAaTHOM
Temneparype 20-25°C Ha 20 MuHyT
rocre M3BnevYeHns u3 xpaHunuwa 2-
8°C.

Mepen wcnonb3oBaHMEM  XOPOLUO
nepemeLlanTe KOHTPOSb, OCTOPOXHO
nepesepHyB ero. He ponyckante
o6pas3oBaHus My3bIPbKOB.

Mposeaute Tect KK.

Pa3noxute KOHTPONbHbIN MaTepuan
no HeCKOMbKMUM HebonbLMM
drnakoHam W XxpaHuTe UX npu
Temnepatype 2-8°C unm -20°C c
repMeTu4HOM KPbILLKON ansi
nanbHenWwnx nccneaoBaHuii.
YcTaHOBWTE LeneBble 3HAYeHUs U
aHanuTMYeckMe  AManasoHbl  AfS
KOHTPOMbHOrO MaTepuana Ha ocHoBe
npouenyp n3MepeHun B
naboparopun.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyo
WHopmaumio cMm. BO BKNagbllwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KCnnyaTtaumu
cucTemsl iFlash n iStar 500.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gormkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmelumBavite KOHTpoONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUs1 Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpOAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMKHa NpON3BOAUTLCS B
COOTBETCTBUM c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMsS  NOAXOASALLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl

YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO MNpOAyKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIA - pUcK
3apaxeHusi, noaTomy [aHHbIi
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTeHUManbHyo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALwnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICMaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKU

BHelwHun Bng

BHelwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB "
dnokynsiHToB. BHelwwHsin  ynakoBka
[omkHa OblTb LEenorW 1 He UMETb
NOBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MonHasi, TouHasi, YeTkas u
nerko uaeHTudnLnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay briakoHamMmu

KoacbdmumeHt  Bapuauum (CV)
normkeH 6biTb <10%.
Ccbinkun

1. My6nukauus HHS, 5-e u3gaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMonornyecknx "
bromeanuuHckux nabopaTopusix.



17a-Hydroxyprogesterone KoHtponb

Shenzhen
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Ever-Blue

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain
WaHnxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).
OundewTpacce 80,
20537 rambypr, l'epmanus
MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp
Abbpesmar O6BbscHeHne
ypa

KaTanoxHbin
HOMep (apTuKymn)

[REF]
wl

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom
coobulecTee

®

Mmnoptep

CEs

MapxkupoBka
cooTtBeTcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEWN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

Howmep nora

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

HW3KMIn KOHTpOnb

Bbicokuin
KOHTpPOIb

w8 B EEE B

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
pe
O

TemnepatypHbIn
nMMnT

—
—

OTON CTOPOHOW
BBEpX

||

Xpynkui,
obpawarbes
OCTOPOXHO

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

GHS07 MN306paxeHns
ans
npeaynpexaexns

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH
. OnacHblii KOMMOHEHT:

0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).
. CurHanbHoe
MpeanynpexaeHve

. 3asBneHnsa o6 onacHocTu:
H317: MOXeT BbI3BaTb
annepruyeckyto peakLmio Koxm.

. H412: BpegeH ans BogHbIX
opraHvM3aMoB c AnUTenbHLIMU
nocneacTeUsaMu.

. Mepbl NpegoCcTOpPOXHOCTK:
. P261: W3beranTe
BAbIXaHWS
nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

CNnoBO:

. P280: HapeHbTe 3alimMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaxeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pErnoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn

M3meHeHne 01 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUI

2



CYFRA 21-1 KoHTpoOnb

ZCC082
HU3KMI: 2x2.0 mn.
BbICOKMI: 2x2.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
CYFRA 21-1 KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
CYFRA 21-1 KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynesraToB UMMYyHOaHanuaa
CYFRA 21-1 Ha cuctemax iFlash.

CopepxaHue

ICONTROL{L

®nakoHbl 2,0 mn x 2, CYFRA 21-1
(4enoseueckuit), BSA, 0,1% ProClin
300.

ICONTROL{H

®nakoHbl 2,0 mn x 2, CYFRA 21-1
(4enoseueckuit), BSA, 0,1% ProClin
300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

E C86028/C86028-L, iFlash-
CYFRA  21-1:  HaGop
peareHTOB, OuMLLIEHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsiueB).

Mocne pa3BedeHUs KOHTPOMbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.
MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpuroTroBneHue peareHToB
CYFRA 21-1 KoHTporb noctaensieTcs
B NModmnuampoBaHHow chopme.

. Cnerka  noctyuite  no
dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fgHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKy, 4TOGbI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBsTe poBHO 2 M
OYULLEHHOW BOAbI.

. HapeHbte npo6ky "
Konnavyok u pante nocrtoaAtb 5-10
MWHYT, YTOObI coaepxumoe

MOMHOCTBI  PacTBOPWUIOCL, Mocne
Yero OCTOPOXHO MoKayamnTe (OrakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEPHO
10 pa3s. Wasberante obpa3oBaHusi
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonblUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnm <-20°C
C MNMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIN obpaseL
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyto MHdOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa u  PykoBoactBe Mo
akcnnyartauum cuctemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHbiX NapTUii.

. He cmewwuBaiite cBexue
KOHTPOMU C KOHTPONSMU, GbIBLUMU B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. Bbino nposegeHo
TECTUpOBaHWe W YCTaHOBIIEHO, YTO
BCE  MaTepuanbl  4enoBeYecKoro
NPOUCXOXAEHNS, BXOASILLME B COCTaB
3TOr0 NpoAyKTa, He pearvpylT Ha
HBsAg, aHTu-HCV, aHTu-TP, aHTu-
BWY-1 n antn-BNY-2. He cywiectByet
MeTofa TECTUPOBAHUS, KOTOPbIA MOT
Obl Cc abComTHOW yBEPEHHOCTbLIO
UCKINIOYNTL  MOTEHUManbHbIA - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
noTeHumansHo Bronormyeckm
OMacHbIN.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. MacnopTt 6e3onacHocTn
OTHOCKTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepPUCTUKU

BHelwHun Bng

BHelwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB n
dnokynsiHToB. BHelwHsin  ynakoBka
[omkHa OblTb LEenorW 1 He UMETb
NOBpPEXAEHWN;  MHopmaums  Ha
3TVKeTKax MonHasi, TouHasi, YeTkas u
nerko uaeHTuduLmnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dhriakoHamMmu
KoachdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.

Ccbinku

1. My6nukauus HHS, 5-e u3gaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMonornyecknx "
bromeamuuHckux nabopaTopusix.



CYFRA 21-1 KoHTpoOnb

Shenzhen
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Ever-Blue

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain
WaHnxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).
OundewTpacce 80,
20537 rambypr, l'epmanus
MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp
Abbpesmar O6BbscHeHne
ypa

KaTanoxHbin
HOMep (apTuKymn)

[REF]
wl

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom
coobulecTee

®

Mmnoptep

CEs

MapxkupoBka
cooTtBeTcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEWN Nno
NpYMEHEHWIO

OCTOpOXHO

EAb =

[ns gnarHoctukm
In vitro

=
o
—

Howmep nora

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

HW3KMIn KOHTpOnb

Bbicokuin
KOHTpPOIb

Wil g e

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
pe
O

TemnepatypHbIn
nMMnT

—
—

OTON CTOPOHOW
BBEpX

||

Xpynkui,
obpawarbes
OCTOPOXHO

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

GHS07 MN306paxeHns
ans
npeaynpexaexns

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH
. OnacHblii KOMMoHeHT: 0,1%

npoknuHa 300 (peakuuoHHasi macca:
5-xnop-2-meTnn-4-n3oTnasonunH-3-oH
[Homep EC 247-500-7] n 2-meTun-2H-
n3otnason-3-oH [Homep EC 220-239-
6] (3:1)).

. CurHanbHoe
MpeanynpexaeHve

. 3asBneHnsa o6 onacHocTu:
H317: MOXeT BbI3BaTb
annepruyeckyto peakLmio Koxm.

. H412: BpegeH ans BogHbIX
opraHvM3aMoB c AnUTenbHLIMU
nocneacTeUsaMu.

. Mepbl NpegoCcTOpPOXHOCTK:
. P261: W3beranTe
BAbIXaHWS
nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

CNnoBO:

. P280: HapeHbTe 3alimMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaxeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pErnoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn

M3meHeHne 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUI

2



BNP KoHTponb

ZCCo081
HU3KMI: 2x2.0 mn.
BbICOKMI: 2x2.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
BNP KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
BNP KoHTponb npegHasHayeH Ans
ncnonb3oBaHusl B kavectse obpasua
KOHTPOMS kKayecTBa AN MOHUTOPUHra
pe3ynsTatoB  MMMyHOaHanu3a Ha
Hatpunypetndeckuii nentng B-tuna
(BNP) Ha cuctemax iFlash.

CopepxaHue

ICONTROL{L

®dnakoHbl 2,0 MI x 2,
PekomMbuHaHTHbIN  aHTUreH BNP,
Tpuc-6ydpep, BSA, 0,1% ProClin 300.

ICONTROL{H

®dnakoHbl 2,0 MI x 2,
PekomMbuHaHTHbIN  aHTUreH BNP,
Tpuc-6ydpep, BSA, 0,1% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

E £89240/C89240-L  iFlash-
BNP: Habop peareHToB,
ouMLLEeHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsiueB).

Mocne pa3BedeHUs KOHTPOMbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.
MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpuroTroBneHue peareHToB
BNP KoHTponb noctaBnsietcss B
nMonnM3npoBaHHON dopme.

. Cnerka  noctyuite  no
dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fgHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKy, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBsTe poBHO 2 M
OYULLEHHOW BOAbI.

. HapeHbte npo6ky "
Konna4yok u pante noctosatb 10-20
MWHYT, YTOObI coaepxumoe

MOMHOCTBI  PacTBOPWUIOCL, Mocne
Yero OCTOPOXHO MoKayamnTe (OrakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEPHO
10 pa3s. Wasberante obpa3oBaHusi
nexbl. HE B3BANTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonblUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnm <-20°C
C MNMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIV obpasey
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyto MHdOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa u  PykoBoactBe Mo
akcnnyartauum cuctemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukum In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHbiX NapTUii.

. He cmewwuBaiite cBexue
KOHTPOMU C KOHTPONSMU, GbIBLUMU B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. KoHTpornbHbIe 0o6pasubl
BNP He copepxar wmatepuanos
YeroBe4eCcKoro MPOVCXOXAEHUs, HO
HeT abConioTHOM rapaHTuW, YTO OHU

He cofepxat VHMEKLMOHHBIX
areHToB. [Moatomy c ATUMU
maTepuanamu BCE paBHO

Heobxoammo obpaluaTtbCa C TON e
OCTOPOXHOCTbIO, Y4TO M ¢ oBpasuamm
oT nauveHToB. Wcnonb3ayeTcs
crneunanucTamm naboparopun,
npoLueALwnMn COOTBETCTBYHOLLYIO
MOAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLueaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNETeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

SkcnnyaTauMoHHble
XapaKTepPUCTUKU

BHelwHun Bng

BHeLwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB "
dnokynsiHToB. BHelwwHsia  ynakoBka
[omkHa OblTb LEenorW 1 He UMETb
NoBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MonHasi, TouHasi, YeTkas u
nerko uaeHTudnLmnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHOCTb MexAay briakoHamu
KoacbdmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.

Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMonornyecknx "
BromeanuuHckux nabopaTopusix.



BNP KoHTponb

Shenzhen
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Ever-Blue

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain
WaHnxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).
OundewTpacce 80,
20537 rambypr, l'epmanus
MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp
Abbpesmar O6BbscHeHne
ypa

KaTanoxHbin
HOMep (apTuKymn)

[REF]
wl

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom
coobulecTee

®

Mmnoptep

CEs

MapxkupoBka
cooTtBeTcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEWN Nno
NpYMEHEHWIO

OCTOpOXHO

b =

[ns gnarHoctukm
In vitro

=
o
—

Howmep nora

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

HW3KMIn KOHTpOnb

Bbicokuin
KOHTpPOIb

S

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
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O

TemnepatypHbIn
nMMnT

—
—

OTON CTOPOHOW
BBEpX

||

Xpynkui,
obpawarbes
OCTOPOXHO

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

GHS07 MN306paxeHns
ans
npeaynpexaexns

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH
. OnacHblii KOMMoHeHT: 0,1%

npoknuHa 300 (peakuuoHHasi macca:
5-xnop-2-meTnn-4-n3oTnasonunH-3-oH
[Homep EC 247-500-7] n 2-meTun-2H-
n3otnason-3-oH [Homep EC 220-239-
6] (3:1)).

. CurHanbHoe
MpeanynpexaeHve

. 3asBneHnsa o6 onacHocTu:
H317: MOXeT BbI3BaTb
annepruyeckyto peakLmio Koxm.

. H412: BpegeH ans BogHbIX
opraHvM3aMoB c AnUTenbHLIMU
nocneacTeUsaMu.

. Mepbl NpegoCcTOpPOXHOCTK:
. P261: W3beranTe
BAbIXaHWS
nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

CNnoBO:

. P280: HapeHbTe 3alimMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaxeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pErnoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn

M3meHeHne 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUI

2



ICA KoHTponb

ZCC053
oTpuuarenbHbii: 2x1.0 mr.
NonoXnTtenbHbIn: 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
ICA KoHTpornb

Mpeanonaraemoe ucnonb3oBaHue
ICA KoHTponb npegHa3HaveH Ans
MCMONb30BaHNs B ka4ecTBe obpasua
KOHTPOIsi Ka4yecTBa A1 MOHUTOPUHra
pe3ynbTaToB  MMMYyHOaHanuM3a Ha
aHTUTENa K OCTPOBKOBBLIM KIETKam
(ICA) Ha cucTtemax iFlash.

CopepxaHue

®nakoHel 1,0 Mn x 2 cnakoHa,
X“MepHoe aHTuTENno ICA
(vyenoBeveckoe),
LMTPaTHOKMCIIOTHLIM  Bydbep, BSA,
0,05% ProClin 300.

onTroll|

®dnakoHbl 1,0 Mn x 2, xumepHoe
aHtuteno  ICA  (4enoBeuveckoe),
LMTPaTHOKMCIIOTHbIM  Bydbep, BSA,
0,05% ProClin 300.

Ouana3oH ueneBbIX 3HAYEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

C89050G, iFlash-ICA:
Habop peareHTOB.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs cpoka
rogHocTu npu Temnepartype 2~8°C
(18 mecsiua).

Mocne pa3BefeHUsi KOHTPOIbHbIE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasmMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop
MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpuroroBneHue peareHToB

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

ICA KoHTponb nocrtaBnsietca B
Xugkow copme.

Mepen wu3mepennem dnakoH KK
criegyeT NOMeCTUTb MPU KOMHaTHOM
Temneparype 20-25°C Ha 20 MuHYT
nocre M3BneYeHns u3 xpaHunuwa 2-
8°C.

Mepen wcnonb3oBaHMEM  XOPOLUO
nepemeLlanTe KOHTPOSb, OCTOPOXHO
nepesepHyB ero. He ponyckante
o6pa3oBaHus My3bIPbKOB.

Mposeaute Tect KK.

Pa3noxute KOHTPONbHbIN MaTepuan
no HeCKOMbKMUM HebonbLMM
drnakoHam W XxpaHuTe uX npu
Temnepartype 2-8°C unm -20°C c
repMeTu4HOM KPbILLKON ansi
nanbHenLWwnx nccneaoBaHuii.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIV obpasey
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyto MHOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa u  PykoBoactBe Mo
akcnnyartaumm cuctemsl iFlash.

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. Ecnn koHTponb  gomkeH
ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHbiX NapTUii.

. He cmewwuBaiite cBexue
KOHTPOMU C KOHTPONSMU, GbIBLLUMU B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst CpoKa rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTuUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusauma BCex OTXOOOB
OOMKHa NpPOU3BOAUTLCS B
COOTBETCTBUU c MECTHbIMU
npaBsunamu.

. Mpwu
KOHTPOIbHbIMMU
HaJeBanTe nepyartku.
. Ouuctute "
npogesvuHUUMpynTe BCEe pasnuTble
CpeAcTBa  KOHTPOMs  MOAXOASILLMM
OEe3VHOULMPYIOLWLUM CPEACTBOM.

pabote c
BeLlecTBaMm

. Bbino nportectupoBaHo U
yCTaHOBMNEHO, 4YTO BCe MaTepuansl
YernoBe4eckoro NPOUCXOXAEHNS,

BXOASILLME B COCTaB 3TOro NpoaykTa,
He pearupytoT Ha HBsAg, aHTu-HCV,
aHTU-TP, aHtn-BNY-1 n aHtn-BNY-2.
He cyluiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOpbIM MoOr 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTeHUManbHbIA - pUck
3apaxeHusi, noaTomy [aHHbIiA

NpoayKT cregyeT paccMaTpuBaTh Kak

noTeHumanbHo Bronormyeckm
OMacHbIN.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALrMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [HononHntensHyto

MHbopMaLmio 0 NpeaynpexaeHusx n
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb U/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSKUTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 31eKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKU

BHelwHun Bng

BHelwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB n
dnokynsiHToB. BHelwwHsis ynakoBka
[omkHa OblTb LEenorW 1 He UMETb
NOBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MornHasi, TouHasi, YeTkas u
nerko naeHTuduLmnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoachdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHOCTb MexAay briakoHamu
KoacpdmumeHt  Bapuauum (CV)
normkeH 6biTb <10%.

Ccbinkun

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMonornyecknx "
bruomeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,
Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OundewTpacce 80,

20537 rambypr, l'epmaHus

MpunoxeHune A
Ob6bsicHeHNne abbpesumaTtyp



ICA KoHTponb

A66peBuar
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Ob6bACHeHue
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MapxkupoBka
cooTtBeTcTBust CE

c
c €2797 naeHTUUKaLnoH
HbIM HOMEpPOM
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oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro
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TemnepatypHbIn
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OTON CTOPOHOW
BBEpX
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Xpynkun,
obpawarbes
OCTOPOXHO
GHS07 I/1306pa>Keva
ans
npegynpexgeHus

||

MpunoxeHue B:

MpenynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-metnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBO:
MpeaynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb

annepruvyeckyro PeakLmio KoXu.

Perncrpanuna MH B Pocagpasragsope
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. Mepbl NpegoCTOpPOXHOCTY:
. P261: W3berante
BAbIXaHNS

nbinu/geima/rasza/TymaHa/napos/asapo
30omnen.

. P280: HapeHbTe 3alinMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepeg NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MegULMHCKOMN

NMOMOLLbIO.

. P321: HemeaneHHo
obpartutecsb K Bpayy.

. P501: YTtunuasupyite
CcoAepXKUMOoe/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHAPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn

M3meHeHne 03 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
MN3MEHEHUN

2



Autoimmune Diabetes Multi KoHTponb

ZCC052
oTpuuartenbHbIi: 2x2.0 mr.
NONOXUTENbHbIN: 2x2.0 M.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
AUTOIMMUNE DIABETES MULTI
KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
AUTOIMMUNE DIABETES MULTI
KoHTponb npepHasHayeH ans
ncnonb3oBaHus B kavectse obpasua
KOHTPOMS kKa4yecTBa AN MOHUTOPUHra
pesynsratoB MMMyHoaHanunsa GADA,
IAA, IA-2A n ZnT8A Ha cuctemax
iFlash.

CopepxaHue

®dnakoHbl 2,0 Mn x 2, XxumepHoe
aHTuTeno IAA, xvMepHoe aHTUTeno
ZnT8A, xumepHoe aHTuTeno IA-2A n
GADA (4enoBeveckoe), LUTpaTHbIN
bydep, BSA, 0,05% ProClin 300.

owTrl:]

®dnakoHbl 2,0 Mn x 2, XumepHoe
aHTuTeno IAA, xvMepHoe aHTUTeno
ZnT8A, xumepHoe aHTuTeno IA-2A n
GADA (4enoBeveckoe), LUUTPaTHbIN
6ydep, BSA, 0,05% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaeMble maTepuanbl

C89047G iFlash-GADA,;
C89051G  iFlash-ZnT8A;
C89049G iFlash-IA-2A; C89048G
iFlash-IAA: Habop peareHToB.
OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 10
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MoXHO NOBTOPHO 3amopaxuBaTb U
pasmMopaxuBaTtb 3 pasa.

[lata npon3BoAcTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNakoBKK.
MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpuroroBneHue peareHToB
AUTOIMMUNE DIABETES MULTI

KoHTponb nocraensieTcs B
nModnnmM3npoBaHHoON dopme.

. Cnerka  noctyuite  no
dnakoHy, 4TOObI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPEe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBsTe poBHO 2 M
OYULLEHHOW BOAbI.

. HapeHbte npobky "
Konna4yok u paunte noctosatb 10-20
MWHYT, YTOObI coaepxumoe

MOMHOCTBI ~ PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesBopaunBasi rakoH MpUMEpPHO
10 pas. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonblUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MNMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIV obpasey
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyto MHOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa un  PykoBoactBe Mo
akcnnyartauum cuctemsl iFlash.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHbiX NapTUii.

. He cmewwuBaiite cBexue
KOHTPOMU C KOHTPONSMU, GbIBLUMMU B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne
B3SITUSI.

. He wucnonb3ynte npogykrt
rocre UCTeYeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMmopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. CobniopanTte 0OblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NoAXoAsLMM
Ae3nHULMPYIOLWLUM CPEACTBOM.

. Bbino nporectupoBaHo U
yCTaHOBMNEHO, 4YTO BCe MaTepuansl
YernoBe4eckoro NPOUCXOXAEHNS,

BXOZsILLME B COCTaB 3TOro MpOAyKTa,
He pearupytoT Ha HBsAg, aHTu-HCV,
aHTU-TP, aHtn-BNY-1 n aHtn-BNY-2.

He cyliecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO

UCKMIOUNTb  MOTEHUMAnNbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

noTeHumansHo Bronormyeckm
OnacHbIN.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [HononHntensHyto

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICMaH Mo 3anpocy Mo 3NeKTPOHHOM
noyTe.

