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Instructions for use of a medical device

In vitro diagnostic assay kit for qualitative detection of autoantigen-specific IgG antibodies in human
serum or plasma "PROTIA ANA Profile 18 Autoimmune Panel”

The name of medical device (full)
In vitro diagnostic assay kit for qualitative detection of autoantigen-specific IgG antibodies in human
serum or plasma "PROTIA ANA Profile 18 Autoimmune Panel"

Name of the medical device (short)
"PROTIA ANA Profile 18 Autoimmune Panel”

Intended use

In vitro diagnostic test kit for qualitative detection of autoantigen-specific IgG antibodies in human
serum or plasma “PROTIA ANA Profile 18 Autoimmune Panel” (further in the text as “PROTIA ANA
Profile 18 Autoimmune panel”) is intended for the qualitative determination of autoanngen—speclﬁc IgG
in human serum or plasma (anticoagulant: lithium heparin, sodnnn cmate, EDTA-K2) using enzyme-
linked immunosorbent assay (ELISA). o S
Thehtnsusedasanaldmmedwgnosnsofautonnmnnedssease& dfm

The use of the product has no population or demographic aspects.

Functional purpose .
The kit is used as an aid in the diagnosis of autoimmune diseases.

Indications for use

Mixed connective tissue disease (MCTD=SLE+SS+SSD+myositis), systemic lupus erythematosus
(SLE), Sjogren's syndrome (SS), myositis (poly-/dermato-) (PM/DM), systemic sclerosis (systemic
scleroderma) (SSc), primary biliary cirrhosis (PBC). -

Contraindications
None.

Possible side effects
No side effects were identified.

Potential consumers of a medical product
Health care facilities of any profile.

Information on population and demographic aspects of the use of a medical device
The use of the product has no population.or graphic aspects.

Professional level of potential users
Clinical laborstory diagnostics doctor, medical laboratory technician,

Application area
Clinical laboratory diagnostics in vitro.

List and description of medical device materials that come into direct or indirect contact with the
patient’s body

The product contains no materials that come into direct or indirect contact with the body of the patient
and personnel using the product, subject to the requirements of the operational documentation
(instructions for use).

t
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List of materials of animal and (or) human origin, medicines and pharmaceutical substances
The product contains no materials of human origin, medicines and pharmaceutical substances.

Methods for sterilization and disinfection of products
The product is non-sterile and does not require sterilization or disinfection.

Frequency of use of a medical device ";-:.»I.:q.;.f"-%“"’"*
Single use product. ?‘.@M
Product operation software

No software available.

Product maintenance and repair

The product does.not require maintenance and cannot be repaired.

Brief information

An autoimmune disease is an abnormal immune response that occurs when the immune system’s self-
tolerance does not develop, or when tolerance is broken and T cells are activated to attack themselves in
response to the body's own cells or tissues, resulting in the production of autoantibodies that attack their
own cells or tissues. Specifically, systemic autoimmune disease activates immune cells to attack self-
antigens, causing extensive damage to inflamed arcas and various organs. Because pathogenic
autoantigens are produced dlfferently in different tissues or organs of the human body, inflammatory
diseases progress differently in each patient. Typical systemic autoimmune diseases include systemic
lupus erythematosus (SLE), Sjbgren's syndrome, systemic sclerosis (SSc), myositis, and mixed
connective tissue disease (MCTD), and each disease produces autoantibodies against a specific
autoantigen. Therefore, the diagnosis and treatment of patients with suspected systemic autoimmune
disease is aided by the measurement of various autoantigen-specific IgG antibodies, including
antinuclear antibodies.

Test principle

PROTIA ANA Profile 18 Autoimmune Panel, based on the principle of enzyme immunoassay,
includes nitrocellulose membranes containing various autoantigens, which are adsorbed on strips located
at regular intervals, allowing testing for 18 autoantigen-specific IgG antibodies in a single test. If
autoantigen-specific IgG antibodies bind to autoantigens, they are immobilized on the membrane after
the washing step. The immobilized IgG antibodies bind to biotin anti-human IgG antibodies, and the
biotin is captured by streptavidin conjugated to alkaline phosphatase. The color develops after the
addition of the substrate solution in the last of enzyme incubation, and the color intensity is
analyzed using a color measuring device. Wi

Compesition of the kit
In vitro diagnostic assay kit for the qualitative detection of autoantigen-specific IgG antibodies in human
serum or plasma “PROTIA ANA Profile 18 Autoimmune Panel”:

Name Content Quantity
. 20 panels
| Autoantigen panel | Autoantigen panel (2 packs of 10 panels)
___Sample dilvent Sample dilvent 15mix2EA.
Antibody solution 20mix1E.A.
Enzyme solution 20mix 1 E.A.

I Substrate solution 20 mlx 1 EA.

Wash sollmon 20x - Washing solution 20x 45mlx 1 E.A.

Instructions 1PC.
2
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An in vitro diagnostic test kit for the qualitative detection of autoantigen-specific 1gG antibodies in
human serum or plasma “PROTIA ANA Profile 18 Autoimmune Panel” is designed for the study of 20
samples and is intended for use in healthcare institutions.

Assaying is possible manually, semi-automatically and automatically using the following equipment:

1. Manual method: Immunological photometric analyzer “Q-SMART” for in vitro diagnostics on
“PROTIA” panels and a rocking shaker.

2. Semi-automatic method: Automated device “Q-PROCESSOR?” for processing “PROTIA” panels for
in vitro diagnostics and Immunological photometric analyzer “Q-SMART?” for in vitro diagnostics on
“PROTIA” panels.

3. Automatic immunological photometric analyzer “Q-STATION ELITE” for in vitro diagnostics on
“PROTIA” panels.

Description of components of the kit for in vitro diagnostic analysis for the qualitative detection of
autoantigen-specific 1gG antibodies in human serum or plasma “PROTIA ANA Profile 18 Autoimmune

Panel”:

1. Autoantigen panel: Sky blue plastic panel with three white membranes attached to it
2. Sample diluent: Blue-violet liquid |

3. Antibody solution: Yellow liquid n

4. Enzyme solution: Colorless liquid
5. Substrate solution: Light yellow liquid
6. Washing solution 20x: Colorless liquid

Design and main functional elements.

No. Name Description

A plastic cassette with a plastic frame containing membranes with adsorbed
autoantigens.

A plastic panel of sky blue color, to which three white membranes are attached (S-1,
S-2, S-3 - standard lines; from 1to 18 - autoantigen lines) 20 panels (2 packs of 10
panels).

Each membrane has a different colored top strip and a white bottom strip.

Two white 20 ml bottles with a blue screw cap each contain 15 ml of blue-violet liquid

1 Autoantigen panel

2 Sample diluent

. ) White 20 ml bottle with yellow screw cap containing 20 ml ofyellow liquid
3 Antibody solution

. White 20 ml bottle with red screw cap containing 20 ml of colorless liquid
4 Enayme solution

) Black 20 ml bottle with black screw cap containing 20 ml of light yellow liquid
5 Substrate solution

Washing solution White 50 ml bottle with white screw cap containing 45 ml of colorless liquid
20x

7 Instructions 1PC

Autoantigen panel
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Description of autoantigen panel

No.() Autoantigens Code
1 Histidyl-tRNA synthetase Jo-1
2 PM-Scl 100 PM-Scl
3 Centromere protein B CENP-B
4 Scl-70 Scl-70
5 Ro/SS-A (60 kDa) SSA 60
] Ro/SS-A (52 kDa) SSA 52
7 La/SS-B SSB
8 M2 y M2
9 dsDNA : Ca 3 dsDNA
10 Nucleosome Nuc.
11 Histone * Histone
12 Proliferating Cell Nuclear Antigen PCNA
13 Ribosomal Phosphoprotein PO RPP
14 Sm Sm
15 Ul-snRNP 68/70 kDa RNP 70
16 Ul-snRNP A RNP A
17 Ul-snRNP C RNP C
18 RNP/Sm RNP/Sm
(1) The strip numbers are shown in the figure.
Analyzed samples
Human serum or plasma (anticoagulant: lithium heparin, sodium citrate, EDTA-K2)
Test procedure,
1. Preparation before the test

All reagents should be brought to room temperature 30 minutes before use and mixed well immediately
before use. After bringing to room temperature, open the package with the autoantigen panel.

NOTE. Autoantigen panels not used for testing should be immediately placed in an aluminum bag,
sealed and refrigerated.

2. Preparation of reagents and samples

(1) Preparation of wash solution (1x)

Before testing, dilute the wash solution 20 times with deionized water.

