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INSTRUCTION FOR USE

The reagent kit «Immunochromatographic assay for semi-quantitative detection of the level of
total immunoglobulin class G in human serum, plasma or whole blood samples» «ImmuneCheck»

APPOINTMENT

The reagent kit «Immunochromatographic assay for semi-quantitative detection of the level of
total immunoglobulin class G in human serum, plasma or whole blood samples» «ImmuneCheck»
«ImrauneCheck» for semi-quantitative determination of human immunoglobulin G in human serum,
plasma or whole blood in order to determine the immunological status of a person by
Immunochromatography method.

Application area
Clinical Laboratory Services.
Medical device for diagnostics in-vitro only.

Potential consumers of products
Health facilities of any type.

The professional level of the potential users
Doctor of clinical laboratory” diagnostics, medical laboratory technician.

Possible side effects
Side effects are not revealed.

Contraindications
If the patient has a severe form of haemophilia.

Description of the tai”et analyte, the information abbLUT” scientific validity.

Human IgG is most of all immunoglobulins in the blood. These antibodies captured antigens in the
body and thus protect the organism. In particular, Fc-fragments of IgG molecules bind to specific receptors
on neutrophils and macrophages which effectively destroy hostile bacteria. These actions are important in
the antibody- dependent cell-mediated cytotoxicity (ADCC). Deficiency of 1gG may be linked to sinus
infections, ear infections and other respiratory infections, pneumonia and bronchitis and so forth. | herefore,
guantification of IgG in the blood can be used as an important method of assessing the state of human health.

OPTIONS AND ACCESSORIES
The set is available in two basic versions:
l. ImmuneCheck IgG.
n. ImmuneCheck 1gG-F.

Title Description ImmuneCheck 19G ImmuneCheck 19G-F

I'he test - Container of plastic size 70x19 mm, with

cassette holes for sample introduction and an
analytical zone comprising a test strip size
60x4 mm. Packaged in individual package
size 120x80 mm with aluminium foil along
with the desiccant.
The test strip includes a membrane on which
there are:
- a control line C: goat anti-mouse 1gG;
- test line T1; mouse antibody to human

20 pcs. I pc.
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19G;

- test line T2: human IgG;

- on gold conjugated goal anti-human IgG;
- on gold conjugated mouse 1gG

The vial Plastic bottle (high density polyethylene)
with 1 mL with a lid dropper (polypropylene, mv 'IE ji
(>r buffer polyethylene, silicone) 2 mL volume with an
solution adhesive label (polypropylene film, size:
38.1x19.2 mm) containing 1 mLofabuffer
solution without foreign particles or 20 pes. 1 pe.
contaminants, comprising:
- sodium carbonate;
- casein;
- sodium chloride.
Capillary ~ Material: Polycarbonate
tube Volume: 5 uIE/ 20 pes. 1pc
Lancet- Material: low-density polyethylene i 1
scarifier Size: diameter of the needle 28G e
Alcohol Material: the nonwoven fabric is saturated
wipes 70% isopropyl alcohol ) 1nc
Size: 30x35 mm (napkin), 35x55 mm pe.
(packing)
Instruclio  Material: 75 g/m" paper with a high degree
ns foruse  ofwhiteness 1pc. 1pc.
Size: 210x297 mm
Table for Material: 75 g/m” paper with a high degree
delerminin  of whiteness.
g of the Size: 80 x 120 mm 2pcs. | pc.
concentrat
ion of Ig(i SR
Notes.
1 The kit includes all the reagents necessary for the production 1C/1 except timer and disposable
gloves.

2. In the composition o fthe product there are no medicines and pharmaceutical substances.

J.As part ofthe product contains materials (lancet) that come into direct contact with the short body
ofthe patient, and there are no materials that come into indirect contact with the patient's body, and
personnel using the product instructionsfor use) in the performance ofoperational documentation
requirements.

4 The use ofthe product has no population and demographic aspects.

The kit components are packed in a box. in which the enclosed instructions for use. Certificate of
Analysis.

BASIC CONSLMER CHARACTERISTICS

The reagent kit ImmuneCheck Ig(j is designed for the study of 20 samples, and is designed for use in health
care faeilities.
The reagent kit ImmuneCheck IgG-F is designed for the testing of only 1 sample and is designed for use in
health care facilities.

Methods of sterilization of products

The product does not require sterilization.

The software work products

Is absent.

Maintenance and repair products
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OPERATING PRINCIPLE

The test work is based on a qualitative immunochromatographic analysis.

Ifi conventional tests, using a one-step sandwich assay when hlgG is present in an excessive ainouni.

there is an erroneous diagnosis (false negative), no color on the test line. All test strains compri*O”plgG-
antibodics saturated free immunoglobulin which blocks the formation of a "sandwich type
antibody-immunoglobulin antibody ("prozone effect" or high-dose effect (hook effect)).
ImmuneCheck is a quick semi-quantitative diagnostic test which determines the amount of human IgG using
two different mechanisms: a sandwich immunoassay (Test Line 1) and competitive immunoassay (Test Line
2). On the test line of human IgG 1 from the sample and antibody to human IgG, conjugated to gold
nanoparticics bind with antibodies to 1gG, fixed on the test tine by a sandwich method, and coloring occurs
line. At the test line 2 human IgG in the sample and the human IgG, fixed line, competes with the anti-
human 1gG. conjugated gold nanoparticles staining line. To detennine concentration of human IgG. the
color intensity of the test lines | and 2 is compared with the intensity of the Control line color (C), which is
not affected by the change of human IgG concentration, and it has a constant color intensity. Solving the
problem of the hook effect, these products provide quantitative diagnostics in POCT format and applied to a
sample of scrum, plasma or whole blood.

ANALYTICAL AND DIAGNOSTIC FEATURES

No i Index meaning
1  : Analysis Ranee / Sensitivity 0.12-4,000 mg /dL or 0.0012-40 mg / mL
2 The imprecision (CV) Deviations in assay: less than 20%
Deviations between analyses: at least 30%
3  iRange ofaccuracy 70-140%
4 Compliance with another method of 74.2 - 132.1 % agreement and correlation coefficient of
quantitative analysis 0.9243 (R”) compared with the turbidimetric immunoassay
5 Positive control Positive standards are prepared according to SOP.
6 Negative control Negative standards are prepared according to SOP.
7 The lime to reach stable results .20 minutes

THE TESTING SAMPLES

Serum, plasma or whole blood of human.

Prior to analysis, storage of serum or plasma samples at a temperature of 2-8°C for no more than 2 weeks: if
necessary, longer storage (up to 2-3 months) - at a temperature of -20°C or lower. Blood cells and other
solids should be removed from taken after storage at 2-8°C or frozen at a temperature of -20°C and thawed
serum or plasma sample. Repeated freezing and thawing of serum or plasma is not allowed.

Store whole venous blood at 2-8°C for no more than 72 hours.
Freezing whole blood is not allowed.
U-Tiole finger capillary blood is tested immediately.

Serum, plasma or whole human blood

1 Preparation of a sample of whole venous blood.

1 Whole blood is drawn into syringes or into drainage tubes that are filled with an anticoagulant
(heparin, sodium citrate, or EDTA).

2) Wliole blood samples should be tested immediately after collection. In the case of storage at
2"\8"C, they should be tested within 72 hours.

2. Preparation of serum or plasma samples

1) Samples of serum or containing anticoagulant (heparin, sodium citrate or EDTA) plasma
should be tested immediately after sampling.

2) Do not store the samples at 2-8°Covcr 14 days. Prolonged storage of samples should be at a

temperature below -20“C.
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INTERFERENCE AND CROSS-REACTIONS

Hemoglobin up to a concentration of 5 g / 1, triglycerides up to a concentration of 4.5 mmol / f bilirubin up
to a concentration of 360 }imol / 1and ascorbic acid up to a concentration of 60 mg / dl do not affect* the
correct determination of IgG concentration by the Reagent kit ‘Hmmunochromatographic test syst«n for
semi-quantitative determination of the concentration of total class G immunoglobulin in human scrum,
plasma or whole blood «ImmuneCheck».

PRECAUTIONS

1) For in vitro diagnostic use only.

2) The test results are used to determine the clinical diagnosis, and after evaluating all the clinical and
laboratory results, the doctor must make a specific clinical diagnosis or treatment decision.

3) Do not smoke, eat or drink in places where samples or test reagents are used.

4) Avoid direct hand contact when handling reagents.

5) Repeated freezing and thawing of serum / plasma samples can lead to incorrect results.

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

7) Do not put needles, knives or any other objects that could result in personal injur>' when handling human
samples and reagents to prevent accidents.

8) All patient samples and kit components used should be considered biohazard. They should be disposed of
in accordance with the relevant instructions.

9} Do not use Kits if the cassette is damaged or expired.
10) Cartridges, capillary tubes and lancets included in thekits are disposable. Do not reuse.

11) Use the cassette immediately after opening, as it is vuM”able to moisture.

TESTING PROCEDURE

Equipment and materials.
Gloves.

Timer.

Refrigerator with freezer.

The samples used.
Whole blood, senim and plasma can be used as samples. Use the following methods of sample preparation:

(1) Capillary whole blood.
1) Disinfect the skin for blood collection (e.g., fingertip) with an alcohol swab, allow the skin to diy.