AkcnnyaTauuoHHble
XapaKTepPUCTUKU

BHelwHun Bng

BHeLwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLlecTB n
dnokynsiHToB. BHelwHsis  ynakoBka
[omkHa OblTb LEenor 1 He UMETb
NOBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MornHasi, TouHasi, YeTkas u
nerko uaeHTudnLnpyemas.

3annaHupoBaHHbIN pe3ynbTaT



Autoimmune Diabetes Multi KoHTponb

Pesynbrar Tecta pomkeH ObiTb B CrpaHa-
npegenax  Lenesoro  AvanasoHa @ npou3BoauTenb,
3HAYEHUN. nata
OAHOPOAHOCTL BHYTPU Gy ThINKM M3roTOBNEHUS
KoacpdmumeHt  Bapuaumm (CV) YHUKanbHbI
nomkeH coctaBnsAtb <10%. naeHTudukaTop
OpgHopoaHoCTb MexAay dhriakoHamu ycTpoKncTea

KoacpdmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
OgHopogHOCTM  OT
napTuun
KoHueHTpaums npenaparta B Kaxgow
KOHTPOMbHOW NapTum

HW3KMIn KOHTpOIb

Bbicokuin
KOHTpPOIb

napTum K

Cpok rogHoCTH

AHanut KoHueHTpauus
GADA +5% ﬁ'% Buonornyeckmii
IAA 5% L 9 puck
1A-2A +5% 8°C B
ZnT8A +5% TemnepatypHbIn
2 nMMnUT
Cchbinku B B
1. My6rvkaums HHS, 5-e usnawve, TT JToM CTOPOHOM
nekabpb 2009 r. BuoGesonacHocTb B BBEpX
MUKpPOBMONornyecknx " Xpynkuit
BromeanuuHckux nabopaTopusix. ! obpaluaTbes
OCTOPOXHO
Shenzhen Ever-Blue — TOPOXH
Biotech Co., Ltd., Room xR Wsobpakerus
1401, Building 1, No.40, e n””e" orits
Baolong 2nd Road, pPeaynpexa
Baolong Subdistrict, n B:
Longgang District, punoxenue bB:
Shenzhen, Guangdong, Mpenynpexaenus " mepb!
518116, Kutait NpPeaoCTOPOXHOCTH
. OnacHbii KOMMOHEHT:

0,05% npoknuHa 300 (peakunoHHas

LWanxan  WNHTepHewHn )
[EC|REP|  Xomawnr Kopn., Im6X macca: 5-xnop-2-meTun-4-
(EBpona). n3oTnasonuH-3-oH [Homep EC 247-
JiicbewwTpacce 80 500-7] n 2-metun-2H-n3otnason-3-oH

20537 rambypr, l'epmanus

MpunoxeHune A

Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

]

KaTanoxHbin
HoMep (apTuKymn)

wl

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponenckom
coobulecTee

®

Mmnoptep

c €2797

MapxkupoBka
cooTtBetcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakombTECH C
MHCTPYyKLMEWN Nno

NPUMEHEHUI0
A OCTOpOXHO
Onsa ANarHoCTMKM
In vitro
LOT Howmep nora

Perncrpanuna MH B Pocagpasragsope
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[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOoxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
30omnen.

. P280: HapeHbTe 3alimMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCTONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu unu
cbinu: obpatuTecb 3a MeauLMHCKON

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAEepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pErnoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHbIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHne 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUN

2



Adiponectin KoHTponb

ZCC051
HU3KMI: 2x2.0 mn.
BbICOKMI: 2x2.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
ADIPONECTIN KoHTpornb

ﬂpe,qnonaraemoe ucnonb3oBaHue

ADIPONECTIN

KoHTponb

npegHasHa4veH Ons ncnonb3oBaHUA B

KadyecTBe obpasua
KayecTBa ans
pe3ynbTaTtoB  MMMYyHOaHanuMsa

aAunoHeKTUH Ha cuctemax iFlash.

KOHTpOnsi
MOHUTOPUHra
Ha

CopepxaHue

ICONTROL{L

®dnakoHbl 2,0 MI x 2,
PEKOMOUHAHTHBIN aAUMNOHEKTUH,

6ycep HEPES, BSA, 0,05% ProClin

300.

ICONTROL|H
®dnakoHbl 2,0 MI x 2,
PEKOMOUHAHTHBIN aAUMNOHEKTUH,

6ydep HEPES, BSA, 0,05% ProClin

300.

Ounana3oH ueneBbIX 3HA4YEHUN

Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbl

YHLO: (C86051
ADIPONECTIN:
peareHTOB, OYMLLeHHas Boda.

XpaHeHue n cTabunbHOCTb

iFlash-
Habop

HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C

(24 mecsiueB).
Mocne pa3seaeHus

KOHTPOIbHblIE

matepuvansl cTabunbHbl B TeYEHUE 7

OHen npu XpaHeHun
Temneparype 20-25°C.
Mocne pa3seaeHus

npw

KOHTPOIbHblIE

MaTtepwuarnbl cTabunbHbl B TedeHne 30

OHen npu XpaHeHun
Temnepartype 2-8°C.
Mocne pa3seaeHus

npw

KOHTPOIbHblIE

MaTtepwuarnbl cTabunbHbl B TedeHne 90

OHen npu XpaHeHun
Temneparype -20°C nnuv Huxe.

npw

MOXHO MOBTOPHO 3aMOpaxuBaTb U

pasMmopaxuBaTtb 3 pasa.

[llata npoun3BoACTBa U CPOK rOAHOCTYU

yKa3aHbl Ha 3TUKETKe YNaKoBKM.
MpumeHnMbIN NpuGop

MoaxoanT Ans aHanM3aTopoB cepum
YHLO (mogenu: iFlash 3000-A, iFlash

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).
MpurotroBneHue peareHToB

ADIPONECTIN KoHTponb
nocraensieTcst B
nModnnmM3npoBaHHoON dopme.

. Cnerka noctyuite  no
dnakoHy, 4TOGbI KOHTPOIbHbIV
maTepuan  okasancsa  Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE
pPe3nHOBY NPOGKY, 4TOOLI BMYCTUTH
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBsTe poBHO 2 Mn
OYULLEHHOW BOAbI.

. HapeHbte npobky "
Konna4yok u pante noctosatb 10-20
MWHYT, 4TOGHI copepxumoe
MOMHOCTBI ~ PacTBOPWIOCL, Mocne

Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEpPHO
10 pas. Wasberante obpa3oBaHus
nexbl. HE B3BANTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.

. Pa3sneiite KOHTPOIbHbIV
marepuarn no HECKONbKNM

HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnu <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTu4eckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIV obpasey
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyo MHdOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa u  PykoBoactBe Mo
akcnnyartauum cuctemsl iFlash.

MpenynpexaeHus ] Mepbl
npenoCcTOPOXHOCTH

. [Onsa guarHoctukm In vitro

. Ecnn KoHTponb  gomkeH
ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmeluvBanTe
Martepuarbl pasHbix NapTUi.

. He cmewwuBanTe cBexue
KOHTPOIU C KOHTPONAMU, ObIBLLMMY B
ynotpebnexuu.

. He nepenveante

KOHTPOnbHbIA MaTepuan obpaTHO B

opuUrMHanbHbIN dnakoH nocne

B3SITUSI.

. He wucnonb3ynte npogykrt

rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi

3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte

NpoAYKT Nepes OTKPbITUEM.

. CobniopanTte 0bblYHbIE

Mepbl NpeAoCTOPOXKHOCTH,
1

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu
KOHTPOMbHLIMM
HaJeBanTe nepyartku.
. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpeactBa  KOHTPOMS  NOAXOASLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. Bbino nporectupoBaHo U
yCTaHOBMNEHO, 4YTO BCce MaTepuansl
YernoBe4eckoro NPOUCXOXAEHNS,
BXOASILLME B COCTaB 3TOro NpoaykTa,
He pearupytoT Ha HBsAg, aHTu-HCV,
aHTu-TP, aHtn-BNY-1 n aHtn-BNY-2.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM MoOr 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIA - pUCK
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
noTeHumansHo Bronormyeckm
OnacHbIN.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

pabote c
BeLlecTBaMm

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCWTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepPUCTUKU

BHelwHun Bng

BHelwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB n
dnokynsiHToB. BHelwwHsin  ynakoBka
[omkHa OblTb LEenor 1 He UMETb
NOBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MornHasi, TouHasi, YeTkas u
nerko naeHTuduLmnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dbriakoHamu
KoacbdmumeHt  Bapuauum (CV)
normkeH 6biTb <10%.



Adiponectin KoHTponb

Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B

MUKpPOBMONornyecknx
BromeanuuHckux nabopaTopusix.

Shenzhen

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,

518116, Kutan

WaHxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).

OwndewTpacce

20537 rambypr, l'epmaHus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

A66peBuar
ypa

Ob6bACHeHue

KaTanoxHbin
HOMep (apTuKymn)

[REF]
wl

Mponssogutens

YNOMHOMOYEHHBbIN
npeacTaBuTens B
EBponenckom
coobulecTse

®

Mmnoptep

CErs

MapxkupoBka
cooTtBeTcTBusi CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakombTECH C
MHCTPYyKUMEN Nno
NpYMEHEHWIO

OCTOpOXHO

BB =

[ns gnarHoctukm
In vitro

=
[e]
—

Howmep nota

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBMNEHUS

YHUKanbHbI
naeHTudukaTop
yCTpOWCTBa

HW3KMIn KOHTpOIb

Bbicokuin
KOHTpPOIb

S

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
pe
O

TemnepatypHbIn
nMMnT
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T T OTON CTOPOHOW
1l BBEPX
Xpynkun,
! obpaLiatbest
OCTOPOXHO
GHS07 MN306paxeHns
ans
npegynpexaexus

MpunoxeHue B:

MpenynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHblii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
130Tnas3onuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeaynpexaeHve

. 3asiBneHns o6 onacHoCTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOoxu.

. Mepbl NpegoCcTOpPOXHOCTK:
. P261: WN3beranite
BAbIXaHMSA

nbinu/geima/rasza/TymaHa/napos/asapo
30omnen.

. P280: HapeHbTe 3alinMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupante
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeguLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MEeCTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHun

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
MN3MEHEHUN

2



HA KoHTponb

ZCC039
HU3kMI: 1x1.0 mn.
Bblcokun: 1x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
HA KoHTpornb

Mpeanonaraemoe ucnonb3oBaHue
HA KoHTponb npegHa3HaveH Ans
MCMONb30BaHNs B ka4ecTBe obpasua
KOHTPOIsi Ka4yecTBa A1 MOHUTOPUHra
pesynbLTaToB UMMYyHOaHanu3a
rmanypoHoBon kucnotel (HA) Ha
cuctemax iFlash.

CopepxaHue

ICONTROL{L

®dnakoHbl 1,0 mn x 1, 'ManypoHoBasi
KucnoTta (kypuHas), 6ydep nMMoHHON
kucnotbl, BSA, 0,05% ProClin 300.

ICONTROL{H

®dnakoHbl 1,0 mn x 1, 'ManypoHoBasi
Kucnota (kypuHas), bydep nMMoHHON
kucnotbl, BSA, 0,05% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

YHLO: C86045 iFlash-HA:
Habop peareHTOB,
ouuLLEeHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsiueB).