Example: 19 ml deionized water + 1 mt 20x rinse solution = 20 ml 1x rinse solution

(2) Sample preparation

The test uses human blood serum or plasma (anticoagulant: lithium heparin, sodium citrate, EDTA-K2).
Before testing, remove blood cells or any solids by centrifugation. Hemolyzed or contaminated samples
may result in incorrect results. Store serum/plasma samples at 2~8°C for short-term use (within 2
weeks) and -20°C or lower for longer-term use. Repeated freezing and thawing of serum/plasma
samples should be avoided. Sample volume required. for testing: 9 pl.

w

Test Methods

Manual method

1) The optimal conditions for the laboratory are to conduct the experiment at + 25°C +2 °C and at a
humidity of 50% = 20%.

2) All reagents should be brought to room temperature 30 minutes before use and mixed thoroughly
immediately before use. Open the packaging of the allergen panel after its temperature has equalized to
room temperature.

NOTE: Autoantigen panels not used for testing should be immediately placed in an aluminum bag,
sealed and refrigerated,

3) Wet the test membrane completely by adding 600 uL of diluted 1x wash solution to the allergen

4
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panel, rock the panel for 5 minutes, and then remove any remaining wash solution (rocking frequency
recommended: up to 100 oscillations/min).
4) Add in to autoantigen panel 891 pl of sample diluent.
5) Dispense 9 uL of patient sample into the panel and incubate while rocking the panel at room
temperature for 45 minutes.
6) Remove any remaining solutions from the panel and rinse the membrane twice with diluted washing
solution 1x, At each washing step, add 900 ul of diluted 1x wash solution, incubate while rocking the
panel for 5 minutes and then remove 1x wash solution from the panel, the solution should not remain in
the panel.
7) Add 500 pl of antibody solution to the panel and incubate while shaking the panel at room
temperature for 30 minutes.
8) Remove the antibody solution from the panel and rinse the membrane twice with diluted washing
solution 1x. At each washing step, add 600 pl of diluted 1x washing solution, incubate while rocking the
panel for 5 minutes and then remove 1x washing solution from the panel, the solution should not remain
in the panel. =
9) Add 500 pl of enzyme solution to the panel and incu the panel for 30 minutes.
10) Remove the enzyme solution from the pane! and rinse the membrane as indicated in step (8)
11) Add 500 pl of substrate solution and mcubate while shaking the panel at room temperature in a dark
place for 20 minutes.
12) Remove the substrate solution from the panel and rinse the membrane once with 1000 pL of
deionized water.
13) Leave the panel on the table until it dries naturally.
NOTE: Make sure the membrane is completely dry before moving on to the next step.
14) Insert the panels into the “Q-SMART"” immunological photometric analyzer for in vitro diagnostics
on the “PROTIA” panels and evaluate the results. For more details, see the Manual for Immunological
photometric analyzer “Q-SMART” for in vitro diagnostics on “PROTIA” panels
* for incubation and shaking of the panel, use any shaking shaker with a swing speed of up to 100
oscillations / min. There are no restrictions on the choice of device model.
ethod

1) Automated device “Q-PROCESSOR?” for processing “PROTIA” panels for in vitro diagnostics.
2) Refer to the instruction manualon Automated device “Q-PROCESSOR” for processing
“PROTIA” panels for in vitro diagnostics
3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, see the
manual for the Immunological Photometric Analyzer “Q-SMART” for in vitro diagnostics on
“PROTIA” panels.

tic
1)  Automatic immunological photometric analyzer “Q-STATION ELITE” for in vitro diagnostics
on “PROTIA” panels.
2) Refer to the instruction manual for Automatic immunological photometric analyzer “Q-
STATION ELITE” for in vitro diagnostics on “PROTIA” panels.

3. Assessment and interpretation -
The level of autoantigen-specific IgG mﬁleimﬁvely analyzed using measuring devices in

AU/mL. .

The test results are defined as negative or positive as shown in the table below.
AU/mL Level of autoantigen-specific IgG antibodies Results
<11.00 Not found or weak manifestation Negative
211.00 Strong manifestation Positive

Quality control

After completion of the test, the PC strip (Sl) in the middle of the membrane should be clearly visible.
If the color intensity of the reference line is weak, it will not be read correctly by optical measuring
instruments. In this case, it is recommended to retest.

Analytical and diagnostic characteristics:

1) Threshold value: 11.00 AU/mL*

*AU/ml was arbitrarily set as the signal level value obtained on the measuring device for the company's product.

5
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2) Analytical specificity: No noticeable interference or cross-reactivity is observed at the following

concentrations,
Substances that cause interference and cross-reactivity Concentration
Lithium heparin 330 units/dL
Sodium citrate 32%
_EDTA-K2 0.1 mg/dL,
bin 1000 mg/dL
Bilirubin (unconjugated) 40 mg/dL
Triglyceride 1500 mg/dL
Glucose 1000 mg/dL
Human serum albumin 6 g/dL
Rheumatoid factor 60 TU/mL
Biotin - 0.351 mg/dL
Human IgE 300 {U/mL
Human IgM 4 mg/mL
Human IgA
Human IgD 0.09 mg/mlL

3) Accuracy: Repeatability (within batches, within a day, between test dates) and reproducibility
(between batches, test sites and testers, instrumeptati g equipment) of test results meet the
acceptance criteria (CV within 20%). '
4) Diagnostic sensitivity 95% and more.
5) Diagnostic specificity 95% and more.

Precautions for use

1) For diagnostic purposes only in vitro and professional use.

2) The “PROTIA ANA Profile 18 Autoimmune panel” kit may be used as a diagnostic aid, and the
final clinical diagnosis or dosing regimen for immunotherapy should be determined by the physician
after evaluation of all clinical and laboratory results.

3) Between results of “PROTIA ANA Profile 18 Autoimmune panel” and the results of in vivo and/or
other in vitro tests may be variations due to the lack of a national or international standard, which may
cause the levels of autoantigens to differ between tests.

4) False-positive test results may be obtained due to cross-reactivity of the test autoantigens with other
autoantigens.

5) Smoking, eating and drinking are prohibited in areas where samples or test reagents are used.

6) All samples may potentially contain unknown infectious materials. When handling samples, you
must wear disposable gloves and wash your hands after testing,

7) For safety reasons, it is prohibited to place needles, knives or any other objects that could cause
injury near areas where human blood samples and reagents are handled.

8) All patient blood samples and used kit components must be considered as biohazards. They must be
disposed in according to appropriate guidelines.

9) Do not use kits after the expiration date.

10) Autoantigen panels are supplied with a desiccant and must be properly sealed after each use. Each
strip is for single use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide is known to
react with lead or copper to form a potentially explosive metal azide when drained. Therefore, it is
always necessary to rinse with plenty of water to avm¢ he formation of metal azide.

12) The substrate solution may contain a black, . This is not an abnormal phenomenon and
does not affect the test results in any way. NS

13) Be careful not to form bubbles. Especially when using automatic devices, bubbles should be
removed before starting the test as they can affect the volume of distribution.

14) If the membranes are not completely dried after the final reaction, the test results analyzed by the
measuring instruments may be incorrect.

15) It is prohibited to mix or use solutions from different batches.

16) Products must be stored in the refrigerator at a temperature of 2~8°C and avoid freezing them.

17) If any serious incident occurs in connection with this medical device, the manufacturer should be
contacted.
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Disposal and destruction
The product must be disposed of in accordance with local, regional and national regulations®.
*Products during use, storage and transportation do not emit harmful substances that pollute the
environment. Waste generated as a result of using a set of reagents for the intended purpose established
by the manufacturer, as well as unused products (expired expiration date, damaged consumer
packaging/labeling, damaged packaging/labeling of reagents, etc.) are classified as medical waste of
class “A", “ B" in accordance with Art. 49 of the Federal Law of November 21, 2011 N 323-FZ “On the
fundamentals of protecting the health of citizens in the Russian Federation.”
Medical waste is subject to collection, neutralization, placement, storage, transportation, accounting and
disposal in accordance with current rules and regulations (SanPiN 2.1.3684-21"Sanitary and
epidemiological requirements for the maintenance of territories of urban and rural settlements, for water
bodies, drinking water and drinking water supply to the population, atmospheric air, soil, residential
premises, operation of industrial and public premises, organization and implementation of sanitary and
anti-epidemic (preventive). measures”in. the current version, ,"Guidelines for disinfection, pre-
sterilization cleaning and sterilization of medical devices" (approved by the Ministry of Health of Russia
on December 30, 1998 N MU-287-113).
There are no environmental or physical risks if disposal methods are followed.