2) Pierce the skin area with a lancct-scarifier. For this:
- rotate the cap along arrow (1) Fig. 1
- remove the protective cap tfom the lancet-scarifier (2) Fig. 1

@

vt
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(Fig. 1)

- attach the lancet-scarifier to the skin at the future site of the puncture, and then click on the scarifier to
activate the device (1) Fig.2.

3) Collect 5 uLofa sample of capillary' blood by filling its capillary lube” by contacting the tip’oFa
disposable capillary tube with blood at the puncture site (2) Fig. 2.

NOTE If the blood sample was not completed before the end of the capillary tube, the result may not
be correct due to insufficient sample.

4) Unscrew and remove the dropper cap from the vial with the buffer solution and put the capillary tube
filled with blood Into the vial. Reinstall the removed dropper cap and tighten the thread securely.

5) Gently tilt the bottle from side to side for 10-15 seconds so that the blood sample in the capillary tube
mixes well with the buffer solution (3) Fig. 2.

WARNING If the blood is poorly mixed with a buffer solution, the result may be incorrect.

6) Open aluminum bag. remove the test cassette and place on a flat surface.

7) Break off spout in the lid-dropper bottle with diluted sample (4) Fig. 2.
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8) Holding the bottle vertically drip 4 drops (about 100 uL) of the diluted sample in the sample well (S) of
test cassette, slowly squeezing the vial by fingers (5) Fig. 2.

NOTE Ifthe amount ofthe sample is too high or too low, the result may not be correct. Drip 4 drops
smoothly, vertically holding the vial.

CAI<TION Stability test cassette can be reduced if a strip within the cassette is exposed to moisture.
9) Analyze the result after 20 minutes after addition of the sample (6) Fig. 2.

" The capillary lube is not used for invasive purposes and is used only for the introduction of the sample
(letter from the manufacturer), so sterilization is not required.
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WARNING Do not analyze results in 40 minutes or more after the introduction of the sample.

(2) Whole venous blood

] Collect blood from the venous venipuncture into the tube containing anticoagulant (hepiuin, sodium
citrate or b'DTA). The collected blood must be used immediately or within three days when stored at 2-'8°C.

2) Collect 5 uLof sample of venous blood filling capillaiy' lube by contacting the tip with a disposable
capillary venous blood sample (1) Fig. 3.

0] v B <
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(Fig.3)

NOTE If the blood sample was not completed before the end of the capillary' tube, the result may not
be correct due to insufficient sample.

3) Unscrew and remove the dropper cap from the vial with the bulTer solution and pul the capillaiy tube
filled with venous blood into the vial. Reinstall the removed dropper cap and tighten the thread securely.

4) Gently incline the vial tor 10-15 seconds so that the. venoms h™ood sample in the capillarv' lube mixes well
with the bufter solution (2) Fig. 3.

WARNING Ifthe blood is poorly mixed with a buffer solution, the result may be incorrect.

5) Open the aluminum package, remove the test cassette and place on a flat surface.

6) Break off the spout at the dropper cap of the diluted sample bottle (3) Fig. 3.
7) While holding the bottle vertically, drip 4 drops (about 100 uL) of the diluted sample into the sample well
(S) of the test cassette, slowly squeezing the bottle with your fingers (4) Fig. 3.

NOTE If the amount of the sample is too high or too low, the result may not be correct. Drip 4 drops
smoothly, vertically holding the vial.

CAUTION. Stability test cassette can be reduced ifa strip within the cassette is exposed to moisture.
8) Analyze the result after 20 minutes after addition of the sample (5) Fig. 3.

WARNING. Do not analyze results in 40 minutes or more after the introduction of the sample.

(3) Plasma

1) Collect blood from the venous venipuncture into a tube containing anticoagulant (heparin, sodium citrate
or HDTA).

2) Separate the plasma from a sample of venous blood taken standard method. The separated plasma can be
u.sed for two weeks when stored at 2~8°C or must be stored at -20°C for long term use.
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/ NOTE. Before taking the sample with a capillary tube, blotxl cells and other solids should be removed from
the sample taken after storage at 2 or frozen at -20°C and thawed serum / plasma sample.

Hemolyzed samples ot serum, plasma, and whole blood cannot be used. Centrifuge serum / plasma samples
at 2,000'-3.000 rpm.

Repeated freezing and thawingof serum / plasma samples should be avoided.

3) Collect 5uL of plasma sample filling the capillary tube by contacting the tip with a dispos”fc capillary'
plasma sample (1) Fig. 3.

NOTE Ifthe plasma sample has not been completed before the end of the capillary' tube, the result
may not be correct due to insufficient sample.

4) Unscrew and remove the dropper cap from the bottle with buffer solution and pul the capillary tube filled
with plasma in the bottle. Reinstall the removed dropper cap and lighten the thread securely.
5) Carefully turn the bottle for 10-15 seconds so that the plasma sample in the capillary tube mixes well with

the buffer solution (2) Fig. 3.
C.4UTION Ifthe plasma is poorly mixed with a buffer solution, the result may be incorrect.

6) Open the aluminum bag, remove and place the test cassette on a fiat surface.
7) Break off the spout at the dropper cap ofthe diluted sample bottle (3) Fig. 3.
8) While holding the bottle vertically, drip 4 drops (about 100 uL) of the diluted sample into the sample well
(S) of the test cassette, slowly squeezing the bottle with your fingers (4) Fig. 3.

NOTE If the amount ofthe sample is too high or too low, the result may not be correct. Drip 4 drops
smoothly, vertically holding the vial.

CAUTION Stability test cassette can be reduced if a strip within the cassette is exposed to moisture.
9) Analyze the result after 20 minutes after additioni®|tl:e*nple (5) Fig. 3.

W.4RNING Do not analyze results in 40 minutes or more after the introduction of the sample.

(4) Serum
1) Collect blood from the venous venipuncture into a tube containing no anticoagulant.
2) Leave the sample at room temperature. Alter 30 minutes, separate the serum by centrifugation, and
collect the supernatant. The separated scrum may be used for two weeks when stored at 2~8°C or stored at -

20°C for longer storage.
NOTE. Before sampling capillary lube, blood cells and other solids must be removed from taken after

storage at 2~8°C or frozen at -20°C and thawed serum / plasma sample.

You cannot use hemolyzed samples of serum, plasma and whole blood.Centrifuge serum / plasma samples
for 2.000-3,000 rpm.

Refreezing serum / plasma samples should be avoided.

3) Collect 5 ul>of serum sample, filling the capillary tube by contacting the tip with a disposable capillaiy
serum sample (1) Fig. 3.

NOTE If serum sample was not completed before the end of the capillary tube, the result may not be

correct due to insufficient sample.
4) Unscrew' and remove the dropper cap from the bottle with bulfer solution and put the capillary lube filled
with plasma in the bottle. Reinstall the removed dropper cap and tighten the thread securely.

5) Carefully turn the bottle for 10-15 seconds so that the plasma sample in the capillary tube mixes well with
the buffer solution (2) Fig. 3.

CAUTION Ifthe serum is poorly mixed with a buffer solution, the result may be incorrect.
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U) Open the aluminum bag. remove and place the lest cassette on a flat surface.

"7)Break offthe spout at the dropper cap of the diluted sample bottle (3) Fig. 3.

8) While holding the bottle vertically, drip 4 drops (about 100 uL) of the diluted sample into the sample well
(S) ofthe test cassette, slowly squeezing the bottle with your fingers (4) Fig. 3.

NOTK If the amount of the sample is too high or too low, the result may not be correct. Drip 4 drops
.smoothly, vertically holding the vial.

CAUTION Stability test cassette can be reduced ifa strip within the cassette is exposed ip moisture.

9) Analyze the result after 20 minutes after addition of the sample (5) Fig. 3.
W.4RNING Do not analyze results in 40 minutes or more after the introduction of the sample.

5.3. Determination of Ig<i concentrations
1) Determine the concentration of human IgG. visually comparing relative colour intensity of the test
line TI and T2 with the control line ((?)- which is independent of tlie concentration of human 1gG via

< I'ables to determine the concentration>.
The colour intensity of the control line designated as 1. Find the closest result in <Table to determine

the conccntration> and read the corresponding concentration (mg / mL or mg / dL).

Tabnuua gnsa onpefeneHns KoHueHtpauum IgG
Ce| v HIF16001 Hf coe 1600r 2018LIwW
KOHIpORUHt vHma (C)

TectorAA vHMA  (2)
Tkromsanuumsa (1)

BpsaN "1[2 3 4 5 8 9 10
WW/M E A K' K 31'15 % 1000 1S00 2000
%%TKTM 7T ATT 18 11 08 04 03 02
> - 15 20117 14 08 05 03 0.2
www.tNOIMu* + O

(1) Perform the following steps to make a decision on the concentration.

a) Determine the concentration range based on the test line T2 colour intensity.
b) Check ilie position in <Table determining the concentration> by comparing the relative ratio of colour
intensity of the test line T1 with a control line (C).

c¢) Determine the result of <Table determining the concentration>.
d) The corresponding value of the concentration (mg / ml. or mg/ dL) is the 1gG concentration in the sample.