Mocne pa3BedeHUs KOHTPOMbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.
MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
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MpuroTroBneHue peareHToB
HA KoHTponb nocrtaBnsietcs B
nMonnM3npoBaHHON dopme.

. Cnerka  noctyuite  no
dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKy, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. Oobaeste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHbte npo6ky "
Konna4yok u pante noctosatb 10-20
MWHYT, YTOObI coaepxumoe

MOMHOCTBI  PacTBOPWUIOCL, Mocne
Yero OCTOPOXHO MoKayamnTe (OrakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEPHO
10 pa3s. Wasberante obpa3oBaHusi
nexbl. HE B3BANTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonblUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnm <-20°C
C MNMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

3101 KOHTPOIbHbIV obpasey
ucnonb3yeTcs TOMbKO B KayecTse
aKcnepumMeHTanbHoro obpasua.
[ononHuTenbHyto MHdOpMaLmio
CMOTpUTE BO BKNafbllle K ynakoBke
peareHTa u  PykoBoactBe Mo
akcnnyartauum cuctemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukum In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHbiX NapTUii.

. He cmewwuBaiite cBexue
KOHTPOMU C KOHTPONSMU, GbIBLUMU B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. B KOHTPOIbHbIX
matepuanax HA He cogepxurcs
maTepuanos 4YenoBeYveckoro

NPOUCXOXAEHUSI, HO HET abCconTHON
rapaHTUM, 4YTO OHU He copepxar
MH(EKLMOHHBIX areHToB. [loatomy ¢
aTMKM  MmaTepuanamu  Heo6xoaMMO
obpawartbes c oM xe
OCTOPOXHOCTbIO, Y4TO M ¢ oBpasuamm
naumeHToB.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALrMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWMnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCKTCA K macnopTy 6esonacHocTu
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICMaH Mo 3anpocy Mo 31eKTPOHHOM
nouyTe.

SkcnnyaTauMoHHble
XapaKTepUCTUKU

BHelwHun Bng

BHeLwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB "
dnokynsiHToB. BHelwHsia  ynakoBka
[omkHa OblTb LEenor 1 He UMETb
NOBpEeXAEHWN;  MHpopmaums  Ha
3TVKeTKax MonHasi, TouHasi, YeTkas u
nerko uaeHTuduLmnpyemas.

3annaHnpoBaHHbIN pe3ynbTaT
Pesynbratr Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacpdmumeHt  Bapuauum (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay briakoHamMmu
KoacbdmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.

Ccbinkun

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeamuuHckux nabopaTopusix.



HA KoHTponb

Shenzhen
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Ever-Blue

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain
WaHnxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).
OundewTpacce 80,
20537 rambypr, l'epmanus
MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp
Abbpesmar O6BbscHeHne
ypa

KaTanoxHbin
HOMep (apTuKymn)

[REF]
wl

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom
coobulecTee

®

Mmnoptep

CEs

MapxkupoBka
cooTtBeTcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEWN Nno
NpYMEHEHWIO

OCTOpOXHO

b =

[ns gnarHoctukm
In vitro

=
o
—

Howmep nora

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

HW3KMIn KOHTpOnb

Bbicokuin
KOHTpPOIb

Wil g e

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
pe
O

TemnepatypHbIn
nMMnT

—
—

OTON CTOPOHOW
BBEpX

||

Xpynkui,
obpawarbes
OCTOPOXHO

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

GHS07 MN306paxeHns
ans
npeaynpexaexns

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH
. OnacHblii KOMMOHEHT:

0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHoCTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupante
ee nepeg NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu unu
cbinu: obpatuTecb 3a MeguLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MEeCTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHbIMU
npasunamu.

MpunoxeHue C:
McTopusi smeHeHnn

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUN

2



PCT KoHTponb

ZCC036
HU3KMI: 2x2.0 mn.
BbICOKUI: 2x2.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
PCT KoHTtponb

Mpeanonaraemoe ucnonb3oBaHue

PCT KoHTponb npegHasHaveH AOns
MCMONb30BaHNs B ka4ecTBe obpasua
KOHTPOIsi Ka4yecTBa A1 MOHUTOPUHra
pesyneratoB uMMmyHoaHanu3a PCT
Ha cuctemax iFlash unu iStar500.

CopepxaHue

ICONTROL]L

®dnakoHbl 2,0 MI x 2,
PekoMBUHaHTHbI PCT

(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

ICONTROL|H
odnakoHbl 2,0 mn x 2, PCT
PekoMBUHaHTHbI PCT

(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

Ounana3oH ueneBbIX 3HAYeHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaAeMble MmaTepuanbl

YHLO: C86039/C86039-L,
iFlash-PCT: Habop
peareHToB, O4MLLEHHas BoAa.

E Drawray: DC76014, iStar
PCT: Habop peareHTOB,

ouuLeHHas Boda

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsiueB).

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTepwuarnbl cTabunbHbl B TeveHve 3
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pas3mMopaxuBaTtb 2 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNakoBKM.

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-

A, iFlash  9000-A) wu pgns
XEMUITIIOMUHECLIEHTHOTO
MMMYHOaHanusaropa Drawray

(mogens: iStar 500).

MpuroroBneHue peareHToB
PCT KoHTponb nocTtaBnsercs B
nnodnnmM3npoBaHHoON dopme.

. Cnerka noctyuite  no
dnakoHy, 4TOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBsTe poBHO 2 Mn
OYULLEHHOW BOAbI.

. HapeHbte npo6ky "
Konna4yok u pante noctosatb 10-20
MWHYT, YTOObI cogepxumoe

MOMHOCTBI ~ PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKayamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEpPHO
10 pas. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoueayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

[aHHbIn ~ KOHTpPONnbHbLIM ~ 06paseL
ucnonb3yeTcs TOMbKO B KayecTse
3KCMNepUMeEHTanbHOro.
[ononHuTenbHy0 MHOPMaLMIO CM.
B WHCTPYKUMM MO  NPUMEHEHWUIO
peareHTa un  PykoBoactBe Mo
akcnnyataumm cuctemsl iFlash nnm
pyKoBOACTBE MO 3JKcnnyaTtauuu iStar
500.

MpenynpexaeHus ] Mepbl

npefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cMmelunBante
maTepuanbl pasHblX NapTUii.

. He cmewwuBaiite cBexue
peareHTbl C peareHTamu, GbIBLLMMY B
ynotpebnexuu.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne
B3SITUS.

. He wucnonb3ynte npogykrt
rocre UCTeYeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMmopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. CobniopanTte 0OblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NoAXoAsLMM
Ae3nHULMPYIOLWLUM CPEACTBOM.

. B KOHTPOIbHbIX
matepuanax PCT He cogepxwurtcs
maTepuanos 4YenoBeYveckoro

NPOUCXOXAEHUSI, HO HET abCconTHON
rapaHTUu, 4YTO OHU He copepxar
MH(EKLMOHHBIX areHToB. [loatomy ¢
aTMKM  MmaTepuanamu  Heob6xoaMMOo
obpawartbes c oM xe
OCTOPOXHOCTbIO, 4TO M ¢ obpasuamm
naumeHToB.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsIMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKU

BHelwHun Bng

BHelwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLlecTB n
dnokynsiHToB. BHelwwHsia ynakoBka
[omkHa OblTb LEnor 1 He UMETb
NOBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MonHasi, TouHasi, YeTkas u
nerko uaeHTudunLmnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.



PCT KoHTponb

OpgHopoaHoCTb MexAay dhriakoHamMmu
KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.

Kpatkoe onucaHue Ge3onacHocTu
7 3KCNIyaTaLlMOHHbIX
XapaKTepucTuk

KpaTkas MHopMaLuusi o
6e30nacHOCTV M 3KCMnyaTauMOHHbIX
XapakTepuctukax  AOCTynHa Mo
agpecy:
https://ec.europa.eu/tools/eudamed/#
/screen/home

Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMONornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHxan  UHTepHewHn

m Xonguur  Kopn., 'm6X
(EBpona).

OndpewwiTpacce 80,

20537 rambypr, l'epmaHus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

Mponssogutens

- KaTanoxHbin
HOMep (apTuKymn)

YNONMHOMOYEHHBbIN
E npeacTaBuTens B
EBponenckom
coobuiecTse

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

m
(2]

c
C €2797 naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEN Nno

YHUKanbHbIN

naeHTudukaTop
yCTpOWCTBa
(coNTROL]L] Hu3Kuit KOHTpOrb
Bbicokui
KOHTpOnb

Cpok rogHoCTH
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Xpynkuw,
obpawarbes
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

||

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-metnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMSA

nbinu/geima/rasza/TymaHa/napos/asapo
30omnen.

. P280: HapeHbTe 3alinMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 oAexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaxeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKON
NMOMOLLbHO.

. P321: HemeaneHHo
obpartutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOE/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

NPUMEHEHUI0 npasunamm.
A OcTopoxHO Mpunoxexune C:
[Lrs QMarHoCTIKM NcTopus nameHeHun
IvD i " 0201
In vitro 3MEHeHWe
LoT Homep nota [lata 2024-07-01
KpaTkoe N3meHeHne
CrpaHa- onucanue MakeTa
dl npovssoauTensb, U3MEHeHMI
farta
U3roTOBMNEHNS



AMH KoHTponsb

ZCCo027
HU3KMI: 2x3.0 mn.
BbICOKMI: 2x3.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
AMH KoHTtponb (AHTU-Mionnepos
FOPMOH KOHTPOJb)

Mpeanonaraemoe ucnonb3oBaHue
AMH KoHTponb npegHasHaveH Ans
MCMONb30BaHNs B ka4ecTBe obpasua
KOHTPOIsi Ka4ecTBa A1 MOHUTOPUHra
pesynsratoB MMMyHoaHanu3a AMH
Ha cuctemax iFlash unu iStar500.

CopepxaHue

ICONTROL{L

odnakoHbl 3,0 mn x 2, AMH
(vyenoBeveckumin), Bydep PBS,
OOMOSMHEHHbI  peTanbHON  Bblubeit
cbiBopoTkon u BSA 0,05% ProClin
300.

CONTROL{H

odnakoHsl 3,0 mn x 2, AMH
(vyenoBeveckuin), Bydep PBS,
OOMOMHEHHbI  eTanbHON  Bblybeit
cbiBopoTkon u BSA 0,05% ProClin
300.

Ouana3oH ueneBbIX 3HAYEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

- YHLO: C86002 iFlash-AMH

Drawray: DC76006 iStar-
AMH.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs cpoka
rogHocTu npu Temnepartype 2~8°C
(18 mecsiueB).

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasMmopaxuBaTtb 3 pasa.

[lata npoun3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNakoBKM.

MpumeHnMbIN NpuGoOp

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MoaxoanT Ans aHanuM3aTopoB cepum
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-

A, iFlash  9000-A) wu pgns
XEMUITIIOMUHECLIEHTHOTO
MMMYHOaHanmsaropa Drawray

(mogens: iStar 500).

MpuroroBneHue peareHToB

AMH KoHTponb nocTaBnsieTca B
Xugkow copme.

Mepen wu3mepennem dnakoH KK
criepyet NoMecTUTb NpU KOMHAaTHOM
Temneparype 20-25°C Ha 20 MuHYT
nocre M3BnevYeHns u3 xpaHunuwa 2-
8°C.

