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ProteomeTech inc.

@ ProteomeTech inc.

User manuals

In vitro diagnostic test for use in the quantitative determ -
ination of allergen-specific IgE concentrations in human
serum or plasma using immunoblotting technique

Product name: PROTIA Allergy-Q

Manufacturer: ProteomeTech Inc.
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PROTIA Allergy-Q 96M panel

In vitro diagnostic kit for the quantitative determination of allergen-specific IgE antibodies
in buman serum or plasma using the immunoblotting method

Appointment]
The reagent kit is intended for the quantitative determination fg_talj_‘ergen- ific IgE antibodies
in human serum or plasma using the immunoblotting method. §EpE 04

RS
[Functional purpose]
Diagnostic aid. The use of the product has no population and demographic aspects.

[Application area)
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product)
Medical facilities of any profile.

[Professional level of potential users]

Clinical laboratory diagnostics doctp_n;g pedical laboratory technician.
[Possible side effects) R

Side effects have not been identified.

[Indications for use]
Allergy diagnostics

[Contraindications for use]
Severe hemophilia.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B, according to the documentation
of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin, Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin, Cat. No. V5591 (source of origin: bovine serum), according to the
documentation of the company Promega (USA));

- bovine serum albumin, Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations. Materials
of animal origin are well fixed on the membranes of the test strip, placed in a plastic container
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with holes, which excludes contact with the human body when the medical device is used as
intended.

Solutions, which include materials of animal origin, are well scaled with lids; when using
solutions, a pipetie and gloves are used, which exclude contact § nh bt I " p body when using
a medical device for its intended purpose.
Thus, there are no components in the medical device that are 1QRI0\AgE fesive and dangerous
when using the medical device for its intended purpose and subjecio basic safety measures.
Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materials, as well as general safety rules
for working with biological materials.

[Description of the target analyte, information about its scientific validity, principle of
action)

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based oa the principle of
enzyme immunoassay, which includes nitrocellulose membranes with different allergens
adsorbed on regular interval lines, which allows you 1o test dozens of specific allergens in one
test. PROTIA Allergy-Q uses a new parallel membrane technique and allows a wider varicty of
allergens 1o be evaluated in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane cven after the washing step.

Immobilized IgE antibodics bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops afier the addition of the
substrate in the last incubation with the enzyme, and the color intensity is analyzed with a color
measuring device.

Description of the target analyte, scieuﬂflc vanlw

Immunoblotting - a highly sensitive for detecting proteins, based on a combination of
electrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by clectrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. The
patient's serum is applied to these strips ("blots”). Then, after incubation, the unbound antibodies
of the patient are washed off and the serum against human immunoglobulins labeled with the
enzyme is applied. The complex formed on the strip [antigen + patient antibody + antibody
against human Ig] is detected by adding a chromogenic substrate that changes color under the
action of an enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodics
to the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic
leukocytes through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE
causes cell degranulation and release of vasoactive amines, resulting in smooth muscle
contraction, pruritus, edema, and trans-mucosal extracellular fluids. The most common clinical
manifestations of this biological process are hay fever, asthma, dermatitis, urticaria, and
anaphylactic shock.

(Ki¢t Components]
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Name of - .
component Characteristic Quantity
1 2
lastic cassette, with a plastic frame, containing a
Allergen panel itrocellulose membrane with adsorbed allergens (S-1, S-2, S-3]
standard lines; C1, C2 - control lines; from 1 to 91 - allergen
ines) 20 panels
Sample diluent A 20 ml polymer bottle with a blue screw cap containing
10 ml of blue-violet liquid 10mix 1
Antibody solution A 20 m! polymer bottle with a yellow screw cap,
containing 10 ml of a yellowish or light yellow liquid 10mix 1
[Enzyme solution A 20 ml polymer bottle with a red screw cap containing
10 ml of a colorless or yellowish liquid 10ml x 1
[Substrate solution A 20 m} polymer bottle with a black screw cap,
containing 10 ml of yellow or yellowish liquid 10mi x 1
Washing solution 20x A 20 ml polymer bottle with a white screw cap,
containing 10 mi of concentrated colorless liquid 10ml x 1
Fnslructions for use 1

o Additional equipment required:

1. Manual method: ANALYZER IMMUNOLOGICAL PHOTOMETRIC '@SMAR‘T"
FOR DIAGNOSTICS IN VITRO ON PANELS "PROTIA".

2. Semi-automatic method: "Q-PROCESSOR" AUTOMATED DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.

3. Automatic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-
STATION ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA".