: , = 'f"%a ¥l
Packaging unit: 1 kit (for 20 tests). q@
Storage conditions: Store at 2~8°C.
Best before date: 18 months from date of manufacture (each panel is for single use). After opening, it
can be stored at a temperature of 2 to 8°C for no more than 2 months.
Transportation allowed at temperatures from -15°C to +30°C for 5 days; buy transport of all types in
covered vehicles in accordance with the transportation rules in force for transport of this type.
Symbols used on packaging and labels

Symbol Description Symbol _ | Description - | Symbol | Description
‘ Manufacturer @ m‘m”m&' in Use before
r A Carefully! e to Instructions for BOT | Batch code
» Xa'c Temperature Range V 2;‘:“515 content to run Catalog number
Q) | Probibiion on re-use & Biological risk represemative
_ﬂ Date of manufacture

[Manufacturer]

PROTIA Inc.
A-702, 401, Yangcheon-ro, Gangseo-gu, Seoul, 07528 Republlc of Korea
Tel.: +82-2-6968-5278 fax: +82-2-6442-8345 3§
www.protia.co.kr, Email:protia@protia.co.kr

{Authorised representative}
On the territory of the Russian Federation, all questions regarding the quality and circulation of a

medical device should be addressed to: 109387, Moscow, st. Tikhaya, 28, office. 216; Limited Liability
Company "BIO FOCUS" (BIO FOCUS LLC), info@biofocus.ru. Tel. (495) 352-8777.

@ PROTIA Inc.

PRI-ANPO1-en002 (20240517)
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QEO0IA & =2 & KOOK JIN LIM / President
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This is hereby attested on this 28 th

0l AHRANA ¥ QISBCH
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Attomey at law acting as Notary Public

This office has been authorized by the
Minister of Justice, the Republic of
Kores, to act as Notary Public since
February7, 2020 under Law No. 15150,
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MNepeaop ¢ KOpeACKOro U aHIMIUACKOTO AILIKOB Ha PYCCKUA A3LIK

Pecnybnuka Kopes, ropog HOTAPUAINBHAA U Odbuc HoTapuyca
Ceyn, paitoH lanrceo-ry, IOPUAUYECKAA KOMMNAHWUA Ten. (02)2696-2514
Xaarok-po 301, sganve XAHNUM dake. (02)2696-2507
Boullywr, Ne501

PerncTpauuorHbiit Homep 2024 - 00964

HOTAPUAJTbHbBIN CEPTUGUKAT

HOTAPUANBHAS U IOPUAVMECKAS
KOMIMAHUA XAHNUM

Pecnybnuka Kopen, ropon Ceyn, paioH aHrceo-ry,
Xsarok-po 301, agaHue BonlMyHr, Ne501

/2epboean nevams/ HomapuansHas u 1opuduvecxkan xkomnanun XAHITUM
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3ansnexue

NPOTUA Uuk. \ PROTIA Inc.\ 3anenser, 4to mbl BbiNyCTHAN HACTOALWYIO MHCTPYKLMIO A
NPUMEHEHUIO, OHA NPUNAraeTcs.,

Wmamn: Homapuansras u iopuduyeckas xomnanus XAHITUM

MNoanwu Cb OT
Kyx Dium Jium \ Kook Jin Lim\
Mpesugenr.

Tlevamb Komnanuu NMPOTUA Mux. \ PROTIA
Inc. \

A-702, 401 Snequon-po, [amnzceo-gy, Ceyn
07528, Kopen \ A-702, 401 Yangcheon-Ro,
Gangseo-Gu, Seoul 07528, Korea \

28 mas 2024 2.
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NPOTHA Mux. A\ PROTIA Inc.
A-702, 401 Furwnon-po, Manrceo-ry, Ceyn, 07528, PecnyGnuca

QPROTIA il sl ot sk

limamn: Homapuanshan U 1opuduveckan xomnanun XAHITAM

MHCTPYKUWA NO NPUMEHEHMIO

Habop ana AnarHoCcTMMECKOro akanu3a in vitro AnA KauyecTBeHHOro o6HapyXxeHua
aytoaHTureHcneumduueckux IgG-aHTUTEN B CLIBOPOTKE UAKM Na3Me KPOBU
yenoseka «PROTIA ANA Profile 18 AyroummyHHaa naHenb»

IlImamn: Homapuanvhas u iopudusecxan xomnarnus XAHTHM

Ooanuce _ (Mognuce OT pyku)

Kyx [xum Num \ Kook Jin Lim\
MpesuaenT.

fMevame Komnanuu NPOTUA Vinx. \ PROTIA
inc. \

A-702, 401 Slmevuox-po, laneceo-gy, Ceyn
07528, Kopes \ A-702, 401 Yangcheon-Ro,
Gangseo-Gu, Seoul 07528, Korea \
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HucTpyxuus no npuMeHeHRI0 MeANIHACKOT0 HIXCAHS
Habop ans AMArHOCTHMECKOTO AHANIN3A in Vitro A4 KaueCTBEHHOro OOHAPYXKEHHSA
ayroanTureHcnenmuduueckux IgG-anmaren 8 CHBOPOTKE MY NAa3Me KpoBH 4yenoreka «PROTIA ANA
Profile 18 Ayroummynmas nanens»

HasMeHnorauHe MeRIMHCKOTO H3Aeaua (IOTHOE)

Habop 1A AMATHOCTMMECKOrO aHANM3A N Vitro A48  KAYECTBCHHONO  OOHapyeHus
ayroanTHreHcnenudHieckux IgG-aHTHTeN B CHIBOPOTKE HAM Niasme KpoBH uenoseka «PROTIA ANA
Profile 18 AyronmMmynHas nanens»

HanmeHOBARRE MEAWIHACKOIO H3ACAHN (KPATKOE)
«PROTIA ANA Profile 18 AyroummyHHas naHeas»

Haznauenne

Haop s awarHocTHdeckoro aHamm3a in  vilro A4 KauecTBEHHoro  oOHapyXeHma
ayToanTureHcenenupuyeckux IgG-anTuTen B CHBOPOTKE HIM Nia3Me Kposu yenoseka «PROTIA ANA
Profile 18 Ayroummynuas nauens» (aanee no tekcry- «<PROTIA ANA Profile 18 AyroummyHHas
NaHedb») NpeAHAsHAYCH A1 KAYECTBCHHOTO onpeaelieHua ayToaHTHrencnerugpmmeckux IgG e
CHIBOPOTKS WM MJIA3ME KPOBH UENOBEKA (RHTHKOArY/ISHT: refapHH JMTHA, LMTpaT Hatpus, JJ[TA-K2)
MOCPEACTBOM HMMYHO(epMeHTHOrO TBepAodasHoro aHanu3a (ELISA).

Habop Acnionesyercsa Kak BCIIOMOraTe/IbHOS CPEACTBO B AHATHOCTHKE S8YTOMMMYHHEIX 3a00neBaHuii.
[Ipumenenne n3aennA He UMECT NONYNALMOHHBIX H AeMOTpadMYecKuX aCTICKTOB.

QOyHKIHOHANLHOE HASHAYECHHE
Habop nenone3yercs Kak BCIIOMOTATEIBHOS CPEACTBO B ARATHOCTHKE AYTOMMMYHHBIX 3a6onesaHuit.

Ioxkasasing k NpAMEHeHEI0

Cmemantoe 3aGonesanue coeauuurensHolt Tkann (C3CT=CKB+CII+CC/[+Mu034T), CHCTEMHAS
kpacHan Bo;yanka (CKB), cunapom Illerpena (CLL), muosur (nonn-/aepmaro-) (TIM/IIM), cicremHntii
ckiiepos (cHeremHas ckaepoacpmud) (CCHD), neperanbit GunHapHeiit upppos nevern (T1BLY).

IIpoTHRONOKA3AHHS

OTcyTCTRYIOT.

Boamo:axnnie nobounnie fefticrann
IMobounsie gelicTaUua HE BEIABNCHEI.

HoTennuanbibie NOTpelATIH MEANUARCKOTO HIZCANS
JIITY moGoro npoduns.

HudopMauua 0 NONYAANHOHHLIX H ACMOrPAGHICCKHX ACHEKTAX NPHEMEHEHHS MEIHNHHCKOTO
H3/1CTIHs
[IpiMeHeHHe H3ACAHA He MMEET MOMYIALMOHHNX 4 AEMOTPadHYECKUX aCNIEKTOB,

llpo(beecnbmsuul YPOBeRb NOTCHIHANLHBIX NOAL3OBATERCH
Bpan winnuaeckolt nabopaTopHoii AMATHOCTHKH, MEAHIMHCKUHA NabopaTOpHALHA TCXHUK.