Mepen wcnonb3oBaHMEM  XOPOLUO
nepemeLlanTe KOHTPOSb, OCTOPOXHO
nepesepHyB ero. He ponyckante
o6pa3oBaHus My3bIPbKOB.

Mposeaute Tect KK.

Pa3noxute KOHTPONbHbIN MaTepuan
no HeCKOMbKMUM HebonbLMM
cdrnakoHam W XxpaHuTe uMX npu
Temnepartype 2-8°C unm -20°C c
repMeTu4HOM KPbILLKON ansi
nanbHenWwnx nccneaoBaHui.

Mpoueaypa aHanusa

OTOT KOHTPONb UCNONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKMagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash n iStar 500.

MpenynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukum In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBavite KOHTpoONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUS.

. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amopaxuBanTte
NpoAYyKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoaumble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[AOMKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCEe pasnuTble
cpedctBa  KOHTPOMsS  NOAXOASLLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO NpOAyKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.
He cyuiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOpbIM Mor 6bl C
abconoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUManbHbIN - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALrMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICMaH Mo 3anpocy Mo 31eKTPOHHOM
nouyTe.

SkcnnyaTauMoHHble
XapaKTepPUCTUKU

BHelwHun Bng

BHeLwHuin BUO  AOMKeH 6bITb
nNpo3payHbIM, bes 0CajKoB,
B3BELLEHHbIX BeLLecTB "
dnokynsiHToB. BHelwHsis  ynakoBka
[omkHa OblTb LEenor 1 He UMETb
NoBpEeXAEHWN;  MHopmaums  Ha
3TVKeTKax MornHasi, TouHasi, YeTkas u
nerko uaeHTudnLnpyemas.

3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npejenax — UeneBoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacpdmumeHt  Bapuauum (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay briakoHamMmu

KoachdmumeHt  Bapuauum (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.



AMH KoHTponsb

Shenzhen
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Ever-Blue

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,
Shenzhen, Guangdong,
518116, Kutain
WaHnxan  UHTepHewHn
m Xonguur  Kopn., 'm6X
(EBpona).
OundewTpacce 80,
20537 rambypr, l'epmanus
MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp
Abbpesmar O6BbscHeHne
ypa

KaTanoxHbin
HOMep (apTuKymn)

[REF]
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Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
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®
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CEs

MapxkupoBka
cooTtBeTcTBust CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKUMEWN Nno
NpYMEHEHWIO

OCTOpOXHO
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[ns gnarHoctukm
In vitro

=
o
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Howmep nora

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

HW3KMIn KOHTpOnb

Bbicokuin
KOHTpPOIb

Wil g e

Cpok rogHoCTH

Buonorunyecknin
puck

e

o~
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O

TemnepatypHbIn
nMMnT

—
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OTON CTOPOHOW
BBEpX

||

Xpynkui,
obpawarbes
OCTOPOXHO
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GHS07 MN306paxeHns
ans
npeaynpexaexns

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH
. OnacHblii KOMMOHEHT:

0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHoCTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupante
ee nepeg NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu unu
cbinu: obpatuTecb 3a MeguLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOe/KOHTENHEP B
COOTBETCTBUM c

MEeCTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHbIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUN

2



Rheumatoid Arthritis Multi KoHTponb

ZCC009
oTpuuartenbHbIi: 2x2.0 mi.
NONOXUTENbHbIN 2X2.0 M.

ns guarHoctuku In vitro
A

C €2797

HasBanue
Rheumatoid Arthritis Multi Kontponb
KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
Rheumatoid Arthritis Multi KoHTponb
npegHasHayeH 4nsi MCMONb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesyneratoB uMMyHoaHanusa RF, RF
IgG, RF IgM and Anti-CCP Ha
cuctemax iFlash.

CopepxaHue

[CONTROL| -

dnakoHbl 2,0 mn x 2, Anti-CCP, RF
IgM, RF, RF IgG (4enoBedveckuit),
Tpuc-bycpep, BSA, 0,05% ProClin
300.

CONTROL/{ +

dnakoHbl 2,0 mn x 2, Anti-CCP, RF
IgM, RF, RF IgG (4enoBedveckuit),
Tpuc-bycpep, BSA, 0,05% ProClin
300.

Ouana3oH ueneBbIX 3HAYEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heo6xoaumeble, HO He

npegoctaBnsaeMble MmaTepuanbi

HasBaHue
C89017G iFlash-Anti-
CCP
C89035G iFlash-RF 1gG
C89036M iFlash-RF IgM
C89038Z iFlash-RF

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90

Perncrpanuna MH B Pocagpasragsope
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OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pa3mMopaxuBaTtb 3 pasa.

[lata npoun3BoAcTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe yNakoBKK.

MpumeHnMbIA NpuGop

MopxoanT Ans aHanM3aTopoB cepun
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpuroroBneHue peareHToB
Rheumatoid Arthritis Multi KoHTpornb

rocraensieTcsi B
nModnnmM3npoBaHHON dopme.

. Cnerka noctyuite  no
dnakoHy, 4TOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumMuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKy, 4TOGbI BMYCTUTb
BO34yX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBbTe poBHO 2 M
OYULLEHHOW BOAbI.

. HapeHste npobky "
Konnavyok u pante noctosatb 10-20
MWHYT, YTOObI cogepxumoe

MOMHOCTBK ~ PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuUTE
codepXuMoe  CBepxXy, OCTOPOXHO
nepesBopaunBasi rakoH MpUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTbIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoueayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

OTOT KOHTPONb UCNONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHpopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cuctemsl iFlash.

MpenynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoguMmMoO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBavite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbI MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUs: CpoKa rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTuUm.

. He 3amMmopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. CobniopanTte 0OblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NoAXoAsLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHNS
[aHHOTO MNpOAYKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n aHtm-TP.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIN - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTEHLUManbHyo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCKTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKUTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsIMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbBIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, kotopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOAbBl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
GNoKKy”n.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;



Rheumatoid Arthritis Multi KoHTponb

MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunymnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HAYEHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dhriakoHamu

KoachdmumeHt  Bapuauum (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMONornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutan

WaHnxan  UHTepHewHn

m Xonguur  Kopn., 'm6X
(EBpona).

Ondpewrtpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHNne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

Mponssogutens

- KaTanoxHbin
HoMep (apTuKymn)

YNONMHOMOYEHHBbIN

npencrtaBuTenb B

EBponernckom
coobulecTee

@ Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
C €2797 naeHTUUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEWN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

Howmep nora

CrpaHa-
npou3BoauTeEnb,
faata
M3roTOBMEHUS
YHUKanbHbI
naeHTudukaTop
yCTpOWCTBa

g B EEE =
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OTpuuaTenbHbIn
KOHTpPOIb
[onoXuTenbHbI
KOHTpPOIb

Cpok rogHoCTH
(E"x B1ONoryeckmin
\ll pu1ck

8°C .
TemnepatypHbIn
20 nmmMuT

T T OTON CTOPOHOW
1 BBEpX
Xpynkuw,
I obpaiyarbcs
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

MpunoxeHue B:

MpenynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-metnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTK:
. P261: WN3berante
BAbIXaHMSA

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alinMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaxeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CcoAepXKUMOoe/KOHTENHEpP B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn

M3meHeHne 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
N3MEHEHUI

2



dsDNA IgG KoHTponb

ZCCo008
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
dsDNA IgG KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
dsDNA IgG KoHTponb npegHasHayeH
ONs MCMONb30BaHWs B KavecTse
obpa3ua KOHTponsi KadyecTBa Ans
MOHWUTOPUHIa pe3ynesTaToB
MMmyHoaHanusa aHTuten dsDNA IgG
Ha cuctemax iFlash.

CopepxaHue

[CONTROL| -

®dnakoHbl 1,0 mn x 2, dsDNA IgG
(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

CONTROL/{ +

®dnakoHbl 1,0 mn x 2, dsDNA IgG
(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npegocTaensAeMble MaTepuansl
C89015G, iFlash- dsDNA

- IgG: Habop peareHTOB.
OunieHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasmMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
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MpuroTroBneHue peareHToB
dsDNA 1gG KoHTponb nocrtaBnsietcsi
B NModmnuampoBaHHow chopme.

. Cnerka noctyuite  no
dnakoHy, 4TOObI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. OobaBste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHbte npobky "
Konnavyok u pante noctoaAtb 5-10
MWHYT, YTOObI coaepxumoe

MOMHOCTBK ~ PacTBOPWUNOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OriakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbllwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gormkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoguMMO — MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpeactBa  KOHTPOMS  NOAXOASLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHNS
[aHHOTO NpOAyKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM MoOr 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIN - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyAapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCWTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
GNOKKy”.

BHewHas ynakoBka p[ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLms Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunumnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEeHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dbriakoHamMmu



dsDNA IgG KoHTponb

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutan

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

Ondpewrtpacce 80,

20537 rambypr, l'epmaHuns

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

Mponssogutens

- KaTanoxHbin
HOMep (apTuKymn)

YNONMHOMOYEHHBbIN
E npeacTaBuTens B
EBponernckom
coobuiecTse

m
o

8°C .
TemnepatypHbIn
2% nMMnT
T T OTON CTOPOHOW
BBEpX
Xpynkun,
! obpawartbes
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
c €2797 naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

0 Howmep nora

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. N3berante nonagaHus B
OKpY>KaloLLyto cpeay.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupante
ee nepeg NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeguLMHCKON

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOE/KOHTENHEP B
COOTBETCTBUU c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnn
N3meHeHne 02 01

CrpaHa-
npou3BoauTeEnb,
faata
M3roTOBMEHUs

[ata 2024-07-01
KpaTkoe N3meHeHne
onucaHue maketa

N3MEHEHUN

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

il B & EEs B

Cpok rogHoCTH

Buonorunyecknin
puck

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



ANA KoHTponb

ZCCo007
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBaHue
ANA KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
ANA KoHTponb npegHasHayeH Ans
ncnonb3oBaHusl B kavectse obpasua
KOHTPOMS kKayecTBa AN MOHUTOPUHra
pesynsratoB uMmyHoaHanm3a ANA
(AHTUsIOEPHbIE aHTuTena) Ha
cuctemax iFlash.

CopepxaHue

[CONTROL| -

odnakoHbl 1,0 mn x 2, ANA
(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

CONTROL/{ +

odnakoHbl 1,0 mn x 2, ANA
(vyenoBeueckuin), Tpuc-bydep, BSA,
0,05% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa
LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.

Heob6xoaumeble, HO He
npepocTaBnsieMble MaTepuansi
C89033G, iFlash-ANA:
Habop peareHToB.
OunieHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pasmMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpuroTroBneHue peareHToB
ANA KoHTponb nocrtaBnsietcss B
nMonnM3npoBaHHON dopme.

. Cnerka noctyuite  no
dnakoHy, 4TOObI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. OobaBste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHbte npobky "
Konna4yok u pante noctosatb 10-20
MWHYT, YTOObI coaepxumoe

MOMHOCTBK ~ PacTBOPWUNOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OriakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BANTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnu <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbllwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoguMMO — MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpeactBa  KOHTPOMS  NOAXOASLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHNS
[aHHOTO NpOAyKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM MoOr 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIN - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm nabopatopwuit,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCWTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
GNOKKy”.