2) Background data
. When it is considered that the actual result is somewhere between the two adjacent strips at <Table

solutions of concentrations> read the concentration (mg / rnL or mg / dL) among these two bands to that

described in the upper part.
. When used for the analysis of whole blood sample, the concentration of IgG in the serum can be
calculated by dividing the "concentration (mg / niL or mg ! dL)" whole blood to the value (100-hematocrit

(HCI)). and multiplying the result by 100
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- graphic symbol "Person";

- graphic symbol of "the number of panels per pack"

- graphic symbol «Invitro diagnostic (for in vitro diagnostic)» IVD;
- graphic symbol "Keep at a temperature 1~30®C";

- graphic symbol "Caution! Refer to the instructions for use";
- graphic symbol "Read the instructions for use™:

- graphic symbol "Tlie ban on the re-use";

- graphic symbol "biological risk™:

- RU number and date:

- barcode:

- sign NeT (NEW EXCELLENT TECHNOLOGY)

Tramporiatiun (Group) packing:

- the manufacturer's name and address:

- the name of the authorized person in the Russian Federation, the address, phone number, website,
e-mail:

- full name of the product:

- the abbreviated name ofthe product:

- the number of products:

- graphic symbol "best before™;

- graphic symbol "date of issue™;

- graphic symbol "series number" (LOT):

- graphic symbol "manufacturer":

- graphic symbol "Keep at a temperature 1~30°C";

- graphic symbol "Caution! Refer to the instructions for use™:
- graphic symbol "Read the instructions for use";

- Net weight:

- circulation mark in the market.

Symbols used ud packaging and labels

IVD Only for invitro diagnostics
)K Caution! Refer to the instructions for use
X Store at a temperature of 1-30®C

The number of tests in the
package

Do not rc-usc

|J I Refer to the instructions

A Biological risk
t J Manufacturer
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HOTAPUAJIbHBIA CEPTUOUKAT

HOTAPUAJIBHAA H KOPUJNYECKASA KOMITAHUA
XAHJIUM

Pecnybnuxa Kopes. ropoa Ceyu. paiton I'anrceo-ry. XBarok-po
301. 3nanue BouIlysr, Ne501

‘2epboean newamv, Homapuanenas u wopuouvecxas komnanus XAH/THM
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JasBiecHue

{ MporeomeTex Unk. (ProtecomeTech Inc.) ieknaprpyer. 4To Mbi NPEIOCTABHIN NPHIOKEHHYIO
{ IKCNIYATAUHOHHYIO NIOKYMEHTAUNIO.

Uimawn: Homapuaisnas u opuouveckas komnanus XAH/THM

29 woas 2024 2.

Hlenamo Kostnanuu HpomeomeTex Hux.  ProteomeTech Inc.
A-"02. 401 Huoveon-po. Fanzcea-2y. Ceya (1°32X. Kopes A-"02. 401 Yungcheon-Ro. Gangseo-Gu, Seoul
07328 Korea
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[aoro/
~teomcTech Inc. A-702. 401 AHryeoH-po. lMaHrceo-ry.
Ceyn 07528. Kopes
Ten: +82-2-6968-5278
Be6: \\i\n\'.proeoTelecb.cot

dKcnnyataynoHHaa lokymeHTauus

Habop peareHToB «TecT-cuctema MMMYHOXpomaTorpaduyeckas gns noayKoamyecTBEHHOIo
onpefeneHns KOHLEHTpaunm obuiero uMMyHornobynnHa knacca G B o6pasiuax CbIBOPOTKU, Masmbl
NN LeNbHOM KpoBKM Yenoseka» «ImmuneCheck»

Moanucok
Kyk okum lum \ Kook Jin Lim\
MpesngeHT

LLtamn /Proteome Mecb Inc.
A-702. 401. Yangcheon-ro.
Gangseo-gu. Seoul. Korea/
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Habop peareHTOB «TecT-cuctema UMMYyHOXpOMa rorpaguyeckas ans nosyKosMYecTBeHHOro
onpeseneHnsa KOHLUEHTpaLmm 06ero MMMyHornobynmnHa knacca G B o6pasuax CbiIBOPOTKU, Naasmbl
NN LeNbHOM KPoBM YenoBeka» «ImmuneCheck»

HA3SHAYEHWE
Habop peareHTOB «TecT-cucTemMa UMMYHOXpoMaTtorpauyeckas [/1s MosyKOSNYECTBEHHOr0
onpefeneHns KOHUeHTpauum obLiero MMMyHorsiobynmHa knacca G B obpasiuax CbIBOPOTKHU, Naasmbl
WA UeNbHOM KpoBWM 4yenoBeka» «TmmuneC’heck» npepgHasHaueH [fns  NOAYKOMMYECTBEHHOTO
onpefeneHns YenoBevyeCcKoro MMMyHornobynuHa (i B o6pasuax CbIBOPOTKM, Niasmbl UAN LeNbHOW KpPOBM

yenoseka C Lenblo onpejenexHuns MMMYHO/IOTUYECKOTO cTaTtyca yenoseka MeToZOoM
UMMYHOXpoMaTorpapuu.

O6nacTb NPUMeHeHUs
KnunHuueckas nabopaTopHas fuarHocTuKa.
MefuurHCKOoe n3gfenve ToNbKOo ANs AUAarHOCTUKK in-vilro

lMoTeHUWanbHble NOTPe6UTENN N3LENNA
NNy nw6oro npoguns.

MpotheccrnoHanbHbIA YPOBEHb NOTEHUMA/IbHbIX NOIb30BaTe/NEeN
Bpay KnnHn4yecKo nabopaToOpHON ANArHOCTUKU, MEANLINHCKNIA NabopaTOPHbIA TEXHUK.

Bo3MOXKHble N060YHbIE AENCTBUSA
Mo60YHbIe AEACTBMSA HE BbISIB/IEHbI.

MPOTUBOMNOKAa3aHUA K MPUMEHEHUIO
Hanuuue y naymeHTa TSHKenoi hopmbl reMmopununm.

OnwucaHue LeneBoro aHaan3a, CBefeHns 0 ero Hay4Ho 060CHOBaHHOCTM
Yenoseyeckunin 1gG coctaBnset 60/bLIYID 4acTb BCeX WMMMYHOr100yNMHOB B KPOBM YenoOBeKa.
[aHHble aHTUTeNa 3axBaTbiBalOT HaxoAdALWMecs B opraHMsMe aHTUTeHbl U TEM CambiM 3aLLULLAOT OPraHu3M.
B uacTtHOoCTK. Fc-thparmeHTbl Monekyn IgG cBA3bIBAOTCA CO CMELUUPUYECKMMUN peLlenTopaMn HeMTpoduios
MaKpogaroB, KOTOpble 3(MEKTUBHO YHUYTOXAKOT BpaxAeOHble 6GakTepun. ITU AelCTBMA uUrpatoT
BaXXHYI PO/b B aHTUTEN0-3aBUCMMON K/ETOYHO-OMOCPeA0BaHHONW UMTOTOKCUYHOCTM (ADCC). Oeduumnt
IgG MOXeT 6bITb CBfA3aH C WH(EKUMAMM CUHYCA, YLWHLIMA WHPEKUMAMU, APYTUMU pecnupaTopHbIMU
NHPEKLMAMN, NHEBMOHMEN WM OPOHXMTOM M Tak ganee. Mo3aToMy KOonumyecTBeHHOe onpegeneHve IgG B
KPOBM MOXXEeT 6bITb MCMO/b30BAHO B KAYeCTBE BAXXHOr0 METO/A OLLEHKWN COCTOAHMNSA 340P0OBbA Ye/l0BeKa.
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/ BAPUAHTbI UCMOAHEHUW N KOMNNEKTALWW HABOPA
Habop BbinyckaeTca B 2-X 6a30BbIX BapMaHTax UCMNOTHEHWIA:
l. ImmuneCheck IgG.
Il. ImmuneCheck Ig(i-F.

1Havm-Hre OnucaHue ImmuneCheck 1gG ImmuneCheck 19G-F

1TecT-KacceTta KoHTeliHep 13 nnacTmka pasmepom 70 X 19 mm.
C OTBEpPCTUAMM A1 BHeCeHUs obpasua 1 4is
aHa/IMTUYECKOI 30HbI, COepPXKaLLnii TECTOBYIO
NosIocKy pasmepom 60 X 4 MM. YNakoBaH B
WHAMBMAYa/IbHbIV NakeT pasmepoM 120 x 80 MM
13 PONIbIM aNOMUHWEBO BMECTE C
B/1AronorioTUTeNeMm.

TecToBas M0OMOCKa BK/OYAET B Ce6s MeMOpaHy,

Ha KOTOPOIi HaxofaTcs: 20 . lum.

- KOHTpO/bHAA NnHKA C: aHTuTena Kosbl K 1gG

MbILLIN:

- TecTtoBas MMHWA T1: aHTUTENA MbIwK K 1gG

yenoBeka:

- TecTtoBas nHKA T2: 1gG venoBeka:

- KOHBIOTVPOBaHHbIE Ha 30/10Te aHTUTeNa KO3bl

K 1gG YenoBeka:

- KOHBIOTMPOBaHHbII Ha 30/10Te 1gG Mbilwm
®iakoH ¢ MnacTuKoBbIi (1akoH (MOMATUEH BbICOKOTO
6yepHbIM [ABNEHNS) C KPbILLKOA-KanenbHuLel
pacTtBopom 1mn (nonnnponuneH, NOAMSTUNEH, CUMMNKOH)

06BEMOM 2 MN C KNEAKON 3TUKETKOM

(monunponuneHoBas nneHka, pasmep: 38.1 Mm

x 19.2 mm), copepxaluuii 1mn 6ydepHoro 20 L. 1um.

pactBopa 6e3 MHOPOAHbLIX YaCTUL, UK

3arpsi3HeHNIA, COAePKaLLEro:;

- HaTpus KapboHar;

- KaseuH;

- HaTpma Xopuga.