ObGaacTe nprMenenus
Kimmanueckas naGopaTopHas AHarHOCTHKA in vitro.

Ilepeyens H omHcaHHe MATEPHAIOB MEAHINHHCKOTO H3fle/IHs, BCTYOALIN B HENOCPEACTBEHHbIH
HJIH OTIOCPEORAHALIY KOATAKT ¢ OPraHH3MOM NANHEHTA

B cocraBe M3ACAMA OTCYTCTBYIOT MATCpHaNHl, BCTYNAOUME B HEMOCPEACTBEHHBIH MM
OMOCPEAOBAHHBIA KOHTAKT ¢ OPraHH3MOM NALHCHTA M ICPCOHANA, MCTIOJAL3YIOIIETO H3JACHHE, NPH
BHIIO/IHCHHMM TpeOoBaHHil SKCITyaTaHOHHON KOXYMCHTALHM (MHCTPYKUMM 10 IPUMCHEHHIO).

1
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Ilepetiens MaTepHa/IOB XHBOTHOTO M (H/H) ME0BEHECKOro HMPOHCXOMACHHL, JIEKAPCTBEHHALIX
cpeacrs | GapMaUeBTHIECKEX cyGeTanumi

B cocTaBe H3NCAMR OTCYTCTBYIOT MATCPHANAH HENOBEYECKOTO MPOHCXOXKACHHA, JICKAPCTBEHHBIC
cpeacTea u (apMaLeBTHYECKHE CYGCTaHIMAH.

Meroas! cTepRARIANEH B A3HHPEKIAR A3ACTHN
Haneime HecTepUALHOE, HE TPedyeT CTCPHITH3AIMH B AC3UHPEKIMH.

KpaTHocTh npMeHenns MeANIHHCKOr0 HIACAHN
Hanenue oAHOKPATHOTO NPHMCHEHHA.

IIporpamMmuoe obectieacnne paboThl B3AeARN
IIporpammuoe ofecneucHUE OTCYTCTBYET.

Texunueckoe obcayRuBaMHe H PEMOHT HAeNHS
Hinenue He TpeSyeT TeXHUYECKOrO O6CTyKHBAHHA U HE TIOANCHKUT PEMOHTY.

Kparxas audopmanus ,

AyTouMMyHHOe 3a00NeBaHHE — 93TO. AHOMAMBHEI HMMYHHEIH OTBET, KOTOpHi BOSHWKAET, KOrja
CAMOTOJICPAHTHOCTh MMMYHHOM cHCTeMB He (dopMupyercs, HIH cPOPMHPOBAHHAA TOJNEPAHTHOCTD
paspyllacTcs K aKTMBHPYIOTCA T-KJICTKH, KOTOPHC ATaKyloT caMu ceGf B OTBET Ha COGCTBCHHEIC
KAeTKH HIM TKAHH OpraHu3Ma, YTO MPHBOAMT K BHpaGoTKEe ayTOAHTHTE], KOTOPHIC ATaKyloT CBOH
CoOCTBCHHBIC KICTKH WM TKaHHU. B 4acTHOCTH, CHCTEMHOS ayTOHMMYHHOE 3a00/ICBAHHC AKTHBHpPYET
MMMYHHBIC KJICTKH [UIA 8TaKH AYTOAHTHTCHOB, OOIIMpHO NOBpPEXKIaA BOCNIANCHHBIE YH4CTKH M
paHunble opraHel. Ilockonbky Gone3HeTBOpHHE AYTOAHTHUIGHE NMO-DA3HOMY BHIPAGATLIBAIOTCA B
pasIMYHEIX TKAHAX MAM OpraHax YelOBEYeCKOrOo OpraHM3Ma, BOCTANMTENbHHC 3a6oneBaHMA
fPOIPECCHPYIOT Y KAXKAOTO INalMeHTa No-pasHOMy. THNHYHEIE CHCTCMHHC ayYTOMMMYHHEC
sabonepanua Bimoualor B ceba cucremHyio xpacuylio Bomuanky (CKB), cuuapom lllerpeHa,
crucreMuRN cxepo3 (CCJ), MMO3UT M cMemaHHOe 3aGoneBanue coeAuHATeNbHOR Txamu (C3CT), u
NpH KaxaoM 3a0oncBaHHK BHIPAGATHIBAIOTCH ZYTORHTHTENA NPOTHB ONPEACCHHOTO AYTOAHTHICHA.
CrienosaTensHO, AHATHOCTHPOBATH M ICYHTH NALHEHTOB C NOAO3PCHHEM Ha CUCTEMHOS aYTOMMMYHHOS
3abonepaHne NMOMOraeT H3MEPEHMC Pa3HMHBIX ayToaHTHreHcnenupuyeckux IgG-aHturen, BKmotas
aHTHAZICPHbIC AHTHTEIA. :

IIpranun Tecra

Habop «PROTIA ANA |Profile 18 AyTouMMyHHas naHeib», OCHOBAH HA MNPHHLIMMIE
AMMYHO(CPMECHTHOTO 8HANNM33, BKMOY2CT B ¢e0f HMTPOUCIUTIONOZHHC MEMOpaHHI, COACPXALIMC
Pa3/MYHBIC AYTOAHTHICHE], KOTOPHIC afiICOPOMPOBAHN HA NMONOCKAX, PACTIONOKEHHBIX Yepe3 paBHLIC
HHTEPBANE, YTO NO3BONACT NPOBSCTH McnHTaHMe Ha I8 ayroanTHrencnenubuusnix [gG-anTuren B
oxHoMm Tecte. Ecnu ayroanTureHcneunduunbie anTHTeNa IgG CBAIHBAIOTCA ¢ AYTOAHTHICHAMH, OHH
uMMOGHIM3YIOTCA Ha MeMOpaHe nocne CTaauH NpOMHBKH. MMMoGumusopanHbe anmutena IgG
CBA3LIBAIOTCA ¢ OMOTHHOBEIMH AHTHTENAMH K wenoBedeckoMmy IgG, a OGMOoTHH 3axBarmiBaeTca
CTPCITABUAHHOM, KOHBIOTHPOBaHHBIM cO ImedAouHoit ¢ocarazoil. Ilper passuBaerca mnocae
AoGaBneHua pacTsopa cyGeTpaTa Ha NOCNCAHEM 3Tane HHKYGALUME GEPMEHTOM, 4 HHTCHCABHOCTS 1{BETA
AHATM3HPYETCA € NOMOMBIO YCTPOHCTBA ANIA H3MEPECHHA LBETA.

Cocran
HaGop ans AauardocrHyeckoro aHanm3a in Vvitro JAf  KAYeCTBEHHOIO  OGHapY:XeMus
ayToasTHrencneumpuiecknx IgG-aHTHTEN B CHIBOPOTKE MNH NAa3Me KpoBH uenosexa «PROTIA ANA

Profile 18 AyrouMMYyHHas NaHEIEY:
Haumenopanne Conepxumoe Konuuectso
20 maneneit
Tlanens ayToanTrenos Taneas ayroanTurenos (2 ynaxosku no 10 naxeneit)
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Hanmenobanne Conepxumoe Konugectno
PasGarurens oGp::iua Pas6asurens obpasna 15mMnx 2 da.
PacTsop aHTHTEN PacTeop anTHTeN 20 mn x 1 dpr,
DepmenTHI pacTBOp QepmeHTHELH pacTaop 20Mn x 1 a.
Pacteop cybcTpara Pactrop cyGcTpara 20 M x 1 ¢,
TTpoMbiBoTHEIN pacTeop 20X TIpomuisounsiit pacTeop 20x 45unx 1 ¢,
Huctpyxuns Hrerpyxmms 1 arr,

Habop 1ans aguarHocTHueckoro aHanmsa in  vitro A4 KAYeCTBEHHOrO  OGHapyKeHHA
ayroanturencnenupuyeckux IgG-anTHTen B CHIBOPOTKE WM MUIa3Me KpoBH yenoseka «PROTIA ANA
Profile 18 AyronmmyHuas naHens» paccuHTaH Ha Mccienopanue 20 o6pasUoB M NpeAHA3HAYEH WA
HCONB30BAHMS B YUPEAKACHHAX 3APaBOOXpaHCHNA,

BoaMOoXHa [OCTRHOBKA PpYYHEIM, TONYBBTOMATHYECKHM M aBTOMATHYECKMM METOAOM ¢
HCIIONBE30BAHKEM CIIAYIOEro 000pyIOBAHKA:

1. Pyunoii MeToa: AHanusarop uMMyHonorwdeckui poroMerpadeckull «Q-SMARTY ana AMArHOCTHKH
MR BETPO Ha naHenax «PROTIA» u kayaiomu# weiikep.