BHewHas ynakoBka p[ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLms Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunumnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEeHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dbriakoHamMmu



ANA KoHTponb

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutan

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

Ondpewrtpacce 80,

20537 rambypr, l'epmaHuns

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

Mponssogutens

- KaTanoxHbin
HOMep (apTuKymn)

YNONMHOMOYEHHBbIN
E npeacTaBuTens B
EBponernckom
coobuiecTse

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

m
o

c
c €2797 naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

8°C .
TemnepatypHbIn
2°C nMMnT

OTON CTOPOHOW
BBEpX

!

—

Xpynkun,
! obpawartbes

OCTOPOXHO

GHS07 MN306paxeHns
ans

npegynpexnexus

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

0 Howmep nora

CrpaHa-
npou3BoauTeEnb,
faata
M3roTOBMEHUs

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

Cpok rogHoCTH

xlf] B & EEs B

Buonorunyecknin
puck

Perncrpanuna MH B Pocagpasragsope
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MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onucaHue MakeTa
N3MEHEHUI

2



Anti-B2-Glycoprotein | KoHTponb

ZCC006
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
Anti-B2-Glycoprotein | KoHTponb

MNpeanonaraemoe ucnonb3oBaHue

Anti-B2-Glycoprotein |  KoHTpornb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesyneratoB MMMyHoaHanu3a Anti-
B2-Glycoprotein | Ha cuctemax iFlash.

CopepxaHue

[CONTROL| -

®nakoHel 1,0 mn x 2, Anti-B2-
Glycoprotein | (4enoBeueckun), Tpuc-
bydep, BSA, 0,05% ProClin 300.

CONTROL/{ +

®nakoHel 1,0 mn x 2, Anti-B2-
Glycoprotein | (4enoBeueckun), Tpuc-
6ydep, BSA, 0,05% ProClin 300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AnanasoHa

LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.
Heob6xoaumeble, HO He

npepocTaBnsieMble MaTepuansbl
C89027Z, iFlash-Anti-B2-
Glycoprotein  |I:  Habop
peareHToB.

OuuueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pas3MopaxuBaTtb 2 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop
MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash

Perncrpanuna MH B Pocagpasragsope
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3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).
MpurotroBneHue peareHToB

Anti-B2-Glycoprotein |  KoHTpornb
nocraensieTcst B
nModnnmM3npoBaHHoON dopme.

. Cnerka  noctyuite  no

dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa  Ha  fHe
dnakoHa.

. CHumunTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPEe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MOMHOCTbIO yAanuTe ee.

. Oobaeste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHste npobky "
Konnayok W pante noctoaAtb 5-10
MWHYT, YTOObI cogepxumoe

MOMHOCTBI  PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH npUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTu4eckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopum.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3STUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte

NPOAYKT nepes OTKPbITUEM.

. CobniopanTte 0bbl4YHbIE
Mepbl NpPeAoCTOPOXKHOCTH,
Heobxoammble anst paboTbl CO BCeMU
nabopaTopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO NpOAYKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.

He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO

UCKMIOUNTb  MOTEHUMAnNbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWMnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocrne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
ONOKKy”.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunymnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.



Anti-B2-Glycoprotein | KoHTponb

OpgHopoaHoCTb MexAay dhriakoHamMmu

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OwndewTpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

8°C .
TemnepatypHbIn
2°C nMMnT

!

Xpynkun,
! obpawartbes
OCTOPOXHO

GHS07 MN306paxeHns
ans

OTON CTOPOHOW
BBEpX

—

A66peBuar
ypa

Ob6bACHeHue

- KaTanoxHbin
HOMep (apTuKymn)

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom

coobulecTee

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
C €2797 naeHTNUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

b =

=
[e]
—

Howmep nota

CrpaHa-
npou3BoauUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
yCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

Cpok rogHoCTH

g B &

ﬁ')\ B1ONIOryeckuin
\ll pu1ck

Perncrpanuna MH B Pocagpasragsope
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npegynpexnexus

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onucaHue MakeTa
N3MEHEHUI

2



B2-Glycoprotein | IgM KoHTponb

ZCC005
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
B2-Glycoprotein | IgM KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
B2-Glycoprotein | IgM KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B

KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynsratoB MMMyHOaHanusa B2-
Glycoprotein | IgM Ha cucremax
iFlash.

CopepxaHue

(CONTROL| -

dnakoHbl 1,0 mn x 2, B2-Glycoprotein
I IgM, Tpuc-6ydep, BSA, 0,05%
ProClin 300.

CONTROL +

dnakoHbl 1,0 mn x 2, B2-Glycoprotein
I IgM, Tpuc-6ydep, BSA, 0,05%
ProClin 300.

Ounana3oH ueneBbIX 3HAYeHUN
Obpatutecb Kk nuUCTy AnanasoHa
LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.

Heo6xoaumeble, HO He
npepocTaBnsieMble MaTepuansi
C89052M, iFlash-B2-
Glycoprotein | IgM: Habop
peareHToB.

OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTepwuarnbl cTabunbHbl B TeveHve 3
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pa3mMopaxuBaTtb 2 pasa.

[lata npoun3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpuroroBneHue peareHToB

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

B2-Glycoprotein | IgM KoHTponb

rocraensieTcsi B
nMonnM3npoBaHHON dopme.
. Cnerka noctyuite  no

dnakoHy, 4TOObI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumunTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. OobaBste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHbte npobky "
Konnavyok u pante noctoaAtb 5-10
MWHYT, YTOObI coaepxumoe

MOMHOCTBK ~ PacTBOPWUNOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OriakoH
5-10 pa3. 3atem pacTBopuUTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH MpUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnu <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckme
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbllwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoguMMO — MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3SITUSI.
. He wucnonb3ynte npogykTt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTUm.

. He 3amMopaxuBanTte
NpoAYKT Nepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpPeAoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpeactBa  KOHTPOMS  NOAXOASLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHNS
[aHHOTO NpOAyKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.
He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM MoOr 6bl C
abcontoTHON YBEPEHHOCTLIO
UCKINIOYNTL  MOTEHUMarnbHbIN - pUck
3apaxeHusi, noaTomy [aHHbIiA
NpoAyKT crneayeT paccmaTpuBaTth Kak
NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo
MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6esonacHocTn
OTHOCWTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
GNOKKy”.

BHewHas ynakoBka p[ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLms Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunumnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEeHUN.

OQHOpPOAHOCTb BHYTPU BYThINKKN
KoacbdmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dbriakoHamMmu



B2-Glycoprotein | IgM KoHTponb

KoacpdpmumeHt  Bapuaumm (CV) 8°C N
normkeH 6biTb <10%. /ﬂ/ TemneparypHbiit
CcbInku 2°C mmMuT
1. My6nukauus HHS, 5-e usgaHwue, B B
nekabpb 2009 r. BuobesonacHoCTb B T T 3T0i CTOPOHOM
MMKPOBMOMOrMUECKINX " L BBEpX
BromeanuuHckux nabopaTopusix. Xpynkut,
obpawartbes
Shenzhen Ever-Blue ! OC?I’OI:'-)IO)KHO
Biotech Co., Ltd., Room — N306
1401, Building 1, No.40 N S0DPAKEHMS
’ ! ans
Baolong 2nd Road,
“ Baolong Subdistrict, [PEAYNPEKACHNS
Longgang District, .
Shenzhen, Guangdong, Mpunoxenue B:
518116. KuTait MpepynpexaeHus ] Mepbl
’ npenoCcTOPOXHOCTH
Wanxai  VHTeDHeLHn . OnacHblii KOMMOHEHT:
m XonanHr  Kopn P M6X 0,05% npoknuHa 300 (peakunoHHas
(Eapona) macca: 5-xnop-2-meTun-4-
SichewTpacce 80. M30TNa3onmH-3-oH [Homep EC 247-
’ 500-7] n 2-meTun-2H-1n30TMazon-3-oH
20537 rambypr, lepma
MOYPE, T epmanns [Homep EC 220-239-6] (3:1)).
MpunoxeHue A . CwurHanbHoe CnoBo:
O6bscHeHe ab6pesmnatyp Mpenynpexpenme
. 3aaBneHuss o6 onacHocTu:
H317: MOXeT BbI3BaTb
A66peBuar O6LsICHEHME annepruyeckyto peakLmio KOXu.
ypa . Mepbl NpeAoCTOPOXHOCTY:
E—— . P261: M3berante
E BAbIXaHWS

HOMep (apTuKymn)

[REF]
wl

Mponssogutens

m
o

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom
coobuiecTse

®

Mmnoptep

c €2797

MapxkupoBka
cooTtBeTcTBusi CE
c
naeHTnUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

0o

Howmep nora

CrpaHa-
npou3BoauTeEnb,
faata
M3roTOBMEHUs

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

il B & EEs B

Cpok rogHoCTH

Buonorunyecknin
puck

Perncrpanuna MH B Pocagpasragsope
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nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.
. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onucaHue MakeTa
N3MEHEHUI

2



B2-Glycoprotein | IgG KoHTponb

ZCCo004
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
B2-Glycoprotein | IgG KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
B2-Glycoprotein | IgG KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B

KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynsratoB MMMyHOaHanusa B2-
Glycoprotein | IgG Ha cucremax
iFlash.

CopepxaHue

(CONTROL| -

dnakoHbl 1,0 mn x 2, B2-Glycoprotein
I 1gG, Tpuc-bycdpep, BSA, 0,05%
ProClin 300.

CONTROL +

dnakoHbl 1,0 mn x 2, B2-Glycoprotein
I 1gG, Tpuc-bycdpep, BSA, 0,05%
ProClin 300.

Ounana3oH ueneBbIX 3HAYeHUN
Obpatutecb Kk nuUCTy AnanasoHa
LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.

Heo6xoaumeble, HO He
npepocTaBnsieMble MaTepuansi
C89006G, iFlash-B2-
Glycoprotein | 1gG: Habop
peareHToB.

OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHuu npuv
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pa3mMopaxuBaTtb 2 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop
MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpurotroBneHue peareHToB
B2-Glycoprotein | IgG KoHTponb

nocraensieTcst B
nModnnmM3npoBaHHoON dopme.
. Cnerka  noctyuite  no

dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa  Ha  fHe
dnakoHa.

. CHumunTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPEe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MOMHOCTbIO yAanuTe ee.

. Oobaeste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHste npobky "
Konnayok u pante nocrtoaAtb 5-10
MWHYT, YTOObI cogepxumoe

MOMHOCTBI  PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH npUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTu4eckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopum.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3STUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTuUm.

. He 3amMopaxuBanTte

NPOAYKT nepes OTKPbITUEM.

. CobniopanTte 0bbl4YHbIE
Mepbl NpPeAoCTOPOXKHOCTH,
Heobxoammble anst paboTbl CO BCeMU
nabopaTopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO NpOAYKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.

He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO

UCKMIOUNTb  MOTEHUMAnbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWMnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
ONOKKy”.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunymnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.