KanunnapHas Martepuan: MonukapboHaTt

Tpy6Ka OBLEM: 5 MKN 20 . Tum
NaHueT- Martepwan: NoMSTUIEH HU3KOI NIOTHOCTM. ) 1ur
cKapugmkaTop Pasmep; urna gnametpom 28G '
Cnuptosas MaTtepuan; HeTKaHbIii MaTepua HacbILLaeTcs

cangeTka 70% wn3onponunnoBoro cnupTa ) 1w

[

Pa3wmep: 30 mm x 35 MM (cangeTka). 35 Mm x 55
MM (YNaKoBKa)
VHCTpYKUMA No Martepuan: 75 r'm“. 6ymara ¢ BbICOKOM
NPUMEHEHUIO CTeneHbo 6en3HbI 1. lum

Paswmep: 210 mm x 297 MM

Tabnuua gns Martepwan; 75 r'm*. 6ymara ¢ BbICOKOI
onpegeneHus CTerneHbto Be/n3HbI. o 1urm
KOHLeHTpaLum Pasmep: 80 mm x 120 Mm
1gG
MprweyaHuns.

1 Habop BK4Yl4aeT BCe peareHTbl, HEOOXOAWMble AN MocTaHoBKM WMXA. Kpome TaliMepa W
OZIHOPa30BbIX NepyaToK.

2. B cocTaee wu3genMa OTCYTCTBYHOT /leKapCTBEHHble CcpeAcTBa U (hapMaueBTUYECKUe

cybcTaHumu.

3. B cocTaee HabopapeareHTOB NPUCYTCTBYIT MeAULMHCKUE U3genusa (naHueT-ckapugukaTop),
BCTynawline B KPaTKOBPEMEHHbIA HENOCPeLCTBEHHbI KOHTAKT C TeAoM nauveHTa: W3[enme He
COAep>XMT MaTepuansl, BCTynawLuime B 0NOCPeO0BaHHbIN KOHTAKT C OpraHM3MoM nauueHTa u nepcoHana,
NCMONb3YIOLLEro U3genue, npu BbINONHEHUN T peboBaHNiA 3KCNAyaTaUunoHHON JOKYMeHTauumn (MHCTPYKLUK Mo
MPUMEHEHNIO).

4. TlpuMeHeHWe n3genva He UMeeT NONYNALMOHHbBIX K1 ,qemorpaq)mqecmx acCneKkTOoB.
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/ KoMnoHeHTbl Habopa ynakoBaHbl B KOPOOKY, B KOTOPYH B/IOXEHA WMHCTPYKUMUA NO MPUMEHEHWUIO,
OAdurKaT aHanmnsa.

OCHOBHbIE MOTPEEUTENBCKUE XAPAKTEPNCTUNKW

Habop ImmuneCheck Ig(} paccunTtaH Ha nccnegoBaHme 20 o6pasLoB M NpegHasHayveH 414 UCMNoNb30BaHUA
BYUPEXEHMAX 34paBOOXPaHEHUS.
Ha6op ImmuneCheck 1gO-I-' paccunTaH Ha nccnefosaHne 1o6pasua n npefHasHavyeH And UCMONb30BaHUA B
yupexaeHuax 34paBoOXpaHeHus.

MeToAbl cTepunmsaynuu n3genns

M3genne He TpebyeT cTepunnsaunu.

MporpammHoe obecneveHne paboTbl U3genma

OTcyTcTBYET.

TexHun4yeckoe 06CNyXMBaHUE N PEMOHT U3AENUS
N3penve He TpebyeT TeXHUUYECKOT0 06CNYXUBAHUS 1 HE MOANEXUT PEMOHTY.

MPUHLWM AENCTBUA
B OCHOBe paboThbl TeCTa IeXXUT METO[, KaYeCTBEHHOr0 MMMYHOXPOMATOrpauyeckoro aHanmsa.
B 00bIYHbIX TeCTax, MCNOMAb3YIOLWMNX OAHOCTaANHbIA CIHABMY-aHann3, Korga hlg(j npucyTtcTeyeT B
_[M36bITOYHOM KOMMYECTBE, BO3HMKAET OWKMO0YHAs [MarHOCTMKa (NOXHOOTpMUUaTeNbHas), Ha TeCTOBOM
NIMHWUW OTCYTCTBYeT OKpacka. Bce TecToBble nuHun, cogepxawme hlgO- aHTUTena, HacbllWeHbl CBOGOHbIM
UMMYHOT100yIMHOM, KOTOpbIA 610KMpYyeT o06pa3oBaHMe «C3IHABUY-KOMMIEKCa» N0 TWUMY aHTUTeNo-
UMMYHOTN06ynnH-aHTMTENo («3adekT Mpo3oHbI» AN 3gheKT BbICOKON A03bl (XYK-3h(eKT)).
ImmuneCheck - 3TO ObICTPOAENCTBYIOLWMIA MONYKONNYECTBEHHbIN AMArHOCTUYECKUIA TecT, KOTOpbIW
onpegenser KOMMYeCcTBO 4efioBeyeckoro IgG ¢ Mcnonb3oBaHUEM [BYX pasHbIX MexaHW3MOB: C3HABMWY-
MMMyHoaHanm3 (TectoBas NMHUA 1) U KOHKYPEHTHbIA MMMyHoaHanu3 (TecToBas nnHua 2). Ha TecToBoOW
nnHnm 1 yenoseyeckuid 1gG m3 obpasya M aHTMTena K 4venoBeyeckomy Ig(j. KOHBIOTMPOBaHHble Ha
HaHoyacTMuax 30/10Ta, CBA3bIBAOTCA C aHTUTenamm K 1gG. 3akpenneHHbIMW Ha TecTOoBOW NUHUKM C
MOMOLLbI C3IHABMY-METOAA, M NMPOUCXOAUT OKpacka MHUKU. Ha TecToBON NuHMM 2 yenoseuveckuii 1gG B
obpasue u uenoeyecknin 1gG. 3a)MKCUPOBaHHbLIA HA SIMHUM, KOHKYPUPYeT C aHTuTenamum npoTuB
yenoBeyeckoro lgG. KOHbBHOrMPOBaHHbLIMKW C HaHovacTMUaMK 30/10Ta C OKpawuBaHWEM NNHUU. YToObI
onpefennTb KOHUeHTpauuto 4yenoBeyeckoro 1gG. WHTEHCMBHOCTM UBeTa TeCcTOBbIX AMHUIA 1 un 2
CpPaBHMBAKOT C WHTEHCUBHOCTbIO UBeTa KOHTpPONbHON nuHumM (C), Ha KOTOPYI He BAUSET W3MEHeHUe
KOHUeHTpauuu 4yenoseyeckoro IgG. n oHa MMeET MOCTOAHHYHO WHTEHCMBHOCTL LBeTa. Pewas npobnemy
athhekTa KpHOKa, 3TWM NPOAYKTbl 06eCneyMBatOT KOMUYECTBEHHYH AMarHocTtuky B dopmate POCT wu
MPUMEHUMbI K 06pasLy CbIBOPOTKM, MAa3Mbl UAKN LeSIbHOW KPOBW.

AHANTNTNYECKNE N ANATHOCTUNYECKUWE XAPAKTEPNCTUNKHU

No [lokasartesb 3HayeHus
1 [wnana3oH aHanu3sa / 0.12-4000 mr/gn nnn 0.0012-40 mr/mn
UyBCTBUTENLHOCTH
2 Heto4HocTb (CV) OTKNOHeHUs BHYTpW aHanusa: meHee 20%
OTK/IOHEHUA Mexay aHannzamn: meHee 30%
[Jnana3oH ToO4YHOCTU 70-140%
4 Cornacue ¢ gpyrum Metogom 74.2 ~ 132.1% cornacus n 0.9243 koapdumuneHTa
KO/IMYEeCTBEHHOr0 aHannsa Koppenauumn (R*) no cpaBHEHUIO C TYPOMANMETPUYECKUM
MMMYHOaHaIn3om
o MonoXxuTtenbHble CTaHAAPTbI TOTOBATCA B COOTBETCTBUN C
5 MoNoXNTENbHBLIM KOHTPO/b
con
o OTpuuartenibHble cTaH4apTbl FOTOBATCA B COOTBETCTBUU C
6 OTpuuaTeNbHbIA KOHTPO/Ib
con
7 Bpems ona gocTmxeHus 20 MUHYT
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ApoTKa. nnasma uam uenbHas KpoBb (BEHO3Has M KanuanspHas) 4YenoBeka.