[Appearance]

1 Allergen panel: plastic panel m,wh;ch ¢ membrane is fixed in plastic new frame.
2. Sample diluent: blue-violet liquigz 7>

3. Antibody solution: yellow or light yellow liquid.

4, Enzyme solution: colorless or light yellow liquid.

5. Substrate solution: light yellow liquid.

6. Washing solution 20x: colorless liquid.

7. Instructions for use.

[Analysis methods)

1, Preparation of reagents and samples

(1) Preparation of the cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA).
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Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-
3000 rpm. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not
allowed to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with
visible microbial growth. Store serum or plasma samples at 2 ~ 8 ° C when used for a shont
period (within 2 weeks), and at -15 ° C or lower for longer storage. Thawed samples must be
thoroughly mixed before testing. When working with thawed samples, it should be borne in
mind that each thawing-freezing cycle leads to the destruction of detected aptibodies, reducing
the quality of the test material. In order to obtain reliable results of the E it is recommended

to use only a single freeze-thaw of the samples. \ -. 7 <t
;'Nﬁ
2. Analysis procedure s=e
Manual method
1)  Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at
50 = 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and carefully.
Stir well immediately before use. Open the packaging of the allergen panel afier adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 500 pl of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 300 pL of Sample Diluent into the Allergen Plate.

5) Pipette 100 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
detergent solution. With cach wash add 400 pl of diluted wash solution, incubate with shaking
for 5 minutes and drain. The solution should not remain in the panel.

') Dispense 400 pl of antibody solution to the panel and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane using the method (6).

9) Pipette 400 pl of enzyme solution into the panel and incubate with shaking for 30
minutes.

10)  Flush the membrane using the method (6).

1) Duspense 400 pt of substrate solunqp-ﬁ incubate with shaking at room temperature
atmosphere in a dark room for 20 minutes.” < =%+’

12)  Remove the substrate solution from the panel and rinse it with 400 pl deionized water.

13)  Lcave the panel on the table to dry naturatly (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, see the Manual for the IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for aliergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR
PROTIA PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions
progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, sec
the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
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DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

Automatic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL

ELITE" FOR DIAGNOSTICS IN VITRO ON PAN
reagents for allergens.

2) Refer to the operation manual AUTOMAT

EL "PROTIA"

IC IMMUNOLOGICAL

PHOTOMETRIC

equipped with panels

ANALYZER "Q-STATION ELITE" FOR IN VITRO DIAGNO)STICS ON MBR(OTIA

and allow the reactions to progress.

3. Evaluation and interpretation ofresults

1) The amount of allergen-specific IgE antibod

SM ART Analyzer or the Q-STATION ELITE Analyzer,

table below .

ies s

determined

2) Total IgE (tlgE) is expressed in IU / m1l and can be quantified

I ml.

A llergen-specif
M E / mlIcE Class O uam titv
<0.15-0.34 0 N ot found
0.35-0.69 1 Small
0.70-3.49 2 M oderate
3.50-17.49 3 M oderately
17.50-49.99 4 Big
50.00-99.99 5 Very big
> 100 6 Extremely

4. Quality control
The reference line (C) must be clearly visible. If the

read with optical measuring instruments. Retesting is

5. Characteristics
1) A nalytical sensitivity (IgE detection threshold): 0.15 M E / m|.
2) A nalytical specificity (interference and cross-reactions):

and cross-reactivity ofthe kit with the following m aterials: bilirubin, album in,

(lIgA , I1gM , 1gG or Igb ), 3 times higher than norm ~Ilph~plogical
3) D iagnostic sensitivity: 99.40% - 100% (95% ~O Tfidence level).
4) D iagnostic specificity: 98.77% - 100% (95% confidence level).
5) Reproducibility: 100% .
6) Coefficient of Variation (CV ): less than 8% .
n1i
SWl n
No. Allergen The code
1 Total IgE tlg E
2 House dust hi
3 D.pteronyssinus dl
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ic IgE

large

large

reference line is faintly visible,

recommended.

the class

in the

N otobserved and

levels.