B2-Glycoprotein | IgG KoHTponb

OpgHopoaHoCTb MexAay dhriakoHamMmu

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OwndewTpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

- KaTanoxHbin
HOMep (apTuKymn)

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom

coobulecTee

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
C €2797 naeHTNUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

b =

=
[e]
—

Howmep nota

CrpaHa-
npou3BoauUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
yCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

Cpok rogHoCTH

g B &

ﬁ')\ B1ONIOryeckuin
\ll pu1ck
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8°C .
TemnepatypHbIn
2% nMMnT
T T OTON CTOPOHOW
BBEpX
Xpynkun,
! obpawartbes
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.

. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHuin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onucaHue MakeTa
N3MEHEHUI

2



Anti-Cardiolipin KoHTponb

ZCC003
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
Anti-Cardiolipin KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
Anti-Cardiolipin KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B

KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynesraToB UMMYyHOaHanuaa

AHTVKapavonunuHa Ha cucTemax
iFlash.

CopepxaHue

ICONTROL| -

®dnakoHbl 1,0 MI x 2,
AHTUKapaMoONUMuH  (4enoBevecknit),
Tpuc-bycpep, BSA, 0,05% ProClin
300.

CONTROL{ +

®dnakoHbl 1,0 MI x 2,
AHTUKapaMoONuMuH  (4enoBevecknin),
Tpuc-bycpep, BSA, 0,05% ProClin
300.

Ounana3oH ueneBbIX 3HA4YEHUN
Obpatutecb Kk nuUCTy AuanasoHa

LienesbIX 3HaYeHun

COOTBETCTBYHOLLEN NAPTUN.

Heob6xoaumeble, HO He

npegocTaBnsieMble MaTepuansi
C89032Z, iFlash-Anti-
Cardiolipin: Habop
peareHToB.

OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHuu npuv
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnum Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pas3mMopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKK.

MpumeHnMbIN NpuGoOp

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash
3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).

MpurotroBneHue peareHToB

Anti-Cardiolipin KoHTponb
rocraensieTcst B
nModnnmM3npoBaHHoON dopme.

. Cnerka  noctyuite  no
dnakoHy, 4TOGbI KOHTPOIbHbIV
maTepuan  okasancsa Ha  fHe
dnakoHa.

. CHumMuTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pe3nHOBY NPOGKy, 4TOGbI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MONHOCTbIO yAanuTe ee.

. [OobaBste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHbte npo6ky "
Konnayok W pante nocrtoaAtb 5-10
MWHYT, YTOObI cogepxumoe

MOMHOCTBK ~ PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesBopaunBasi rakoH MpUMEpPHO
10 pas. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTbIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonblUMM hnakoHaMm U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MNMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTuyeckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoueayp
n3mepeHuin B naboparopumm.

Mpoueaypa aHanusa

OTOT KOHTPONb UCNONb3YETCS TONbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHpopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cuctemsl iFlash.

MpepynpexaeHus ] Mepbl

npenoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn KoHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoguMmMoO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBavite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3STUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi

3aBUCAT OT NapTUn.

. He 3amMmopaxuBanTte
NPOAYKT Nnepes OTKPbITUEM.

. Cobniopante 0bblYHbIE
Mepbl NpefoCTOPOXKHOCTH,

Heobxoammble anst paboTbl CO BCeMU
nabopaTtopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpeAcTBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHNS
[aHHOTO MNpOAyKTa He SABMsTCS
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n antm-TP.

He cyliecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOpbIM Mor 6bl C
abcontoTHON YBEPEHHOCTbIO

UCKMIOUNTb  MOTEHUMAmNbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

NoTeHLUManbHyo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWmnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTernb W/WnNu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICMaH Mo 3anpocy Mo 31eKTPOHHOM
nouyTe.

SkcnnyaTauMoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, KoTopoe
pacTBopsieTcsi nocne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
NoKKyn.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMEeTb MNOBPEXAEHWN;
MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTuduymnpyemasi.
3annaHnpoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEeHUN.

OaHOpPOAHOCTb BHYTPU BYThINKKN



Anti-Cardiolipin KoHTponb

KoacpdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.
OpgHopoaHoCTb MexAay dhriakoHamu

KoacpdmumeHt  Bapuaumm (CV)
normkeH 6biTb £10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpOBMonornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OndpewrTpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHNne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

Mponssogutens

- KaTanoxHbin
HOMep (apTuKymn)

YNONMHOMOYEHHBbIN
E npeacTaBuTens B
EBponenckom
coobuiecTse

@ Mmnoptep

MapxkupoBka
cooTtBetcTBust CE

m
o

c
C €2797 naeHTUUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakombTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

0 Howmep nota

CrpaHa-
npou3BoaUTeEnb,
faata
M3roTOBMEeHNs

ﬁ'x B1ONoryeckuin
\ll pu1ck

8°C .
TemnepatypHbIn
nMMnUT

S

2°C

OTON CTOPOHOW
BBEpX

!

—

Xpynkuw,
! obpawartbes

OCTOPOXHO

GHS07 MN306paxeHns
ans
npeaynpexaexns

YHUKanbHbI
naeHTudukaTop
YCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[NonoXxuTenbHbI
KOHTpPOIb

xlf] B & EEs B

Cpok rogHoCTH

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

MpunoxeHue B:

MpenynpexaeHus ] Mepbl
NpPeAoCTOPOXHOCTH

. OnacHblii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n3oTnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHoCTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: N3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alinMTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHuss KOXu Wnu
cbinu: obpatuTecb 3a MeauLMHCKOMN

NMOMOLLbIO.
. P321: HemeaneHHo
obpartutecnb K Bpayy.

. P501: YTtunuasupyite
CoAepXKUMOE/KOHTENHEP B
COOTBETCTBUM c

MECTHbIMWU/pErnoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onuncaHue MakeTa
M3MEHEHUN

2



Cardiolipin IgM KoHTponb

ZCC002
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
Cardiolipin IgM KoHTponb

MNpeanonaraemoe ucnonb3oBaHue
Cardiolipin IgM KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynesraToB UMMYyHOaHanuaa
kapguonunuHa IgM  Ha cuctemax
iFlash.

CopepxaHue

ICONTROL| -

®dnakoHbl 1,0 mn x 2, KapgmonunuH
IgM  (4enoseuveckuit), Tpuc-6ydep,
BSA, 0,05% ProClin 300.

CONTROL +

®dnakoHbl 1,0 mn x 2, KapgmonunuH
IgM  (4enoseuveckuir), Tpuc-6ydep,
BSA, 0,05% ProClin 300.

Ounana3oH ueneBbIX 3HAYeHUN
Obpatutecb Kk nuUCTy AnanasoHa
LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.

Heo6xoaumeble, HO He
npepocTaBnsieMble MaTepuansi
C89018M, iFlash-
Cardiolipin  IgM:  Habop
peareHToB.

OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMNbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pas3mMmopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop
MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash

Perncrpanuna MH B Pocagpasragsope
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3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).
MpurotroBneHue peareHToB

Cardiolipin IgM KoHTponb
nocraensieTcst B
nModnnmM3npoBaHHoON dopme.

. Cnerka  noctyuite  no

dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa  Ha  fHe
dnakoHa.

. CHumunTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPEe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MOMHOCTbIO yAanuTe ee.

. Oobaeste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHste npobky "
Konnayok u pante nocrtoaAtb 5-10
MWHYT, YTOObI cogepxumoe

MOMHOCTBI  PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH npUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTu4eckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopum.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3STUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTuUm.

. He 3amMopaxuBanTte

NPOAYKT nepes OTKPbITUEM.

. CobniopanTte 0bbl4YHbIE
Mepbl NpPeAoCTOPOXKHOCTH,
Heobxoammble anst paboTbl CO BCeMU
nabopaTopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO NpOAYKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.

He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO

UCKMIOUNTb  MOTEHUMAnNbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWMnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocrne paobaeneHus
OYMLLEHHOW BOAbBl, He CcodepXuUT
ocajka, B3BELUEHHbIX BeLecTB U
ONOKKy”.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunymnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.



Cardiolipin IgM KoHTponb

OpgHopoaHoCTb MexAay dhriakoHamMmu

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OwndewTpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

- KaTanoxHbin
HOMep (apTuKymn)

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom

coobulecTee

8°C .
TemnepatypHbIn
2% nMMnT
T T OTON CTOPOHOW
BBEpX
Xpynkun,
! obpawartbes
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
C €2797 naeHTNUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

b =

=
[«]
—

Howmep nota

CrpaHa-
npou3BoauUTeEnb,
faata
M3roTOBNEHUS

YHUKanbHbI
naeHTudukaTop
yCTpOWCTBa

OTpuuaTenbHbIn
KOHTpOnb

[onoXuTenbHbI
KOHTpPOIb

Cpok rogHoCTH

gy B &

Buonorunyecknin
puck
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MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.

. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin

M3meHeHune 02 01
[Jata 2024-07-01
KpaTkoe N3meHeHne
onucaHue MakeTa
N3MEHEHUI

2



Cardiolipin IgG KoHTponb

ZCCo001
oTpuuarenbHbii: 2x1.0 mr.
NnonoXxuTenbHbli 2x1.0 mn.

ns guarHoctuku In vitro
A

C €2797

HasBanue
Cardiolipin IgG KoHTpornb

MNpeanonaraemoe ucnonb3oBaHue
Cardiolipin 1gG KoHTponb
npeaHasHayeH 4nsi MCMOMNb30BaHWs B
KayecTBe obpasua KOHTpOns
KavecTBa ans MOHWUTOPUHIa
pesynesraToB UMMYyHOaHanuaa
kapguonunuHa 1gG Ha cuctemax
iFlash.

CopepxaHue

ICONTROL| -

®dnakoHbl 1,0 mn x 2, KapgmonunuH
IgG (venoBeueckuin), Tpuc-6ydep,
BSA, 0,05% ProClin 300.

CONTROL +

®dnakoHbl 1,0 mn x 2, KapgmonunuH
IgG (venoBeueckuin), Tpuc-6ydep,
BSA, 0,05% ProClin 300.

Ounana3oH ueneBbIX 3HAYeHUN
Obpatutecb Kk nuUCTy AnanasoHa
LienesbIX 3HaYeHun
COOTBETCTBYHOLLEN NAPTUN.

Heo6xoaumeble, HO He
npepocTaBnsieMble MaTepuansi
C89005G, iFlash-
Cardiolipin  1gG:  Habop
peareHToB.

OunueHHas Boaa.

XpaHeHue n cTabunbHOCTb
HeBcKkpbiTble ynakoBKW COXpaHsitoT
CTabunbHOCTb [0 WCTEYEHUs Cpoka
rogHocTu npu Temnepartype 2~8°C
(24 mecsua).

Mocne pa3BedeHUs KOHTPOMbHblE
maTepuansl cTabunbHbl B TeyeHue 7
OHen npu XpaHeHun npu
Temneparype 20-25°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 30
OHen npu XpaHeHun npu
Temnepartype 2-8°C.

Mocne pa3BedeHUs KOHTPOMNbHblE
MaTtepwuarnbl cTabunbHbl B TedeHne 90
OHen npu XpaHeHun npu
Temneparype -20°C nnuv Huxe.
MoXHO NOBTOPHO 3amopaxuBaTb U
pas3mMmopaxuBaTtb 3 pasa.