)NpoBeAeHNs aHanm3a XxpaHeHne 06pasL0B CbIBOPOTKM UM NasMbl Npu TemnepaTtype +2-8°C He 60see 2
tob: npu Heob6xogumocTn 60nee ANNTENLHOIO XpaHeHusa (8o 2-3 mecsAueB) - Npu Temnepatype - 20°C u
mxe. KneTkn Kposu v gpyrve TBepAble BelecTBa fO/MDKHbI ObITb YAaneHbl U3 B3ATOr0 Noc/ie XpaHeHus npu

A2-S°C unn 3amMOpPOXEHHOro npu Temnepatype - 20°C M pasmMOpPOXEHHOro 06pasua CbIBOPOTKU WM
NnasmMbl. NMOBTOPHOE 3aMOpaXXKMBaHMe CbIBOPOTKU UMW M1a3Mbl He JOMyCcKaeTcs.

LienbHyr0 BEHO3HYH0 KPOBb XpaHWUTb Npu +2-8X He 60nee 72 4acos.
3aMopaxmBaHue LieNbHO KPOBU He AoMycKaeTcs.

LlenbHasn KannnndapHaa KpoBb, B3ATaA U3 nasbla, TECTUPYETCA HEMEONEHHO.

CbIBOpOTKa, nnasmMa uauv UenbHas KpoBb YenoBeka

1 MonyyeHune o6pasuia LenbHON BEHO3HOM KPOBU

1) LlenbHas KpoBb HabupaeTcd B LWIMNPULLI WKW B APeHaXHble TPYOKW, KOTOPble Haro/HEHbI
aHTMKOArynsHToM (renapuH, uutpar Hatpusa nav S4TA).

2) O6pasubl LenbHOM KPOBM [AO0/MKHbI TeCTUPOBaTbCA HeMefneHHO nocne 3abopa. B cnyuyae
XpaHeHusa npu temnepatype 2~8°C OHW LO/MKHbI TECTUPOBATLCA B TeYEHMe 72 Y4acos.

2. MonyyeHne o6pasLLOB CbIBOPOTKN UM NasMmbl

1) O6pa3sybl CbIBOPOTKM WAN COAepXalleii aHTUKOarynsHt (renapuH, UWTpaT HaATpUsa WK

AL TA) nnasmbl LO/MKHbI TECTUPOBATLCA HEMEAJIEHHO Mocse 3abopa.
2) He octaBnaiite o6pasubl npu 2~8°C 6Gonee 14 aHeil. [AnuTenbHoe XpaHeHue 06pasLos

[LO/KHO OCYLLEeCTBAATLCA NMpu TemnepaType Huke -20°C'.

Henb3sa ncnonb3oBaTb reMonM3NpoBaHHbIe o6pa3u,b| CbIBOPOTKWK, NiasMmbl " Ll,eﬂbHOVI KpOoBW.

NMHTEP®EPEHLUNA N MEPEKPECTHBIE PEAKL I

FemMorno6uH [0 KOHUeHTpauuu 5 r/n. Tpuranuepuibl 4O KOHUeHTpauuu 4.5 mmons/n, 6unupy6buH
00 KOHUeHTpauuu 360 MKMOMb/N 1M acKOpO6MHOBAA KUCAOTa A0 KOHUEeHTpauum 60 mr/gn He BAMAKOT Ha
npasuibHOCTb onpegeneHuns KOHLUeHTpauum 1gG Habopom peareHToB «TecT-cucTema
MMMYHOXpoMaTorpauyeckas AN  NONYKONMYECTBEHHOr0  ONpejenieHUs  KOHUeHTpauumn  obuiero
MMMyHornobynnHa knacca G B obpasuax CbIBOPOTKWU, Ma3Mbl WAW  LENbHOW KPOBM YenoBeka»
«ImmuneCheck».

MEPbI MPEAOCTOPOXHOCTW
1) TonbKo Ana AMarHoCTUKK in Vitro.
2) Pe3ynbTaTbl TecTa MCMONb3YKOTCA AN ONpefeneHns KAWHUYECKOro AmarHosa, U nocfe OLeHKW BCex
KNMHWYECKUX U NabopaTOpHbIX pe3ynbTaToOB Bpay AO/MKEH MPUHATb KOHKPETHbIV KAWHWYECKUIA [AMarHos
VNN peLLeHne O JIeYeHUN.
3) He KypuTe, He elbTe U He NeinTe B MecTax, rae UCrnonb3yTcs 06pasubl UK TECTUPYEMbIE peareHThbl.
4) N3b6eraitTe NpAMOro KOHTakTa pyk npu obpalieHun ¢ peareHTamu.
5) MoBTOPHOE 3amOpaXKnBaHne N oTTamBaHue 06pasL,0B CbIBOPOTKM / NNa3Mbl MOXKET NPUBECTU K HEBEPHLIM
pe3ynbTaTam.
6) Bce 06pasubl MOryT cofep)aTb HEW3BEeCTHble MH(EeKLMOHHble MaTepuanbl. MNpu paboTe ¢ ob6pasyamm
HafleHbTe 0HOPa30Bble NepyYaTKWN 1 BbIMOWTE PYKM MOCNe TECTUPOBAHUS.
7) He knagute urnbl, HOXW unu nobble Apyrue npeaMmerbl, KOTOPble MOTyT NPUBECTU K (HU3UYECKOMN
TpaBMe, Npu paboTe ¢ 06pa3uamm YenoBeEKA 1 peareHTamm BO M3bexaHne HecYacTHbIX Cny4aes.
8) Bce o06pasubl NayuveHTOB M MCMOb30BaHHbIE KOMMOHEHTbl Habopa [AO/KHbI paccMaTpuBaTbCs Kak
6uoonacHble. Nx cnepgyeT yTUAN3MPOBATh COrIaCHO COOTBETCTBYIOLUM YKa3aHUAM.
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J  wvcnonb3yiiTe Habopbl, ecnn KacceTa NOBPeXAeHa WA NpocpoYyeHa.

j1 KacceTbl, kKanunnapHble TPYOKU W NaHLUETbl, BXOAALWMNE B KOMMIEKTbI, ABAATCA OfHOPa3oBbiMU. He
/ucnonb3yiiTe NOBTOPHO.

Id Vicnonb3yliTe KacceTy cpa3y nocfie OTKPbITUS, TaK Kak OHa ysi3BUMa 415 Blaru.

MPOBEAEHWNE TECTA

Oo6opynoBaHue N MmaTepuanb.
Mepyatku.

Talimep.

X0NoAWNBHNK C MOPO3WILHON KaMepoiA.

Vicnonb3yemble o6pasubl.

LlenbHas KpoBb, CbIBOPOTKA M Mja3Ma MOTyT GblTb MCMONb30BaHbl B KauyecTBe 06pasyoB. Mcnonbayiite
Cneaytouie MeTofbl MOArOTOBKM 06pa3LoB:

Q) LlenbHas kanunnapHaa KpoBb.

1) Mpoae3nHUUMPYIiTe y4acTOK KOXM ANna cbopa KpoBu (Hanpumep, KOHYMK Nanbla) CnMpTOoBOl
canteTKOW, AaiTe KOXXe BbICOXHYTb.

2) MpokKonnTe y4acTOK KOXU NlaHLeTOM-CKapuukatopom. [ns aToro:
- NOBEPHUTE 3aLLMTHbIA Konnavyok no ctpenke (1) Puc. 1
- BbITaWLUTE 3alMTHbIA KONNavyoK 13 naHueTa-ckapmdukaTopa (2) Puc.l.

(Puc. 1)

- NPUNOXNTE NaHLET-CKapU(MKaToOp K KOXe K MecTy 6yayLiero NpoKoia U HaXXMUTE KHOMKY Ha

ckapudmkaTope ans Toro, Ytobbl akTUBMPOBaTh n3aenue (1) Puc.2.

3) CobepuTte 5 Mkn 06pasua KanunnspHoOil KpoBK, HaMoMHUB el KanunnspHyo Tpy6Ky’, KOHTaKTMpys
KOHYMKOM OfIHOPa30BOI KanuANspHO TPYBKM C KPOBbIO B MecTe npokona (2) Puc. 2.

MPUMEYAHWME: Ecnu obpasel, KpoBM He Oblf 3aM0NHEH A0 KOHLLA KanuAisapHON TpyoKu, pe3ynbTaT
MOXET 6bITb HENPaBWU/bHLIM M3-3a HegoCTaTKa 06pasLa.

4) OTKPYTMTE N CHUMUTE KPbILWKY-KanenbHMLY ¢ hnakoHa ¢ 6ydepHbIM pacCTBOPOM U NOCTaBbTe BO (/1aKOH
KanunnsapHyo Tpy6Ky, HanoHEHHYI0 KPOBblO. Y CTaHOBUTE 06paTHO CHATYIO KPbILWKY-KanenbHuLy 1
MAOTHO 3aTAHNUTE Pe3boy.

5) AKKypaTHO HaK/OHANTEe U3 CTOPOHbI B CTOPOHY (PN1akoH B TedeHne 10-15 cekyHA, 4To6bI 06pasel, Kposu
B KanuanspHoi Tpybke xopowo cmelwancs ¢ 6ydepHbim pactsopom (3) Puc. 2.

NMPEAYMNPEXAEHWE: Ecnu KpoBb 6yAeT N10X0 nepemMellaHa ¢ 6ydepHbIM pacTBOPOM, pesynbTat
MOXeT 6bITb HenpaBUIbHbIM.