IU / ml using

is determ ined from

U>WU(WUIV.>WWU>WA

Group

IfiE

Common

"Q-STATION

PHOTOMETRIC

range of 1 to 2000

itcannot be

Interference

immunoglobulins



4 . farinae d2
5 Eat epithelium and dandruff el
6 %g dandruff es
7 gg white fl
/8 %lk 7, N |
0 ockroach i6
10 [Peanut f13
11 Soya beans f14
12 t 4
13 Blder 2
14 irch 3
15 Oak 17
(16 ﬁgbmsia high wl
17 op w22
18 ICommon wormwood (Chemobyl) w6
19 Alternaria alternata mbé
20 Cladosporium herbarum m2
21 Aspergillus fumigatus m3
§2 Crabs 123
3 ﬁhrimp 24
4 ackerel 206
25 Cultured rye gl2
26 Ced 0214
7 [Peach 95
éﬁ Apple 49
20 Sesame f10
B0 Acarus siro d70
31 Tyrophagus putrescentiae da72 [Indoors
weet spikelet / Hedgehog combined /
32 ommon recd / Polevitsa gl/g3/gl/ g
33 Einggmd pig g2
34 imofeevka g6
35 [Penicillium notatum ml
6 \Candida albicans m$
7 Common hazel 4
8 [European olive t9
9 Sycamore il
[White willow t12
Ul lar t14 ollen
K2 sh white tl5
43 [White pine t16
44 Japanese cedar t17
45 Acacia t19
46 INivyanik (popovnik) w7
K7 {Dandelion w8
48 [Plantain w9
49 h tash stone) wil
50 Goldenrod wi2
51 Amaranth (thrown back) wi4
2 tex k82 |Other
g3 ee venom il {Insects
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54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

89

90

91

AVasD poison i3

M ouse / Rat e71/e73

Rabbit e82

The guinea pig e6 Animals
Sheep epithelium e8l

Ham ster e84

Horse e3

Cod f3

Tuna / Salmon f40 / fa1

Flounder / Anchovy (hamsa) / f254/1313

Saida /f413 Seatood
Lobster (lobster) / Pacific sauid fg8o0/f258

Acne f264

M ussels /| O ysters / 07 /f290/

Clam / Scallop f207 /0338

Silkworm pupa -

Pork 06

Beel e M eat
Chicken meat f83

M utton f88

Cheddar cheese fg1

B ariev flour f6

Rice f9

Buckwheat flour frl Grains
Baker's yeast fa5s

Com re:

Carrot Ol

Potatoes 05

Garlic / Onion fa7 1 f48 Vegetables
Celery f85

Cucumber 044

Tom atoes 05

Orange 03

Straw berry fa4 Fruits

Kiwi/ M ango / Banana red4 /fo1 /fo2

Chestnut 099
W alnut 056
N uts
Hazelnut fl7
Almond / Pine nut/ Sunflower 0 0/0 53/ks84
Cocoa f93 O ther
(Precautions for Users]
1) For in vitro diagnostics only.
2) PROTIA Alergy-Q can be used to aid in clinical diagnostic. The result isrprelimina”.-

Thc obtained analysis result should be'"~"bc”ted with the <clinical picture. To clarity.; ;ffie

diagnosis, a doctor's consultation is required.™" TG temR R Kk kA
3) False positive results can be obtained due to cross-reactivity antigens tested w ith other
antigens.

4) Do notsmoke, eator drink in areas where samples or testreagents are used.

5) Optimal conditions for the laboratory - conducting the experiment at + 25 * 2 °C and at

50 + 20% humidity.
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6) All specimens may include unknown infectious materials. Please wear disposable gloves
and wash your hands after testing.

()] To avoid accidents, do not place needles, knives, or any other object that could cause
harm when handling specimens and reagents.

8) All patient samples and kit components used must be considered biohazards. They should
be disposed of in accordance with the sclevant guidelines.

9) Do not use kits beyond the expiration date.

10)  Allergen panels are packed with desiccant and must be sealed after each use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported 1o react with lead or copper plumbing to form potential, There is g highly

explosive metal azide, so always pour it out with a sufficient volume o m_ t the
formation of metal azide in plumbing systems. fings
12)  Substrate solution may contain black deposits. This is not abnorma t affect

the test results.