[lata npon3BoACTBa U CPOK rOAHOCTH
yKa3aHbl Ha 3TUKETKe YNaKoBKM.

MpumeHnMbIN NpuGop
MopxoanT Ans aHanM3aTopoB cepumn
YHLO (mogenu: iFlash 3000-A, iFlash

Perncrpanuna MH B Pocagpasragsope
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3000-C, iFlash 1800-A, iFlash 1200-
A, iFlash 9000-A).
MpurotroBneHue peareHToB

Cardiolipin 1gG KoHTponb
nocraensieTcst B
nModnnmM3npoBaHHoON dopme.

. Cnerka  noctyuite  no

dnakoHy, 4yTOGbI KOHTPOIbHbIV
maTepuan  okasancsa  Ha  fHe
dnakoHa.

. CHumunTe
3aBMHYMBAIOLLYIOCS KPbILLIKY.

. OCTOpPOXHO NpUNOgHUMUTE

pPEe3nHOBY NPOGKY, 4TOObI BMYCTUTb
BO3dyX B MpobupKy, a 3atem
MOMHOCTbIO yAanuTe ee.

. Oobaeste poBHO 1 Mn
OYULLEHHOW BOAbI.

. HapeHste npobky "
Konna4yok u pante noctosatb 10-20
MWHYT, YTOObI cogepxumoe

MOMHOCTBI  PacTBOPWIOCL, Mocne
Yero OCTOPOXHO MoKavamnTe (OrakoH
5-10 pa3. 3atem pacTBopuTe
codepXuMoe  CBepxXy, OCTOPOXHO
nepesopaunBasi rakoH npUMEpPHO
10 pa3s. Wasberante obpa3oBaHus
nexbl. HE B3BAJTTBIBATb.

. Bosbmute  HeobxoauMbIN
obbeM Ans Kaxaoro aHanusa.
. Pa3sneiite KOHTPOIbHbIV

maTepuan no HECKOMbKMUM
HebonbLUMM hnakoHam U XpaHuTe ux
npu Temneparype 2~8°C nnum <-20°C
C MMOTHO 3aKPbITOW KPbILKOW Ansi
npoBefeHus fanbHenwmx TecToB.

. YctaHoBUTe Lenesble
3Ha4YeHus " aHanuTu4eckne
amnanasoHbl ans KOHTPOMbHOIO

maTepuana Ha OCHOBe mnpoLeayp
n3mepeHuin B naboparopum.

Mpoueaypa aHanusa

OTOT KOHTPONb UCMONb3YETCS TONBbKO
B KayecTBe 9KCNepUMEHTanbHOro
obpasua. [ononHutenbHyto
WHbopmaumio cMm. BO BKNagbilwe K
ynakoBke peareHTa, a Takke B
PYKOBOACTBE MO 3KcnnyaTtaumu
cucTemsl iFlash.

MpepynpexaeHus ] Mepbl

NpefoCcTOPOXHOCTH
. [Onsa guarHoctukm In vitro
. Ecnn koHTponb  gomkeH

ObITb  MCNOMb30BaH B Apyroun
cucteme, HeobxoouMmMO  MPOBECTM
OLIEHKY COOTBETCTBUSI.

. He cmeluunBaiite KOHTpONnM
13 pasHbIX NApTUNA.

. He cmewwuBaiite cBexue
KOHTPOMbHbIE maTepuansl c
KOHTPOMbHLIMM maTepuanamu,
ObIBLUMMM B ynoTpebneHun.

. He nepenveante
KOHTPOnbHbIA MaTepuan obpaTHO B
opuUrMHanbHbIN dnakoH nocne

B3STUS.
. He wucnonb3ynte npogykrt
rocre UCTeYEeHUst Cpoka rofHOCTU.

. KoHTpomnbHble  3Ha4yeHusi
3aBUCSIT OT NapTuUm.

. He 3amMopaxuBanTte

NPOAYKT nepes OTKPbITUEM.

. CobniopanTte 0bbl4YHbIE
Mepbl NpPeAoCTOPOXKHOCTH,
Heobxoammble anst paboTbl CO BCeMU
nabopaTopHbIMK peareHTamu.

. YTunusaumsi Bcex OTXOL0B
[OMmKHa NpPON3BOAUTLCS B
COOTBETCTBUU c MECTHbIMM
npasunamu.

. Mpwu pabote c
KOHTPOMbHLIMM BeLlecTBaMm
HaJeBanTe nepyartku.

. Ounctute "
npogesvuHUUMpynTe BCe pasnuTble
cpedctBa  KOHTPOMs  NOAXOASLMM
Ae3nHULMpPYOLWLUM CPEACTBOM.

. [MpoBegeHo TecTupoBaHue
1 yCTaHOBIEHO, YTO BCe MaTtepuarnsl
YernoBe4eckoro NPOUCXOXOEHUS
[aHHOTO NpOAYKTa He SABMsTCH
peakTuBHbIMM Ha HBsAg, aHTu-HCV,
aHTu-HIV-1, aHtn-HIV-2 n anmm-TP.

He cylwiecTByeT meTtoaa
TECTUPOBaHMWSA, KOTOPbIM Mor 6bl C
abcontoTHON YBEPEHHOCTLIO

UCKMIOUNTb  MOTEHUMAnNbHBIA  pUCK
3apaxeHus, noaTomy [aHHbI
NpoayKT cregyeT paccMaTpuBaTh Kak

NoTEHUManbHyHo 6uonoruyeckyto
onacHocTb'.

. Mcnonb3ayetcsa
crneunanucTamm naboparopun,
npoLueALnMn COOTBETCTBYHOLLYIO
MoAroTOBKY.

. [ononHuTenbHyo

MHbopMaLmio 0 NpeaynpexaeHusx u
Mepax npeaoCTOPOXHOCTM CM. B
MpunoxeHnu B.

. O nmobom  cepbesHOM
MHUMAOEHTE, npowusoLleaemM c
YCTPOWCTBOM, HeobxoaMmo
coooWMnTb NpPOU3BOAUTENIO 7

KOMMNEeTeHTHOMY OpraHy rocyaapcTsa-
uneHa EC, B koTopom Haxogutcs
nonb3oBaTenb W/Wnu NauueHT.

. Macnopt 6e3onacHocTn
OTHOCUTCA K macnopTy 6eaonacHocTm
matepuanoB (MSDS). Moxanyicra,
CBSXKMTECH C MECTHbIMW TOProBbIMM
npeacTaBuUTENsMU unm
service@szeblue.com. MSDS 6yaet
BbICNaH Mo 3anpocy Mo 3NeKTPOHHOM
nouyTe.

AkcnnyaTauuoHHble
XapaKTepUCTUKM

BHelwHun Bng

HepacTBopeHHbIN
NNOUNM3NPOBAHHbIN npoayKT
BbIMMAAMT KaK pbIXroe Teno, koTopoe
pacTBopsieTcsi nocrne paobaeneHus
OYMLLEHHOW BOABl, He CcodepXuT
ocajka, B3BELUEHHbIX BeLecTB U
ONOKKy”.

BHewHas ynakoBka [ormkHa ObiTb
Lenon M He WMeTb MNOBPEXAEHWN;
MHpopMaLmMs Ha STUKETKax nonHas,
TOYHas, YyeTtkast " nerko
ngeHtTudunymnpyemasi.
3annaHupoBaHHbIN pe3ynbTaT
Pesynbrar Tecta pomkeH ObiTb B
npegenax  Lenesoro  AvanasoHa
3HaYEHUN.

OQHOpPOAHOCTb BHYTPU OYThINKKN
KoacbdpmumeHt  Bapuaumm (CV)
normkeH coctaBnATb <10%.



Cardiolipin IgG KoHTponb

OpgHopoaHoCTb MexAay dhriakoHamMmu

KoacpdpmumeHt  Bapuaumm (CV)
normkeH 6biTb <10%.
Ccbinku

1. My6nukauus HHS, 5-e usgaHwue,
nekabpb 2009 r. buobesonacHocTb B
MUKpPOBMOnornyecknx "
BromeanuuHckux nabopaTopusix.

Shenzhen Ever-Blue
Biotech Co., Ltd., Room
1401, Building 1, No.40,

Baolong 2nd Road,
Baolong Subdistrict,
Longgang District,

Shenzhen, Guangdong,
518116, Kutain

WaHnxan  UHTepHewHn

m Xonguur  Kopn., I'm6X
(EBpona).

OwndewTpacce 80,

20537 rambypr, l'epmanus

MpunoxeHune A
Ob6bsicHeHne abbpesumaTtyp

A66peBuar
ypa

Ob6bACHeHue

- KaTanoxHbin
HOMep (apTuKymn)

Mponssogutens

YNONMHOMOYEHHBbIN
npeacTaBuTens B
EBponernckom

coobulecTee

8°C .
TemnepatypHbIn
2% nMMnT
T T OTON CTOPOHOW
BBEpX
Xpynkun,
! obpawartbes
OCTOPOXHO
GHS07 MN306paxeHns
ans
npepynpexaeHus

% Mmnoptep

MapxkupoBka
cooTtBeTcTBusi CE

c
C €2797 naeHTNUKaLnoH
HbIM HOMEpPOM
HOTUULMPOBAHH
oro opraHa

O3HakoMbTECH C
MHCTPYyKLMEN Nno
NpYMEHEHWIO

OCTOpOXHO

[ns gnarHoctukm
In vitro

b =

=
[«]
—

Howmep nota

CrpaHa-
npou3BoauUTeEnb,
faata
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MpunoxeHue B:

MpepynpexaeHus ] Mepbl
NpPeaoCTOPOXHOCTH

. OnacHbii KOMMOHEHT:
0,05% npoknuHa 300 (peakunoHHas
mMacca: 5-xnop-2-meTtnn-4-
n30TnasonuH-3-oH [Homep EC 247-
500-7] n 2-meTnn-2H-n3oTnason-3-oH
[Homep EC 220-239-6] (3:1)).

. CurHanbHoe CNnoBo:
MpeanynpexaeHve

. 3asiBneHns o6 onacHocTu:
H317: MOXET BbI3BaTb
annepruyeckyo peakumio KOxXu.

. Mepbl NpegoCcTOpPOXHOCTM:
. P261: WN3berante
BAbIXaHMS

nbinu/geima/rasza/TymaHa/napos/asapo
3omen.

. P280: HapeHbTe 3alimTHbIE
nepyaTku.

. P362+P364: CHumuTe
3arpsi3HEHHYI0 ofexay U nocTupamnte
ee nepen NMOBTOPHbIM
MCMONb30BaHMEM.

. P333+P313: Mpwn

NOSIBNEHNN Pa3npaXeHUss KOXu Wnu
cbinu: obpatuTecb 3a MeaULMHCKON

NMOMOLLbIO.

. P321: HemeaneHHo
obparutecsb K Bpayy.

. P501: YTtunuasupyite
coaepXKUMoe/KOHTeNHep B
COOTBETCTBUM c

MECTHbIMWU/pernoHanbHbIMu/
HauWoHanbHbIMU/ MEXAYHaPOAHBIMU
npasunamu.

MpunoxeHue C:
McTopusi usmeHeHnin
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