6) OTKpOVITe antOMUHMNEBBIV NakeT, ODOCTaHbTE N NMOMECTUTE TECT - KaCCeTY Ha NJIOCKYH NMOBEPXHOCTh.

7) OTNOMUTE HOCKK Y KPbILWKK-KanenbHUUbl iakoHa ¢ pa3basBnieHHbIM obpasyom (4) Puc. 2.

KanunnspHas Tpy6Ka He UCMONb3yeTcs A8 UHBA3WBHLIX LIENel 1 NPYMEHSIETCS TOMbKO s BHECEHUs 06pasia (MMCbMO
NpoV3BOAMTENS), NMO3TOMY CTEPUNN3ALIMS He TpeGyeTcs.
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10-1S cBKyHa 4 kannm

{_ ¥ P (100 akn)
w
Ji
1
Tabnuua Ana onpejeneHns KoHueHTpauum IgG

Opusa HIfl6OOI Mf ¢iM 1800; ro18130 (6)
KoHTponbHas nmHus (C)

TBCHOBIA NMUHUA  (2)

TectoBast nuHua (1)

BapuaHt m 2 3 4 S 6 8 10

Yanosauacauu 1gG

KoWLaHTpaNs! Mran 7.8 31i 125! 2S0 '504 75Q 0001Tsomt2000

Plucoul*nican  Tact. i 27j22 18:1.1;08 05 04 03 02

e € ecr ©15 20 17;14 10 05 03 02

ww * tHofocu». PrROVINTRE

(Puc. 2)

8) [lep>xa (hnakoH BepTUKa/bHO, HakanainTe 4 kanau (okono 100 mkn) pa36aBneHHOro obpasua B NyHKY A5
obpasua (S) TecTa-KacceTbl, MeIeHHO caaBnmneas gnakoH nansuamm (5) Puc. 2.

MPUMEUYAHWE: Ecnn Konn4yecTBo obpasiia CAMWKOM BENIMKO UKW CAMLWKOM HU3KO, pe3ynbTaTr MOXeT
OblTb HENpaBMbHbIM. HakanaliTe poBHO 4 Kannu, gep>a h1akoH BEPTUKANbHO.

BHVMMAHWE: CTabunbHOCTb TeCTa-KacCeTbl MOXET OblTb YMEHbLLEHA, €C/IN MON0CKA BHYTPU KacCeTbl
noABepraeTcs BO3A4eNCTBUIO BNaru.

9) MpoaHanusnpyiite pesynbTat vepe3 20 MUHYT nocne BHeceHns obpasua (6) Puc. 2.

NMPEAYNPEXAEHWE: He aHanusupyiite pe3ynbTaTbl Yepe3 40 MUHYT 1 60/iee Nocne BHECEHUS
obpasua.

N2) LlenbHas BeHO3Has KpoBb

1) CoGepnTe BEHO3HYO KPOBb U3 BEHEMYHKLUM B MPOGUPKY C aHTUKOAry/nsHTOM (renapuH, UUTpaT HaTpus
win ATA). CobpaHHYI KpOBb CMefyeT WCMoMb30BaTb HEMEA/NIEHHO WAU B TEYEHMe Tpex [Hei npu

XpaHeHun npn 2 ~ 8 ° C.

2) CobepuTe 5 MK/ 06pasL,a BeHO3HOW KPOBMW, HAMOIHUB KanuAnsapHYI TPYOKY, KOHTAKTUPYS KOHUYMKOM
0ZHOPa30BON KanunnsapHoi Tpyokm ¢ 06pasL,oM BeHO3HOMN Kposu (1) Puc. 3.
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10-1S cekyHz, z(tlsannm
MKF)

*

Tabnuua gna onpegeneHns KoHueHtpauum lgG

Cepusi: HIF16001 HIFCDB-18002-20181130 (5) fﬁdHyT

KoHTponbHaa nuuua (C)
TectoBas nuHuA  (2)

TectoBas nuuua (1)

BapuaHT Ne 1 2 3 4 5 6 | 7 m8 . 9 10

Yenoseueckuii 19gG

KoHueHTpaLus mMrign 0 7.8 31 125 250 5<K fI__7_SO4| 1000 1500;2000

Orlwur#nenald  T<r.nu2 57 22 .18 1.1 08 0.5 i04 0-3 0.2 :
VIMEHC/BXOCTIp K

<OUT|>0M, nunumC * 1

(mam»c ) " 1.5 20 1.7 14 10 08 OS 0.3 io7

WWWWWhiofocu» ru O 1

(Puc. 3)
MPUMEYAHWE: Ecnun o6pasel, KpoBM He Obln 3aM0NHEH A0 KOHLUA KanuansapHol Tpy6bku, pesynbTat

MOXeT OblTb HEMPaBW/IbHLIM 13-3a HeJocTaTKa 06pasua.

3) OTKPYTUTE M CHUMUTE KPbILWKY-KanenbHULY ¢ hnakoHa ¢ 6ydepHbIM pacTBOPOM ¥ NOCTaBbTe BO (H/1aKOH
KanunnsipHyto Tpy6Ky, Hamo/HEHHYO BEHO3HO KPOBbIO. Y CTAHOBMTE 06PATHO CHATYIO KPbILIKY-
KanenbHULY ¥ NA0THO 3aTSHUTE Pe3bby.

4) AKKypaTHO HaKNoHAWTe hnakoH B TedeHne 10-15 cekyHp, 4ToObl 06pa3eL, BEHO3HON KPOBM B
KanunnspHow Tpybke xopowo cMellancsa ¢ 6ydepHbiM pacteopom (2) Puc. 3.

MPEAYNMPEXAEHWE: Ecnv kKpoBb 6yAeT NnoxXo nepemellaHa ¢ 6yepHbIM pacTBOPOM, pe3yibTaT
MOXET 6bITb HenpaBU/bHbIM.

5) OTKpoWiTe aNtOMUHMNEBLIV NakeT, 4OCTaHbTE Y MOMECTUTE TECT - KaCCeTY Ha M/IOCKYK NOBEPXHOCTb.
A6) OTNOMUTE HOCKK Y KPbILWKKU-KanenbHMLbI hiakoHa ¢ pasbaBneHHbIM 06pa3suyom (3) Puc. 3.

7) Oepxa thnakoH BepTUKanbHO, HakanainTe 4 kanau (okono 100 Mkn) pa3baBneHHOro obpasua B NyHKY Ans
obpasua (S) TecTa-KacceTbl, Mefl/IEeHHO cAaBnmBas GnakoH nanbuamu (4) Puc. 3.

MPUMEYAHWE: Ecnm KonnyecTBo o6pasua CMWKOM BEIMKO UMK CAULLIKOM HWU3KO, pe3yNibTaT MOXET
ObITb HenpaBubHbLIM. HakanainTe poBHO 4 Kannu, gepxa GnakoH BepTUKaNbHO.

BHUMAHWE: CTabunbHOCTbL TecTa-KacceTbl MOXET 6bITb YMEHbLLUEHA, eC/IN MO0CKAa BHYTPU KacCeThl
nojsepraeTca BO3AeiCTBUIO BMaru.

8) MpoaHanusnpyite pesynbTaT Yepe3 20 MUHYT Nocne BHeceHMA obpasua (5) Puc. 3.

NMPEAYNPEXOEHWE: He aHanu3npyiTe pe3ynbTaTbl Yepe3 40 MUHYT 1 60nee nocne BHECEHUSA
obpasua.
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/Mna3ma

| CobepnTe BEHO3HYHO KPOBb M3 BEHEMYHKUWW B NPOOGMPKY, COLEPXALLYH aHTUKoarynaHt (remnapu,
[itpat HaTpma nnn SATA).
2 OTpenuTe nnasMy OT B3ATOro o6pasua BEHO3HOW KPOBM CTaHAapTHbIM cnocobom. OTheneHHas nnaasma
.MOXXET NCMONb30BaTbLCA B TEUEHME ABYX HeAeNlb MPU XpaHeHuu npu 2 ~ 8 ° C nnn Jo/mKHa XPaHUTbCA Mnpu
Temneparype -20 ° C ons ANNTENbHOIO UCMO/Ib30BaHUA.

MPUMEYAHWE: Mepen 3abopom obpasya KanuanspHow TPyoOKOM, KNeTKW KPOBWM W Apyrue TBephble
BelllecTBa LO/MKHbI ObITb yAaneHbl U3 B3ATOr0 MNocfie XpaHeHus npu 2 ~ 8 ° C nauM 3aMOPOXEHHOT0 Mnpu
Temnepatype -20 ° C 1 pa3MOPOXEHHOTo o6pasLa CbIBOPOTKN / NNasmsl.

Henb3s ucnonb3oBaTb remMONM3NPOBaHHble 06paslbl  CbIBOPOTKM, MNasMbl W LENbHOW  KPOBMW.
LieHTpudyrupyiite o6pasLbl CbiIBOPOTKM / nna3mbl Ha 2000 - 3000 06/MuH.

Cnepyet n3beratb NOBTOPHOI0 3aMOpaXmBaHUs 06pasL,oB CbIBOPOTKM / Nnasmel.

3) CobepuTe 5 Mk 06pasua naasmbl, HANOMHMB KanNUANAPHY TPYOKY, KOHTAKTUPYs KOHYMKOM
0[lHOPa30BOI KanuANspHON Tpy6KK ¢ obpasuyom nnasmel (1) Puc. 3.