13) Be careful to avoid the formation of bubbles. Especially when aln automatic devices,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14)  If thc membranes are not completely dry after the final reaction, the test results, anatyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

[Packaging] Kit components, instructions for use.

[Storage instructions] Store at temperatures between 2°C and 8°C.

[Shelf life] Expiration date 18 months.

Afiter opening, it is allowed to store at wmpmmz to 8 °C for no more than 3 months.
Transportation at temperatures from -15 ° C for 5 days, by all types of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.

[Disposal and disposal]

When used in medical institutions, dispose of in accordance with class A and B SanPiN
2.1.7.2790-2010. Dispose of this product in accordance with local, regional and national
regulations.

[Manufacturer]
ProteomeTech Inc.
A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea

[Authorized person)
On the territory of the Russian Federation, on issues related to the quality and circulation of a
medical device, please contact:

109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS" (LLC
“BIO FOCUS"), biofocus@vandex.ru

[Symbols used on packaging and labels)

Symbol Value Symbol Value

8 Use up EE Refer to instructions for use
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Batch code

Medical device for in vitro diagnostics

Temperature range from

8°C
/l, 2°Cto 8°C -355._2-
2°C REP Authorised mpus?nmg’
2 Caution! Refer to V
Number of panels / tests
instructions for use
® Norewse . 5. & Biological risk
WY
| Manufacturing date

Revision date: Mar. 02-th, 2021
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PROTIA Allergy-Q Atopic panel

In vitro diagnostic kit for the quantitative determination of allergen-specific IgE antibodies in
human serum or plasma using the immunoblotting method

The reagent kit is intended for the quantitative determination of allergen-s
human serum or plasma using the immunoblotting method.

[Functional purpose]
Diagnostic aid. The use of the product has no population and de

[Application area)
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product]
Medical facilities of any profile.

[Appointment]

[Professional level of potential users)
Clinical laboratory diagnostics doctor, medicakl:%;a’t_ory technician.

[Possible side effects)
Side effects have not been identified.

(Indications for use]
Allergy diagnostics.

[Contraindications for use]
Severe hemophilia.

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

The product contains no medicines and pharmaccutical substances.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081 (bovine
serum), according to the documentation of ProtecomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B, according to the documentation of
SIGMA ALDRICH (USA)).

The antibody solution contains components of animat origin:

- Biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin: mouse
hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin, Cat. No. LY-0081 (origin: bovine serum, according to the documentation of
Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin, Cat. No. V5591 (source of origin: bovine serum), according to the
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documentation of the company Promega (USA));
- bovine serum albumin, Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations. Materials of
animal origin are well fixed on the membranes of the test strip, placed in a plastic container with holes,
which excludes contact with the human body when the medical device is used as intended.

Solutions, which include materials of animal origin, are well sealed with lids; when using solutions, a
pipette and gloves are used, which exclude contact with the human body when using a medical device
for its intended purpose.

Thus, there are no components in the medical device that are toxic, aggressive and dangerous when
using the medical device for its intended purpose and subject to basic safety measures.

Sampling, processing, storage and handling of these materials in accordanec wn the documentation of
the supplier / manufacturer of these materials, as well as general
materials.

[Description of the target analyte, information about its scienﬁﬁc validity, principle of action]
Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle of
enzyme immunoassay, which includes nitrocellulose membranes with different allergens adsorbed on
regular interval lines, which allows you to test dozens of specific allergens in one test. PROTIA
Allergy-Q uses a new parallel membrane techmquerows a wider variety of allergens to be
evaluated in a single test than other products using only oni¢ membrane. Allergen-specific IgE antibodies
present in patient samples bind to antigens and are immobilized on the membrane even after the
washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds 1o alkaline
phosphatase-conjugated lennavidin. The color develops after the addition of the substrate in the last
incubation with the enzyme, and the color intensity is analyzed with a color measuring device.

Description of the target analyte, scientific validity

Immunobiotting - s highly sensitive method for detecting proteins, based on a combination of
electrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylam1de gel, then transferred from the
gel to activated paper or nitrocellulose membrane and developed using ELISA. The patient's serum is
applied to these strips ("blots"). Then, after incubation, the unbound antibodies of the patient are washed
off and the serum against human immunoglobulins labeled with the enzyme is applied. The complex
formed on the strip [antigen + patient antibody + antibody against human Ig] is detected by adding a
chromogenic substrate that changes color under the action of an enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E (IgE)
antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies to the
antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic leukocytes through
the Fc region. Subsequent binding of the allergen to cell-bound specific IgE causes cell degranulation
and release of vasoactive amines, resulting in smooth muscle contraction, pruritus, edema, and trans-
mucosal extracellular fluids. The most common clinical manifestations of this biological process are hay
fever, asthma, dermatitis, urticaria, and anaphylactic shock.