2. [TonyasroMaTHueckut MeToa: YerpolicTeo aproMaTHaupoBaHHoe «Q-PROCESSOR» ana obpabotkn
nateneli «PROTIA» ana JAWAarHOCTHKM MH  BHIPO M AHAJM3TOP  HMMYHONOIWYCCKHMH
doroMeTprueckut «Q-SMART» ana anarHocTkK HH BHTPO HA naHeasx «PROTIA»,

3. AxanusaTop aBTOMaTH4YecKui MMMyHonorwueckuil doromerpuueckuii «Q-STATION ELITE» ana
AHATHOCTHKYM MH BHTpo Ha naHensx «PROTIA».

Onucanne KOMBOHERTOB Habopa AUIA AMATHOCTHYECKONO aHAMI3a in Vitro ANd Ka4yecTBEHHOro
obHapyxeHMA ayToaHTHrencnenuduyeckux IgG-aHTHTEN B CHIBOPOTKE HIH IJa3Me KPOBH 4YENOBEKA
«PROTIA ANA Profile 18 AyrouMMyHRas nasens»;

|. IManems ayroanTurenos: Ilnacrukosas manens HeGecHo-ronyGoro upers, K KOTOpo# MpHKperUieH:
TpH Gentie Mem6paHml -

2. Pasbapurens obpastia: CuHe-(uoneToBas RHAKOCTH

3. Pacteop anTHTen: Xenras XKHAKOCTH

4. QepmenThblit pacTBop: becuserHas KUAKOCT

5. Pacteop cyGcrpata: CeeTno-xearas XHAKOCTh

6. ITpomuisounnili pacTeop 20x: BecuperHas MHAKOCTE

KolcTpyKkiuHS H 0OCHOBHBbIC YHKIHOHARLHBIEC 1EMEHTH.
CocTap KOMIIOHEHTOR H HX KonndecTso B naHeau «PROTIA ANA Profile 18 Ayroummynnas nanens»

Ne [Hanmenonanue | Onncanne

TUKOBaA KACCETa C IUTACTHKOBLIM KaPKACOM, COflepaxalnas MeMOpanst ¢
COpOHPOBAHHEIMH 8Y TOAHTHICHAMH.
lasens KOBag naness HebecHo-rosy6oro nseta, K KOTopoH NpUKpenneHs! Tpu Gensie
1 emGpanst (S-1, S-2, S-3- cranaapTHEIC MHAUY, ¢ 1 0 18 - THHENK ayTOAHTUTEHOB) 20

1

[RYTOAHTHICHOB eneli (2 ynaxosks no 10 naneneif).
kekaoH MemGpatie NpUKPENICHa BEPXIAL NCHTA PA3HOTO LIBETA, A HIDKHAA —
2 PasSasnrens Genrix GrakoHa eMKOCTEIO 20 MJI ¢ ciHel saBHHuMBaIOWecH KprmKoH
obpastia epxar no 15 Mn cune-puoneToRoH KNAKOCTH

il durakoH eMrOCTRIO 20 MJI ¢ ACIITOH 3ABHHYHBAIOCHCA KPRIMIKOH,
3 [PacTeop anTHTEN onepxaiuil 20 M xenTol XHAKOCTH

PepmenTHEI siH dnakoH eMxocTbiO 20 MI ¢ kpachoit sasuHuMBAIOIElica KpaILIKOft,

4 ofepxainmi 20 Mn Gecupernoft skuaxoCTH

epabiti hnakon eMxocTsIO 20 MA ¢ yepHoOlt 3aBHHYHBalOIIeHCE Kprunkol,

PacTeop
s F’WI'WP cyGerpara epacantuit 20 M CBETNO-XKEMTOMH KHUAKOCTH

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Ne [Hasmmenosatse Onncanne
6 MBIBOUHEIS Bengilt drakou emMxocTIo 50 M ¢ Genoit 3aBHHYMBAIOIEHCA KPLIIXOH, CoRep A
% 20x

45 mMn Gecupernolt xuaKocTH

7. I wmr

IIanean ayTOSHTHICHOB

BRRALTELBen e nawnvabis

OnucaHHe aYyTOARTHIreHOB NAHEAH

N AYTOAHTHTeHBI Kon
1 I'ncruaun-TPHK cunteTa’a Jo-1
2 PM-Scl 100 PM-Scl
3 Llenpomepawiit Genox B CENP-B
4 Scl-70 Scl-70
5 Ro/SS-A (60 x[Ta) . SSA 60
6 Ro/SS-A (52 x/[a) SSA 52
7 La/SS-B SSB

-8 . M2 M2
9 Ieynuresas JHK dsDNA
10 Hyxneocoma Nuc
11 T'acron Histone
12 HApepunlit anTuren npoaudepupyIOHmX KNETOK PCNA
13 PuSocomansHsiif dochonporens PO RPP
14 Sm Sm
15 U1-snRNP 68/70 xJIa RNP 70
16 " Ul-snRNP A RNP A
17 Ul-snRNP C RNP C
18 RNP/Sm RNP/Sm

(1) Homepa nonocok npABeACHK! Ha PUCYHKE.

Anaamsnpyembie oGpa3nnl
CriBOPOTKA HIIH TIa3Ma KPOBH 4€/10BEKA (AHTHKOATY/AHT: IeNApHH JIHTHA, LHTPAT Hatpus, DITA-K2)

Ilopsagox npoBeXeHHS HCOBITANAS,

1. HoaroToBxa nepea HCnLITAHIEM

Bcee pearerTsl JOMKHE GHITH MOBEACHE! 10 KOMHATHOR TeMNepaTyphi 3a 30 MUBYT A0 MCTIONL30BAHHA U
XOpOILIO NEpeMemIaHE HEMOCPEACTBEHHO IepeA HMCMONb3oBaHKeM. [locne goBeaCHHS A0 KOMHATHOH
TEMIIEPATYPH OTKPHTH YIIAKOBKY C 8yTOAHTHICHHOH MAHEIBIO.

IIPMMEYAHHE. AyToaHTHUrcHHHE NaHeNH, HE WCTONB3YCMBC JUIA HCNHTAHHA, HeobX0aMMO
HE3AMCVIUTENILHO NOMECTATE B ANIOMUHHEBHIH NAKET, 3aMeYataTh H XPAHKTD B XONOXHIbHUKE.

2. lloaroToBka pearenToR ¥ ofpasnos

(1) lloarotoska nmpomsiBoaHOro pactacpa (1x)

Ilepen ncnsrralmem pasbasuTs npoMeiBouHnd pacTeop 20X AeHOHH3HpOBaHHOHA BoAoM 20 pa3.

[Tpumep: 19 mMn genoHusupoBaHHOM BOZM + | MA NPOMEIBOYHOrO pactsopa 20x = 20 mn

NMPOMEIBOYHOTO pacTsapa 1x

(2) Iloaroroska o6pasua

B HCIIEITaHUH HCTIONB3YCTCA CHIBOPOTKA WM ILTa3Ma KPOBH YENOBEKA (AHTHKOATYIAHT: reNapHH JINTHS,

umTpar HatpHa, JIATA-K2). Ilepex mcnpiTanHeM YAanMTh KIETKH KPOBH WM oGble TBEpAHC

BEIISCTBA NYyTeM MUCHTpHpyrupoBanHud. ['eMONMIMDOBAHHEIE WM 3arpasHeHHmle ofpasmet Moryr

NPUBECTH K MO/MYYCHHIO HEXOPPEKTHRIX pe3ynbTaToB. XpaHHTs 00pasubl CHIBOPOTKH/MIA3ME KPOBH
4
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npu TemMmeparype 2~8°C npu HCNoAs30BaHHH 33 KOPOTKAH NEPHOA (B TeueHue 2 Hedens) U npnr -20°C
WM Hwke npr Gonee ANMMTENIEHOM HCMONB30BAHAM, ClcAyeT H3GEraTh NOBTOPHOIO 3aMOPAXHBAHUA U

pasMopakuBaHMA o0pasuoB CHBOPOTKW/MNA3ME KkpoBH. OOGBeM ofpasua, HeoOxozamMuil ans
NPOBEACHHA HCMEITAHUA: IMKIL,

Metoanl npoBeieHAN BCNLITAHKI

1) OnmiMansHBIe yenoBra A nabopaTopuy - npoBeAeHUE IKCNepHMERTa NpH + 25°C £ 2 °C u npu
BRaXHOCTH 50% + 20 %.