AMPUMEYAHWE: Ecnu obpasel, nnasmbl He Obla 3an0/IHEH A0 KOHLUA KanunnsapHou Tpy6Ku, pesynbTaT
AMOXEeT ObITb HEMpaBW/bHbLIM M3-3a HeAocTaTKa obpasua.

4) OTKPYTUTE N CHUMUTE KPbILKY-KanenbHULUYy ¢ paakoHa ¢ 6yepHbIM pacTBOPOM M MOCTaBbTe BO (P1AKOH
KanunnapHy TpybKy, HanoSIHEHHYO M1a3MON. Y CTaHOBUTE 06PATHO CHATYIO KPbILKY-KaneabHULY W
MNOTHO 3aTAHUTE pe3boy.

5) AKKypaTHO nepesopaymnBaiTe hnakoH B TedyeHne 10-15 cekyHp, 4To6bl 06pasel, naasmbl B KaNUANAPHOM
Tpyb6Ke Xopowo cmellasnca ¢ bydepHsim pacTtsopoM (2) Puc. 3.

BHMMAHWME: Ecnn nnasma 6yaeT N1oxo nepemMellaHa ¢ 6ydepHbIM pacTBOPOM, pe3ynbTaT MOXET ObITb
HenpaBUbHbIM.

6) OTKpOIiTe aNtOMUHWEBLIV NaKeT, 4OCTaHbTE U MOMECTUTE TECT - KACCETY Ha MIOCKYH NMOBEPXHOCTb.

7) OTNOMUTE HOCUK Y KPbILIKKU-KanenbHMLUbl (hiakoHa ¢ pa3baBneHHbIM 06pasuom (3) Puc. 3.

8) [lep>xa hnakoH BepTUKaNbHO, HakanaiTe 4 kanau (okono 100 MKn) pa36aBneHHOro o6pasia B NyHKY Ans
Nobpasya (S) TecTa-KacceTbl, MeANEHHO cAaBnnBas nakoH nanbuamu (4) Puc. 3.

NMPUMMEYAHWE: Ecnn konnyecTso 06pasua CANLLIKOM BENKO WU CAULLIKOM HWU3KO, pe3ynbTaT MOXeT
ObITb HENpaBWAbHbIM. Hakanalite poBHO 4 Kanau, fgep>a (hNakoH BePTUKa/bHO.

BHVMMAHWME: CTabunbHOCTb TeCTa-KacCceTbl MOXKET OblTb YMEHbLUEHA, eC/In N0M0CKA BHYTPU KacCeTbl
nojBepraeTcs BO34eNCTBUIO BNaru.

9) MpoaHanuaupyiiTe pesynbTaT Yepes 20 MUHYT Nocie BHeceHus obpasua (5) Puc. 3.

NMPEAYNPEXAEHWE: He aHanusnpyiite pesynbTatbl Yyepe3 40 MUHYT 1 60/1ee Noc/ie BHECEHUA
obpasua.

(4) CbiBOpOTKa
1) CobepnTe BEHO3HYHO KPOBb M3 BEHEMYHKLMN B MPOGUPKY, He COAEePXKaLLy0 aHTUKOAryfaHT.

2) OcTtaBbTe o06pasey npu KOMHaTHOW TemnepaType. Yepes 30 MUHYT OTAEeNNTE CbIBOPOTKY
LLeHTpUyrMposaHme.Mm 1 cobepute cynepHataHT. OTAENEHHY0 CbIBOPOTKY MOXHO MCMO/b30BaTb B TeYEeHMe
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raefenb. ecnu XpaHutb npu 2 - 8 ° C nnm xpaHuTb npu Temnepatype -20 ° C ana 6onee 4AMTeNIbHOIO

KNns§.

INMMEYAHWE: TMMepep 3abopom o6pasua KanunnsapHoOi TpyOKOW, KNeTKM KPOBU W Apyrue TBepAble
ANecTBa [JOMKHbI 6bITb yaaneHbl U3 B3ATOr0 MOCNe XpaHeHus npu 2 ~ 8 ° C MAM 3aMOPOXKEHHOT0 MNpu
Amnepatype -20 ° C 1 pasmMopoXXeHHOro ob6pasua CblIBOPOTKY / Niasmbl.

Henb3s ucnonb3oBaTb remMoNn3MpoBaHHble 00pasubl CbIBOPOTKM, MAasMbl W LLENbHOW  KPOBW.
LleHTpudyrupyinte o6pasybl CbiBOPOTKM / nna3Mbl Ha 2000 ~ 3000 06/MUH.

CnepyeT n3beraTb NOBTOPHOM0 3aMOpaXXnMBaHMA 06pa3LL0B CbIBOPOTKN / Ma3mbl.

3) CobepuTte 5 MK 06pasia CbIBOPOTKKU, HANONHUB KanUAASPHYO TPYOKY, KOHTaAKTUPYS KOHYMKOM
0/1HOPA30BOW KanuNNsapHon TpyoKku ¢ 06pa3yomM cbiBOpoTKKM (1) Puc. 3.

MPNMEYAHWE: Ecnun o6pasel, CbIBOPOTKM He Obla 3aM0HEH A0 KOHLUA KanunnsapHoi Tpy6Ku, pesynbTaT
MOXeT ObITb HEMPaBUIbHbLIM M3-3a HeAoCTaTKa obpasua.

4) OTKPYTUTE U CHUMUTE KPbILWKY-KanenbHULY € (hnakoHa ¢ 6ydepHbIM pacTBOPOM 1 MOCTaBbTe BO (h/1aKOH
KanunnsipHyt TPy6Ky, HamoMHEHHYH CbIBOPOTKOI. Y CTaHOBUTE 06PaTHO CHATYHO KPbILLKY-KanenbHULY U

MNNOTHO 3aTAHUTE pe3b6y.

5) AKKypaTHO nepeBopaymBainTe hiakoH B TeveHne 10-15 cekyHf, 4Tobbl 06paseL, CbIBOPOTKY B
KanunnsapHoi Tpy6Ke XopoLwo cMewancs ¢ 6ydepHbiM pacTBopom (2) Puc. 3.

BHVUMAHWE: Ecnu cbiBOpoTKa 6yfeT Na0X0 rnepemMellaHa ¢ 6ygepHbiM pacTBOPOM, pe3yibTaT MOXeT
* OblTb HeMPaBU/IbHbLIM.

6) OTKpOVITe antOMWHUEBBI NaKeT, AOCTaHbTE N MOMECTUTE TECT - KAaCCETY Ha NMNNOCKYH NOBEPXHOCTL.

7) OTNOMMTE HOCKK Y KPbILKKU-KanenbHMLbl (hnakoHa ¢ pa3baBneHHbIM obpasuom (3) Puc. 3.

8) [epxa thnakoH BepTUKanbHO, HakananTe 4 kanan (okono 100 Mkn) pa36aBneHHOro o6pasua B NyHKY Ans
o6pasua (S) TecTa-KacceThbl, Mef/IEHHO caaBnuBas GnakoH nanbuamm (4) Puc. 3.

MPMEYAHWME: Ecnn Konuyectso o6pasLia CAMLWLKOM BE/IMKO UKW CAULLKOM HU3KO, pesynbTar MoXeT
ObITb HENpPaBUAbHbLIM. HakanaiiTe poBHO 4 Kannwu, Aep>a p1akoH BEPTUKaNbHO.

BHVUMAHWME: CTabnnbHOCTb TeCTa-KAaCCeTbl MOXET ObITb YMEHbLLIEHA, €C/IN MOM0CKA BHYTPU KacCeTbI
nojBepraeTcs BO34eCTBUIO BNaru.

9) MpoaHanusnpyinTe pesynbtaT Yepe3 20 MUHYT nocne BHeceHusa obpasya (5) Puc. 3.
MNPEAYMPEXAEHWE: He aHanu3npyinTe pesynbTaTbl Yepes 40 MUHYT 1 60/1ee nocne BHECEHUA

obpasua.