[Kit Components]
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Name
component

1 2

Characteristic Quantity

Plastic cassette, with a plastic frame, containing
Allergen panel nitrocellulose membrane with adsorbed
llergens (S-1, S-2, S-3, S-4, S-5 - standard 20 panels
ines; C - control line; from 1 to 44 - lines
llergens)
Sample diluent A 20 ml polymer bottle with a blue screw cap
containing 10 ml of blue-violet liquid
A 20 ml polymer bottle with a yellow screw
cap, containing 10 ml of a yellowish or light  [10mlx 1
llow liquid |
. A 20 ml polymer bottle with a red screw cap
[Enzyme solution containing 10 ml of a colorless or yellowish  [10ml x 1 |
Jiquid
Substrate solution A 20 ml polymer bottle with a black screw cap, 10ml x 1
containing 10 ml of yellow or yellowish liguid
A 20 ml polymer bottle with a white screw cap,
containing 10 ml of concentrated colorless 10mix 1
liquid

I[nstmctions for use 1

10mix1}

Antibody solution

Wuhing solution 20x

* Additional equipment required

1. Manual method: ANALYZER IMMUNOLOGICAL PHOTON‘ETRlC
DIAGNOSTICS IN VITRO ON PANELS "PROTIA". 7ost
2. Semi-automatic method: "Q-PROCESSOR" AUTOMATED D CE-
PROCESSING FOR IN VITRO DIAGNOSTICS.

3. Automatic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-
STATION ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA".

IAPPeﬂl'ﬂncel
Allergen panel: plastic panel in wh:ch the membrane is fixed in plastic new frame.

Sample diluent: blue-violet li

Antibody solution: yellow or llght yellow liquid.
Enzyme solution: colorless or light yellow liquid.
Substrate solution: light yellow liquid.

Washing solution 20x: colorless liquid.
Instructions for use.

NohbswN -

[Analysis methods)

1. Preparation of reagents and samples

(1) Preparation of the cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA). Before
testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-3000 rpm.
Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not allowed to use
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samples with a high lipid content and (or) with signs of hemolysis, and (or) with visible microbial
growth. Store serum or plasma samples at 2 ~ 8 © C when used for a short period (within 2 weeks), and
at -15 ° C or lower for longer storage. Thawed samples must be thoroughly mixed before testing. When
working with thawed samples, it should be borne in mind that each thawing-freezing cycle leads to the
destruction of detected antibodies, reducing the quality of the test material. In order to obtain reliable
results of the study, it is recommended to use only a single freeze-thaw of the sanjples.

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 £ 2 °C and at 50 +
20% humidity.

2) All reagents should be brought to room temperature 30 minutes before use and mixed thoroughly
immediatcly before use. Open the packaging of the allergen panel after adjusting it to room temperature.

3) Fully moisten the test membrane by adding 300 ul of diluted detergent solution to the allergen
panel, shake the panel for 5 minutes, and then remove any remaining detergent solution (100 rpm
recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette 50 uL of patient sample into the panel and incubate with shaking at room temperature for
45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted detergent
solution. With each wash add 300 pul of diluted wash solution, incubate with shaking for 5 minutes and
drain, The solution should not remain in the panel.

7}  Dispense 250 pl of antibody solution to the panel and incubate with shaking at room temperature
for 30 minutes.

8) Rinse membrane according to the method (6).

9 Pipette 250 pl of enzyme solution into the panel and incubate with shaking for 30 minutes.

10)  Flush the membrane according to method (6).

11)  Dispense 250 pl of substrate solution and ingybate with shaking at room temperature atmosphere
in 8 dark room for 20 minutes. J

12) Remove the substrate solution from the panel and rinse it with 250 pl deionized water.

13)  Leave the panel on the table to dry naturally (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART" ANALYZER FOR
IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the results. For more detaiis,
see the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* {0 incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation frequency) of
100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR"” FOR PROCESSING PANELS "PROTIA" FOR
DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions progress.