2) Bce pear¢HTH CACAYET AOBECTH A0 KOMHATHOM TeMucpaTypl 32 30 MHHYT A0 MCHONB3OBAHMR K
TILATENBHO TIEPEMELIATL CPasy NepeA HCnonb3osanHeM. Bekpolite ynakoBky naHend A4 annepreHos
NOCJC BHpPaBHMBAHHA ¢8 TeMNePaTyphl ¢ KOMHATHOM,

INIPHMEYAHHE: AyYToaHTHI¢HHNC NAHCAM, HC HCMOJB3YEMBC AIA HCOLTaHHA, HeoOXoAaumo
HE3aMCJUTHTENILHO MOMECTHTE B AMIOMHHMEBRIH NAKeT, 3aNeYaTaTs H XPAHHUTE B XOJIOZHILHHKE

3) IlonHOCTBIO CMOYKTE TECTOBYIO MeMOpaHy, BHeCS B NaHeNb I annepreHos 600 Mxn pasGasneHHoro
TpOMKIBOYHOIO pacTsopa 1X, packauupalite naHenb B TeYeHHE 5 MHUHYT, & 3aTeM YAANMTE OCTATKA
NMPOMKBOYHOIO PacTBOpa (PEKOMEHAYETCA 4acToTa Kadanua: go 100 xoneGannit / MuH).

4) BrecHTe B ayTOSHTHICHHYIO NaHeas 891 M paz6asnrens obpasua.

5) Buecnre B naHenmp 9 M ofpasiia nauMeHta M HHKYOHpYHTe NpH packauMBAHUH MAHENH MPH
KOMHATHOH TeMIIepaType B TCUCHHE 45 MMHYT.

6) Vpanure OCTaTKM pacTBOPOB M3 NAHSIHM H ABRXAM npoMolite MemGpaHy pajGaBieHHBIM
NPOMHBOYHEIM pacTBopoM 1X. Ha kaxnmom srane mpoMbeipkk gobapnsiite 900 mxn palbaBneHHoro
NPOMEIBOYHOTO pacTsopa 1X, HHKyGHpyliTe npu packauHBaHHH NAHENH B TEYEHHE 5 MUHYT U yAaiatite
3aTeM C NaHCNH NPOMEBOYHEIH pacTBop 1X, pacTBOp He JAOMKEH OCTABATECA B MAHEIH.

7) Brecure 500 Mxn pacTeopa aHTHTEn B NaHEAb M WHKYOHpYyHTe NpH pacKaYHBAHHH NAaHENH NpH
xoMHaTHOH TeMnepatype B TeucHue 30 MHHYT.

8) Vaanure pacTBOp aETHTEN H3 NAHCIH W ABAXAM nNpoMolite MemOpaHy palbaBieHHEM
NpOMBIBOYHNM pacTBopoM 1x. Ha kxawpmom sTane npomuBxu goGapnaitre 600 mxn pasbasacHHOro
MPOMKBOYHOTO pacTeopa 1X, HHKYOUpYiiTe NpH packaYUBAHHM NAHEN B TeYeHHE 5 MHHYT B yAaIiiTe
3aTeM ¢ NaHe/H NPOMBBOYHKI pacTBOp 1X, pacTBOp He AOMKEH OCTABATECA B MAHENH.

9) Buecure B nasens 500 Mxn ¢gpepMeHTHOrO pacTBopa M HHKYOHPYHTE NpH PacKayWBaHHH NAHENH B
TeuyenMe 30 MuHyT.

10) Yaanure depmeHTHEIR pacTBOp U3 naHe M M NpoMoiiTe MemMGpany, kax yxasaHo B myHxre (8).

11) Brecure 500 Mxn pacTeopa cyGcTpaTa U MHKYOHpYHTE Npu packauMBaHHH NAaHEMH NPH KOMHaTHOMH
TEMNCPATYPE B TCMHOM MECTE B TeucHHe 20 MHHYT.

12) Vaanure pacrsop cyGcrpara #3 naHeNM M OAHOKpaTHO mpomolite MemOpany 1000 mkn
JCHOHM3IMpOBAHHON BOAR.

13) OcrapbTe NanHens Ha CTONE A0 €CTECTREHHOrO BHICHIXAHHA.

IIPHMEYAHME: nepea nepexoAoM K CACHYIOWIEMY 2Tany ybeautech, ¥To MeMOpaHa MOJAHOCTHIO
BHICOXTIA.

14) BcrasbTe maHenn B ABANH3ATOP MMMYHONOrWdcckhil ¢oromeTpuueckmii «Q-SMART» s
AHArHOCTHKKM HH Butpo Ha naHenax «PROTIA» wu ouenwre pesynstatl. Bonee nompoGHO oM.
PykoBoacTeo Ha AHamM3aTop HMMYHONOrHYecKuit poToMerpuveckuit «Q-SMART» it AHArHOCTHKH
HH BHTpO Ha naHensx «PROTIA»

* Ana HHKYOAUMM H KaYaHus TTAHeNu MCTionb3ylite moboit kavalomuil melixep co CKOPOCTHIO KAYaHUA
a0 100 xoneﬁamm /mm Her orpanuuennit no Bebopy Mofienu ycrpo#crsa.

1) Yc'rpoﬁc'rao ammmupowmoe «Q-PROCESSOR» ana o6paborkst nanenei «PROTIA» ans
JIMaTHOCTHKH HH BHTPO.

2) OG6paryrech K PYKOBOACTBY IO DKCIUIyaTalyu Ha YCTpoilcTBo aBTOMaTH3HposaHHoe «Q-
PROCESSOR» ana obpabotkn naneneit «<PROTIA» ans AMarHocTHKY HH BUTPO

3) Bcerasbre nanenn B aHammarop Q-SMART ® ouennre pesynprathl. Bosee noapobHo oM.
PyxoBoacTo Ha AHamusarop nMMyHonorudeckuit dporomerprueckuil «Q-SMART» Ana AHATHOCTHKH

5

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



HH BHTpO Ha nanensx <PROTIA».

AstomaTHuecknif meron

1) AHami3aTop aBTOMaTHYeckni MMMyHonormueckuit doromerpuueckuii «Q-STATION ELITE»
AJIA AAATHOCTHKH MH BHTPO Ha nanemax «PROTIA».

2) OfpatuTech K pYKOBOACTBY IO OKCIUTYaTALIAM Ha ANAIM3STOP  aBTOMATHIGCKHI
umMMyHonorHaccKuit poromerprueckult «Q-STATION ELITE» Ans ANarHOCTHKH M BHTPO Ha TIAHENAX
«PROTIA».

3. Ontenxa B HHTepNpeTALNAA
YpoBeHs ayToaHTHreHcnemuduuecknx IgG-aHTHTEN Ka4eCTBEHHO AHANM3MPYETCA C MOMOIIBIO

H3MCPHTENIBHEIX YCTPOHCTB B y.e./mMil,
PesynpraTsl HCNHTAHUA ONPEACARIONCA KAK OTPHUATCNIBLHEIC HIH TONOXMTENHHHE, KAK MOKA3aHO B
Tab/IMLEC HIDKe.

y.e./mMn YpoBeHs ayToanTHrencneLmguyecknx IgG-anTHTen Pesynhtarst

<11,00 He naiinensi win cliaboe nposnnenye OTpHIATENLHBES

> 11,00 CHunbHOE NPOoSBICHUE TTonoxATeNLHRE
Kontpoan xavecrsa

Mocne sagepmenud ucnuTanka nojocka PC (S1) Ha cepeaute MeMOpaHH A0DKHA CHITLHO NPOSIBATLOA.
EcnH HHTEHCHBHOCTL 1BETa KOHTPOABHOM JHMHMM cnaGas, oHa He OygeT KOPPCKTHO CuWTaHa
ONITHYCCKHUMH W3MCPHTENBHEMH NpnbopamMu. B 3TOM ciyuae pexoMeHIyeTCA NPOBECTH MOBTOPHOE
HCIBITAHNE,

Anamarayeckue H JHATHOCTHYECKHE XAPAKTEPHCTHKN

1) IToporoeoe 3xagenwe: 11,00 y.e/mn*

*y.c./un GuNoO NPOMIBONLHO 3AKAHO KAX SHAMCHAC YPOBHA CHTRANE, NOMYYCHHOE HA MIMEPHTEILHOM NPHOOPS NS MUY
EOMIIARHE

2) AHanMTHYECKAA CHCUMGHYHOCTH: MPH CHCAYIOWEH KOHLCHTpaMH He HabmozaercA 3aMEeTHBIX
NOMeEX A NEPEKPECTHON PCAKTHBHOCTH.