5.3. OnpegeneHve BeNMMYNHbI KOHUEHTpauun 1gG
1) OnpegenuTe KOHUeHTpaLuto yenoseyeckoro IgG. BU3yanbHO CpaBHUBAA OTHOCUTE/IbHYIO
WHTEHCUBHOCTb OKPaCKM TeCTOBOW NMMHUN L 1 TeCTOBON NMMHWUK T2 ¢ KOHTPONbLHON NuHuel (C),
KOTOpas He 3aBMCUT OT KOHLeHTpaLuu Yyenoseyeckoro IgG ¢ nomowbio <Tabnuubl Ans

onpefeneHns KoOHUeHTpauum> .
NHTEHCUBHOCTb OKPaCcKM KOHTPO/bHOW NMHUM 0603HadYeHa Kak 1. HalignTe Hanbonee Noxoxuii

pe3ynbTaT B <Tabnuue AN onpeaeneHns KOHLEHTPaUMU> 1 NpoUnTaiiTe COOTBETCTBYIOLLYIO

KOHUeHTpauuto (Mr/mn uau mr/gn ).
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Cepus; H1F16001 HiF COB 18002 2018U30

KonTponbHas nukna (C)
TecTtoBas (HMUA  (2)

TectoBas nHua (1)

BapunaHTt Ne 1 2 3 4 5 6 7 8 9 10

YenoseueckuiilgG
KoHueHTpauust Mr/gn

OTHocuTenbHaa Tec,MMH2 2.7 2.2 1.8 11 08 05 1'!'04 03 0.2
VHTEHCUBHOCTb K
«OnTpon nuHun C

(ues Cel)  Tectmkl 915 20 17 14 1.0 <08 05 03 0.2

0 7.8 31 125 250 BOC :750 ' .000 1500 2000

WWWhioTocwe.1

(1) BbinonHUTe cnefytolime Wwarn Ans NPUHATUAS peLleHns 0 KOHLEHTpaLun.

a) OnpefennTb AMana3oH KOHLEHTPALMA Ha OCHOBE MHTEHCUBHOCTHU LIBETA TECTOBOW NMUHUK T2,

MpoBepbTe NofoXxeHne B <Tabnuie onpeaeneHns KOHLUEHTPaLUN>. CPaBHUB OTHOCUTE/bHOE
COOTHOLLEHWE NHTEHCUBHOCTY LiBeTa TeCcToBOW NMHUM T1 ¢ KOHTPONbHOI nuHueii (C).

c) OnpegennTe pe3ynbTar nNo <Tabauue onpeaeneHns KOHLEHTpaLnm>.
() CooTBeTCcTBYHOLLEE 3HavyeHue KOHLeH3pauum (mr [/ mnunm mr lan) npeacTaenser
coboii KoHueHTpaumio IgG B obpasue.

2) CnpaBoOYHble flaHHble

. Korga cuuTaetcd, 4TO (haKTUYeCKWUid pe3ynibTaT HaxXOAMTCA TAe-T0 MeXAy [ABYMS COCeLHUMM
nonocamm B <Tabnuue pewweHWi MO KOHLUEHTpaUUW>. cuuTailTe KOHUeHTpauuto (Mr / ma uwaum wmr / an)
MeXAay 3TUMU 4BYMSA NOI0OCaMK, OMUCaHHYIO B BEPXHENR YacTu.

. Korga gna aHanusa ucnonb3oBanca o6pasey, LebHONW KpoBW, KOHUeHTpauuto IgG B CbIBOPOTKe
MOXHO paccuuTaTtb NyTem AeNeHus «KOHUueHTpauuu (Mr / ma van mr / an)» uenbHONW KPOBM Ha 3HayeHue
L 0O(0-rematokput (HCT)) 1 ymHOXeHMe pesynbTaTa Ha 100.

rpayMyecKnin CUMBON «Y NOTHOMOYEHHOE NNLOX»:

rpauyecKunin CMMBON «KONMYECTBO TECTOB B YNaKOBKe» (414 nakeTta ¢ TecTaMu-KacceTaMu)
rpaguyeckunii cumeon «Invitrodiagnoslic (gns in vitro gnarHoctukm)» 1VD:

rpauyecknii CUMBON «XpaHWUTb Npu TemnepaTtype 1°C ~ 30"C»;

rpauyeckunii cMMBON «MpPoUTUTE MHCTPYKLMIO NO NPUMEHEHMNIO;

rpauyecknin CUMBON «3anpeTt Ha NOBTOPHOE MPUMEHEHUEY:

rpatMyeckunii CUMBON «BNONOTMYECKNIA PUCK:

HoMep PY. paTa:

- LWUTPUX-KOA:

- 3HakbIPT (NFW EXCELLENT TECHNOLOGY)

TpaHcnopTHas (rpynnosas) ynakoska:

- HaMeHOoBaHMe NPouU3BOAUTENS, afpec:

- HAUMeHOBaHVe YNONHOMOYEHHOr0 inua B P®. agpec, HoMep TenedoHa, caiiT, aNeKTPOHHAs nouyTa:
- NO/IHOE HauMeHOBaHWe U3aenuns:

- COKpalleHHOe HauMeHOoBaHWe U3fenus:

- KONINYECTBO U3LeNNIA:
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- rpamyecKunin CUMBON «IOLEH [0»:

- rpatmyecKuin CMMBON «jaTa BbIMyCKax;
rpagpmyeckunii cumBon «Homep cepum» (L01);
- rpauyeckunin cumson «M3roToBUTENbY:

rpauyeckmini CUMBOJ
rpauyeckunii cMMBoOnN
rpauyeckunin CMMBON
macca HeTTo;

«XpaHntb npu Temnepatype 1°C ~ 30°Cy;
«OCTOpOXHO! O6paTUTECh K MHCTPYKLUMW MO MPUMEHEHUNIO»;
«[1poyTUTE NHCTPYKLUIO NO NPUMEHEHUIO»;

- 3HaK obpaLleHunsa Ha pbiHKe.

CumBonsl, MCNONb3yeEMbIE Ha YNMaKOBKE N 3TUKETKaxX

IVI) TONbKO ANst AMarHoCTUKM in vitro
OcTopoxHo! O6paTnTeCh K MHCTPYKL UK
Nno NPUMEeHEHNIO

t XpaHuTb npu TemnepaType oT

KonnyectBo TeCTOB B YNakoBKe

[MTOBTOPHO He MCNONb30BaTh

1i O6partnTech K UHCTPYKL MK

A Buonornyeckunii puck
.
I l MN3rotoBuTenb
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PerncTpaunoHHblin Homep 2020 - 01287

HOoOTapuasibHbl cepTndumkarT

Mak XaepxkyH \ Park Haejun\. npeacTtasnsawowmii no gosepeHHocTn MpesngeHta MpoTteomeTek UHK.
\ProteomeTech 1nc.\ Kyk Dxum /inuma \ Kook Jin Lim\. npeactan nepeao MHOM 1 npegocTaBua Nognuch
BbILLEYNOMAHYTOro MNpesnaeHTta Ha npuiaraeMom 3assneHun.

YTo 6b1/10 3acBUAeTeNnscTBOBaHO 30 nionga 2020 roga B JaHHOM oduce.
HoTapunanbHaa v opungnydeckasa komnaHna XAHJTNM
"HANLIM LAW AND NOTARY OFFICE

MpuHaanexut lMpokypaType oiq?yra KOXxHbIli Ceyn

Pecnybnuka Kopes, ropog Ceyn, painoH aHrceo-ry.
XBarok-po 301. 3gaHne BoHIyHr. Ne501

(Moanuck HoTapuyca)
Kbto-Oan KeoH \Kyu-Dai Kwon\
A[LBOKaT, BbICTYNalLWuii B Ka4eCcTBe HOTapuyca.

[aHHbIn ofuc 6611 yNoNHOMOYEH MUHUCTEPCTBOM toCcTULMK Pecny6inkn Kopes aeiicTBOBaTb B Ka4ecTBe

HoTapuanbHoro ¢ 07.02.2020 r., cornacHo 3akoHy Ne 15150.

WTamn; HoTapuaysHasa v lopugnyeckas komnaHua XAHJTNM
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MepeBoA faHHOIO TEKCTa BbIMOIHEH NepeBogUYNKoM KoT nsapoBbiMNHp oM NropeBnyem.

noanncob

Poccuiickas degepauuns
fopos Mocksa
UeTBepTOro aBrycTa fiBe ThiCA4YN ABAALATONO roga
A. Kopcuk Bnagumup KoHCTaHTUHOBKMY, HOTapuyc ropoga Mocksbl, ceuihtnbemeykl
MOA/IMHHOCT b NoAnucy nepesofunka KoTnaposa AHTOHaA Mropesnya.
Moanuck caenaHa B MOEM MPUCY T CTBUU.
JInyHoCcTb noAnmcasLLero AOKYMEHT yCTaHoB/IEHA.

3aperucTpupoBaHo B peecTpe: Ne>77/2138-H/77-2020-r » QI »
B3bICKaHO rocyfapcTBeHHON nownuHbl (no Tapudy): 100py6. 00 kon.
YnnayeHo 3a OkasaHuie ycnyr npaBoBOro v TexHnyeckoro xapakTepa: 300 py6. 00 kon.
B. K. Kopcuk

MepboBasi nevaTb

HoTapuyca ropoga
MockBbl Kopcuka B.K. noannce
MHH 772321704013*

Bcero npolwHypoBaHo, NpOHYMepPOBaHo
W CKpenaeHo neyaTbio nucT(a)(oB)

HoTapuyc MOAMNCb

Poccuiickas ®enepavihs
>, [opoa Mocksa

YensepToto aBrycra [se TbiCA4M ABaLAaToro rona
A." Kopcvk Bragumuyp  KoUCTakrMHOBWUY.  HOTapuyc ropoga  MoCKBbI,
CBUV\ETENLCTBYHO BEPHOCTL KOMWW C MPEACTAaBIEHHOrO HLLie JOKyMEeHTa
3apervicrpyposaHo B peectpe Ne 77/2138-H/77-2020- AN
B3bickaHO rocyapesseHHo noLwmHbI (1K' lapudy) .43 My6. 00 kon' \
YnnayeHo =» OkazaHve ycyr npaBoBOro M TEXHUYECKOro Xxapaktepa /U iX N

pyb6. 00 Kotf

1

B.K. Kopcuk

Bcero npoLUHypoBaHO, NMPOHYMEPOBaHO
W CKPEM/IeHo MeYastbto nmct(a)(o.)

Horapuyc
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