3) Insert the pancls into the Q-SMART analyzer and cvaluate the results. For more details, see the
Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

Automatic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION ELITE"
FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with pancls and reagents for
allergens.
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2) Refer to the operation manual AUTOMATIC IMMUNOLOGICAL
ANALYZER "Q-STATION ELITE" FOR IN VITRO DIAGNOSTICS ON
allow the reactions to progress.

3. Evaluation and interpretation o fresults

1) The amount of allergen-specific IgE antibodies is determined in IU / m

Analyzer orthe Q-STATION ELITE Analyzer, the class

2) Total IgE (tlgE) is expressed in IU / m1l and can be quantified
Allergen-Specific IgE
M E/m | IgE Class Quantity
<0.15-0.34 0 Not found
0.35-0.69 1 Small
0.70-3.49 2 M oderate
3.50-17.49 3 M oderately large
17.50-49.99 4 Big
50.00 - 99.99 5 Very big
> 100 6 E xtremely large
4. Quality control
The reference line (C) must be clearly visible. If the reference

w ith optical measuring instruments. Retesting is recom mended.

5. Features:
1) A nalytical sensitivity (IgE detection
2) A nalytical specificity (interference and cross-reactions):

cross-reactivity of the kitwith the following materials:

1gG or IgD ), 3 times higher than normal physiological levels.

3) D iagnostic sensitivity: 99.40% - 100% (with a confidence
4) D iagnostic specificity: 98.77% - 100% (with a confidence
5) Reproducibility: 100% .

6) Coefficientofvariability (CV ): less than 8% .

0i000-*sJ0%Cn.Awro»-*OVOOO0'>J9>UL.AW M»-* cn.UUIitSIW

is determ ined from

line is

in the

thresht**L IS ME / ml.
N otobserved and

bilirubin, albumin, im munoglobulins (lgA ,

level o f95% ).

level o f95% ).

MT

XkMOJUIOJCUUJUJUIWUIWKIKIKIrvjKI1

N o Allergen The code Group
1 Total IgE tigE IgE

2 Egg white fl

3 Egg yolk f75

4 M ilk

5 Alpha lacioalbumin ne Food
6 Beta lactoglobulin w

7 Casein m

8 Peanut fl3
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9 Green pea
10 Soya beans
11 Walnut
12 Pork
13 Beef
14 Chicken meat 33
15 Cod f3
16 Mackerel 206
17 |Crabs 23
18 Shrimp 24
19 Sea clam 207
20 Silkworm pupa -
21 Wheat 4
22 Baker’s yeast > 4 e 45
23 |Rice ZF o
24 Potatoes f35
25 Peach 95
26 Apple 49
27 House dust hi
28 D. pteronyssinus dl
29 D. farinae d2
30 [Cockroach i6 Indoors
31 Cat epithelium and dandruff el
32 Dog dandruff (3]
33 Candida albicans mS
34 Tricophyton rubrum m205
35 Aspergillus fumigatus m3 . )
36 Penicillium notatum ml Microorganisms
37 Alternaria alternata mé
38 Staphylococcal enterotoxin B m81
39 Birch-alder mixture x
40 Oak 17
41 Mix of cereal herbs gX Pollen
42 Ambrosia wormwood high wl
43 Common wormwood {Chemobyl) wb
44 Hop w22
[Precautions for Users)

D For in vitro diagnostics only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis. The result is preliminary. The
obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a doctor's
consultation is required.

3) False positive results can be obtained due to cross-reactivity antigens tested with other antigens.
4) Do not smoke, eat or drink in areas where samples or test reagents are used.

5) Optimal conditions for the laboratory - conducting the experiment at + 25 = 2 °C and at 50 +
20% humidity.

6) All specimens may include unknown infectious materials. When handling images. Please wcar
disposable gloves and wash your hands after testing.

D To avoid accidents, do not place needles, knives, or any other object that could cause harm when
handling specimens and reagents.

8) All patient samples and kit components used must be considered biohazards. They should be
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disposed ofin accordance with the relevantguidelines.

9) Do notuse kits beyond the expiration dale.