BeuteeTsa, BHILBAIOMAC HOMCXH H ICPCKPECTHYIO
PEAKTHBHOCTS Kosmerrrpatsin
TenspuH s 330 en/an
Iintpar BaTpun 3,2%
SATA-K2 0,1 mr/nn
Temormotun 1000 mr/an
Bumpytun (HeKONRIOrHPOBAHHEIN) 40 mr/pn
Tpuraunepux 1500 yr/nn
T'moko3a 1000 mr/an
Cripoporxa ansGyMItHa uenoseka 6 r/an
Penuarounusiii gaxrop 60 ME/Mn
Buotur 0,351 mrimn
IgE vyenosexa 300 ME/un
IgM nenopexa 4 Mr/un
IgA uenopexa S Mr/un
IgD uenonexa 0,09 mr/un

3) Tounocts: IloBropaemocts (B mapThu W3iemwuil, B TeyeHHe XHA, MEXAY JATAMH NPOBEACHHA
HCTINTAHKHR) ¥ BOCMPOM3BOAMMOCTS (MEXTY NMAPTHAMH W3AENHM, HCIILITATCHbHMMU IUIOWIATKAMY M
HCNBTATEAMH, KOHTPOJBHO-UIMEPHUTEIIBHHMH  NMpubopaMH, HCNEITATENbHHIM  0GOPYNOBAHUEM)
PesyAbTaTOB HCIBITAHKI COOTBCTCTBYIOT KpHTepHaM npremaeMocTd (CV B npeaemax 20%).

4) JInarHocTHdecKas HyBCTBUTENLHOCTE 95 % i Gonee.

5) RuarHocTHveckas cneuudrHocTs 95 % u Gonee.

Mepsi NpeOCTOPOXHOCTH NPH BCMOALIOBAHNH

1) Tonbko ans AUATHOCTHXKH in vitro U NPOdHeCCHOHANLHOTO NPUMEHEHHS.

2) Habop «PROTIA ANA Profile 18 AyronmMmyHHan naHe6» MOXeT OLITh HCTIONB30BAH B KAYCCTBE
BCTIOMOTATE/ILHON IMACHOCTUKH, & OKOHYATCIBHEIH KAHHKUCCKHH JAMarHO3 WM CXEMB! A03HPOBAHMA
AN VMMYHOTEPAITHH JOJDKHH OHITH ONpPEeACNcHH BpadoM MNOCHE OLEHKH BCEX KIHHHUSCKHX H
naGopaTOPHKIX PE3YIBTATOR.

3) Mexay peaynsraramu «PROTIA ANA Profile 18 AyroummyHHas TaHENs» M PE3YNLTATAME TECTOB
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in vivo WHIA DPYTHX TECTOB in Vitro MOTYT BO3HHKATH PACXOMKACHMA BCIACACTBUE OTCYTCTBHA
HALHOHAIBHOTO HIIH MEX/(YHAPOAHOTO CTAHAAPTA, H3-38 YETO YPOBHH aYTORHTHICHOB B PA3HHEIX TECTaX
MOTYT OT/IHYATHCA,

4) Moryr OHTE nOMyYeHH JIOXKHOTIOJNOXKMTENbHRE PE3YNFTATH  HMCMIMTAHWEA  BCICACTBHE
NEPCKPECTHOR PEAKTUBHOCTH UCIIBITYCMEIX AYTOAHTHICHOB C APYTHMH AYTOAHTHICHAMH,

5) Kyputs, ecTh M nMTE B MCCTAX WCTIONB3OBAMHA OGPA3LOB WM MCIHTATCABHEX PCATCHTOB
3a0peIacTCS.

6) Bcoe obpasunl noTeHUMANBHO MOTYT COACPXATL HEH3BECTHHE MHGCKUMOHHHE MaTepuanh. Ilpm
ofpameHnn ¢ ofpasuaMH HeoOXOAMMO HaJieBaTh OAHOPASOBHIC INCPYATKH, & TOCHE NPOBCACHMA
HCIILITAHHA MBTh PYKH.

7) B uensx 6€30macHOCTH 3anpeinacrca pasMeIlaTh Mriisl, HOXH MAH mobuie Apyrue mpeaMeThi,
KOTOpEIC MOTYT OpHBECTH K TpasMaM, BOmu3sH mecta pafoThl ¢ ofpasuaMu KpoBM uenoBeka U
pearcHTaMu,

8) Bce ofpasunl XpoBM NAUMEHTOB H HCIIONB30BS8HHHC KOMINOHCHTH M3 Halopa AOMKHE
PaccMaTpHBaTLCA KaK HCTOMHMKHM Guonornueckoll onacHoCTH, OHM NMOANEKAT YTHAM3AUMM COMIACHO
COOTBETCTRYIOIIHM PEKOMCRAALIHAM,

9) He ucnoaszoBaTh HAGOPH NOCAE HCTCYEHHA CPOKA MOTHOCTH.

10) AyTOaHTHreHHLIC NAHETH NOCTABNAIOTCA C OCYIIMTENEM M AC/KHE! ORTh HamiexamuM obpailom
3aMCYATAHK [T0C/E KRKROTO HCNONB30BaHHS. Kakaan nosocka spaseTca OqHOpasoBoH.

11) HexoTophie pearcHTH, BKIIOYCHHBIC B HaGop, COMCPXAT a3HR HATPHA B KAYCCTBC KOHCCPBAHTA.
H3secTHo, 4TO a3nA HATPHA BCTYMACT B PEAKIMIO CO CBHHUOM WIH MEABIO, B Pe3yJILTaTe Yero NpH
cauBe ofpasyeTcs NOTCHLMANBHO B3pHBOONacHmi asua Merama. Ilostomy HeoGxomumo Bceraa
OCYLICCTBIIATH NPOMBIBKY GOJBIMM KOTHYECTBOM BOAK BO M3bexanne oOpajosasns a3uas METAILIA,
12) PactBop cyGeTpaTa MOKET COACPKATE YepHBIHt 0cafoK. IT0 He SBAETCS AHOMANLHEIM ABJICHHEM H
HHKAK HE BJIHACT Ha PE3Y/IbTATH HCIILITAHHA.

13) HeobxonuMo ocreperaties  ofpajoBaHHA Ny3HpHKoB. OcOGEHHO NPH  MCNOAB3OBAHHH
ABTOMATHYCCKMX YCTPOHCTB MY3BIpbKH CHEAYCT YRANATH NCPEA HAYANOM WCIBITAHMSA, MOCKONLKY OHH
MOTYT BAMATE HA 00BEM PaCTIpeeiCHHS.

14) Ecnan nocne okoHuUaTensHoM peakimu MeMOpaHil He MOMHOCTBIO BHICYIICHH, Ppe3yAbTATH
MCNKITAHHHA, NPOaHAITH3UPOBAHHEIC H3MEPHUTENILHEIMH MPHGOpaMH, MOTYT GHITh HEBEPHBIMH.

15) 3anpemeHoO CMEIIMBATH H MCTIOJIL3OBATEH PACTBOPH M3 PA3HEIX NAPTHIA.

16) XpaHuTh u3fienua HeoOXOAMMO B XONOAMNLHMKS Npu Temnepatype 2~8°C u m3berams mx
3aMOPO3KH,

17) Echim B CBA3M ¢ HAacTOALIMM MEAULMHCKMM H3ACHHEM TNPOM30OLIEN KAKOH-TACO cephesnblit
HHUMACHT, HeoOXOqUMO OOPATHTECR K MPOU3BOAUTENTIO.

YTHAR3auAS 0 YRAYTOKEHHE

VTHIH3ALHMA MIACHHA JODKHA [MPOUSBOAMTLCA B COOTBCTCTBHM ¢ TpeOOBAHMAMH JIOKANLHOTO,
PETHOHANBHOTO H HALIHOHANBLHOIO 3AKOHOAATENLCTBA®.

*Uspenua B npoLECCe HCMOJNB3OBAHMA, XPAHEHHA H TPAHCTIOPTHPOBAHMA HC BBUGCNRIOT BPEAHBIX
BEWIECTB, 3aNpAIHAIONMX OKpYXaiolnyio cpeay. OTxogsl, ofpasyiomuecs B Pe3yNLTaTe MPHMEHEHHS
Habopa pearcHTOB IO HA3HAYCHHIO, YCTAHOBJICHHOMY TIPOH3BOAMTENCM, & TAKKE HCHCIIONB3OBAHHKIC
u3ienns (McTeKwMii CPOK rOMHOCTH, NOBPEKACHHAA MNOTPEOMTENbCKAs —YIaKOBKa/MapKHpOBKA,
TIOBPEXK/ICHEAN YIIAKOBKA/MApPKHPOBKA PCar¢HTOB H T.A.) OTHOCATCA K MEABLMHCKMM OTXO/IaM Knacca
«A», «b» B cooTBETCTBHM cO CT. 49 DeacpansHoro 3akoHa ot 21.11.2011 r. N 323-03 «O6 ocHoBax
OXpaHH 30poBbA rpaxAaH B Pocculickolt @eaepauuny.

Memunuuackue otxogn  moanexar cOopy, O00e3BpeXMBAHMIO, PpasMCWICHHIO, XPaHEHUIO,
TPAHCTIOPTHPOBAHHIO, YUYETY M YTHIM3ALMH B COOTBETCTBHH ¢ JACHCTBYIOIIMMHM TNpaBHNaMH U
Hopmatepamu (CanlluH 2.1.3684-21 "CaduTapro-2nuaeMHoONOrHueckue TpeGoBaHU K COACPKAHUIO
TEPPUTOpHE TOPOACKHX M CENILCKMX NMOCENeHMH, K BOAHEIM 00BEKTaM, MUTLEBOH BOJIC H NUTHEBOMY
BOAOCHAGKCHHIO HacelieHNA, AaTMOCPEPHOMY BOIAYXY, IOYBAM, XHIIBIM NMOMEIICHHAM, KCIUTYaTallMH
NPOH3BOACTBEHHHX, OOIISCTBEHHHX NOMCWICHMN, OpraHM3allid H TIPOBEACHHIO CAHHTAPHO-
HPOTHBOSNHACMIYECKHX  (mpodunakTiyeckux) weponpuamuii® B aclicTBylomel  pemaxkuuM,
"MeToMuecKMH YKa3aHMAMH 110 Ae3MH(EKINH, NPSACTEPIIH3AIMOHHONA OYHCTKE H CTCPHIH3ALMH
H3JCTHIi MERHLIMHCKOTO HazHavYeHHA " (yT8. Munsapasom Poccun 30.12.1998 N MV-287-113).
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[pu cobmozeHHH METOAOB YTHAN3UUN FKONOTHHECKHE H PHIHYECKHE PUCKH OTCYTCTRYIOT.

Eanunna ynaxosxu: 1 Ha6op (#a 20 Tectos).

YcnopHS Xpasenus: XpaRHTb Ipu TeMnepatype 2~8°C.

Cpox roasocrs: 18 MecAues ¢ XATH M3rOTOBNCHHA (KAKAAK NMaHeNs oAHOpasosas). Ilocne BCKpLITHA
ROMYCKACTCS XPAHHUTH NpU TeMneparype ot 2 20 8°C ue Gonee 2 Mecaues.

JonyckaeTca TpaHCTIOpPTHpORaHHe NpH Temmeparype or -15°C no +30°C B Teuenne S micﬁl
TPaHCTIOPTOM BCEX BMACB B KPHTHIX TPaHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C TNpPABHIAMM
NEPEBO30K, ACHCTBYIOIMMY HA TPAHCIIOPTE AaHHOTO BHAA.

CuMBOAEL, HENONLIYEeMbIE HA YIAKOBKE H ITHKETKAX

Cumzon Omncanne HMBOA Onucaune Cnmpox | Onncanne
Haroroerrens MeanuuucKoe HasanHe
‘ @ INA ARATHOCTHKI i vitro g Hcnonnzosars ao
] A Obparurecs k
& Ocropoamo! RHCTPYKIHM NO @ Koz naprum
= o NPRMCHEHWIO
&c Coaepaumoro
2‘CX Temneparypini JIOCTRTOHO JIx Howep 10
TR | mposeacnus <n> xATRROPY
TECTOB
r )
® npuume";ue opaoe & BHOMOTAUECKHES PHCKH YnonHoMoueHHE
ﬂ Jlata R3roTOBRNEHMUA

[lIJommmnmq
«IPOTHA HHk.» (PROTIA Inc.)

A-702, 401, Siurunon-po, I'anrceo-ry, Ceya, 07528, Pecmybnuxa Kopes (A-702, 401, Yangcheon-ro,
Gangseo-gu, Seoul, 07528, Republic of Korea),
Ten.: +82-2-6968-5278, daxc: +82-2-6442-8345.

BeG-caifr: www.protia.co.kr, E-mail: protia@protia.co.kr

{YunonaomoueHHbIi NpeACTABHATENL}

Ha Teppuropun Poccuiickodt (deaepauuu no BonpocaM, KacaloIMMMCHs KavuecTea H oOpatneHns
MEAMIHHCKOrOo M3AC/AHa, cleayeT obpaulaTeea no agpecy: 109387, r. Mockea, yn. Tuxas, a. 28, od.
216; ObwecTeo ¢ orpanmdennoffi orBercTBeHHocThio «BHO ®OKYC» (000 «BHO ®OKYCy),

info@biofocus.ru. Tex. (495) 352-8777.
@ PROTIA Inc.

PRI-ANP01-en002 (20240517)
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Pecniy6nuka Kopes, ropoa HOTAPWANBHAR W Oduc Hotapwyca
Ceyn, paitoH Manrceo-ry, IOPUANYECKARA KOMMAHUS
Xearox-po 301, agaHue XAHNUM Ten. (02)2696-2514

BowlyHr, Ne501 dakc. (02)2696-2507

PerucrpaunoHHblit Homep 2024 - 00964

HOTAPUANBHLIA CEPTUOUKAT

XyaH [Oiicioadb \ Huang Yuxuan\, npeacrasnsiowmii no gosepeHHocTn MpesupgenTa
NPOTUA Uuk. \PROTIA Inc\ Kyx Ixum Jluma \ Kook Jin Lim\, npeacran nepeno MHO#A 1
npeaoccTaBMN NCANUCH BhiLLEYNOMAHYTOro Mpe3naeHTa Ha npunaraemMom 3anaBneHun.

Y10 Obino sacsuperenscraosaHo 28 man 2024 roga 8 aaHHOM oguce.
Hotapuanbhan u 1opuanveckan komnaiua XAHIIUM
HANLIM LAW AND NOTARY OFFICE

Mpunagnexut Mpokypatype okpyra KOxHuii Ceyn
Pecriybnuxa Kopes, ropoa Ceyn, paiioH laHrceo-ry, Xearok-po 301, spaHue BonlTynr, Ne501

{Noanuch HOTapuyca)
XyH O \Hoon Ch\

AnBOKaT, BLICTYNAIOLWWKWIA B KAYeCTBe HoTapuyca.

OanHuif ocuc Guin ynonHomoveH MuHucrepcTeom ioctuyum PecnyGnuku Kopes
AeACTBOBAaTL B KayecTee HotapuanbHore ¢ 07.02,2020, cornacHo 3axony Ne 15150.

iWimamun: Homapuanshan u lopuduveckan xomnanun XAHITNAM

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBoa AaHHOI0O TeKCTa cenaH MHOM, nepeBoa4YMKOM CaBasibCKMM Cepreem ANeKCeeBUYEM.

noAnuch

Poccuiickas ®eanepayus
["opos MockBa
OpnHHaaLaTOro UIHA ABe ThiCAYM ABajLaTb YeTBEPTOro roga

A, Kopcnk Mapus AnekcaHapoBHa, HOoTapuyc ropoga MoCKBbI, CBUAETENbCTBYHO MOA/IMHHOCTb
nognucu nepesogymka Casanbckoro Cepres Asiekceesunya.
Mognwuce chenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NognucasLLUEero JOKYMEHT YCTaHOB/EHA.
3apeructpmpoBaHo B peectpe: Ne 77/2139-H/77-2024- n
YnnayeHo 3a CoOBepLUeHNe HoTapuanbHoro gencrtemsa: 400 py6. 00 kon.

noanmnchb

M.A. Kopcurk

MepboBas neyatb
HoTapuyca r.MockBbl
Kopcuk M, A.

Bcero npowwHypoBaHo, NPOHYMepPOBaHO
N CKpensieHo neyatbtd bb  mcT(a)(oB)

Hotapuyc
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