10) Allergen panels are packed with desiccantand must be sealed after each use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide has been
reported to react with lead or copper plumbing to form potential. There is a highly explosive metal

azide, so always pour itout with a sufficient volume ofwater to prwe”~U ,~. formation ofmetal azide in

plum bing systems.

12) Substrate solution may contain black deposits. This is n o t|fi~ '~ al” | does not affect the test
results. EFAKEA L E
13) Be careful to avoid the form ation of bubbles. Especially when aln autom atic devices, bubbles

should be removed before starting the lest, as bubbles can affect the distribution of solutions.
14) If the membranes are not com pletely dry after the final reaction, the test results analyzed by Q -
SM ART may be incorrect.

15) A productin adamaged package is notsuitable for analysis.

[Packagingl Kitcomponents, instructions for use.

[Storage instructions] Store at tem peratures between 2°C and 8°C.

[Shelflife) Expiration date 18 months.

A fter opening, it is allowed to store attem peratures from 2 to 8°C forno more than 3 months.
Transportation at tem peratures from -15°C to 30®C for 5 days, by all types of transport in covered

vehicles in accordance w ith the rules of transportation in force for this type of transport.

[Disposal and disposall
W hen used in medical institutions, dispose of in accordance with class A and B SanPiN 2.1.7.2790-

2010. Dispose ofthis product in accordance w ith local, regional and national regulations.

[M anufacturer]
ProtcomeTech Inc.

A -702,401 Y angcheon-ro, Gangseo-gu, Seoul 07528, Korea.
[Authorized person]

On the territory of the Russian Federation, on issues reiated to the quality and circulation of a medical

device, please contact:
109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS" (LLC "BIO
FOCUS"), biofocus@ vandex.ru

[Symbols used on packaging and labels]

Symbol Value Symbol Value

Use up C® Refer to instructions for use

LOT B atch code IVD In vitro diagnostic medical device
8°C
M anufacturer
Temperature Range
anC from 2~7"C to 8°C
REP A uthorised representative
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A

Caution! Refer to

Number of panels / tests

instructions for use ‘ ’_’f_’}':
® No re-use Biological risk
d] Manufacturing daje,,

Revision date: Mar. 02-th, 2021
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PROTIA Allergy-Q 64 Food panel

Im vitro diagwestic kit for the quantitative determination of allergen-specific IgE antibodies
in human serum or plasma using the immunoblotting method

[Appointment]
The reagent kit is intended for the quantitative determination of allergquﬁciﬁc IgE antibodics
in human serum or plasma using the immunoblotting method. § %

- t

[Functionsl purpose] L’

Diagnostic aid. The use of the product has no population and demographic aspects.

[Application area)
Clinical laboratory diagnostics.
Mcdical device for in vitro diagnostic use only.

{Potential consumers of the product)
Medical facilities of any profile.

[Professional level of potential users]
Clinical laboratory diagnostics doctor, medical laboratory technician.

[Possible side effects]

Side effects have not been ldw
[Indications for use)

Allergy diagnostics.

[Contrsaindications for use)
Severe hemophilia.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY -0081
(bovine serum), according to the documentation of ProteomeTech Inc, (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatine Cat. No. G6650 (source of origin: bull flank - Type B, according to the documentation
of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin, Cat. No. LY-008] (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- bovine serum albumin, Cat. No. V5591 (source of origin: bovine serum), according to the
documentation of the company Promega (USA)).

- bovine serum albumin, Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations. Materials
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of animal origin are well fixed on the membranes of the test strip, placed in a plastic container
with holes, which excludes contact with the human body when the medical device is used as
intended,

Solutions, which include materials of animal origin, are well sealed with lids; when using
solutions, a pipette and gloves are used, which exclude contact wi q;p human Hpdy when using
a medical device for its intended purpose. E;‘, Ao

Thus, there are no components in the medical device that are to and dangerous

when using the medical device for its intended purpose and subject iQ.Dasiestlety measures.
Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materials, as well as gencral safety rules
for working with biological materials.

|[Description of the target analyte, information about its scientific validity, principle of
action]

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle of
enzyme immunoassay, which includes nitrocellulose membranes with different alliergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one
test. PROTIA Allergy-Q uses a new parailel membranc technique and allows a wider variety of
allergens to be cvaluated in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops afier the addition of the
substrate in the last incubation with the enzyme, and the color intensity is analyzed with a color

measuring device.
Description of the target analyte, scientific validity

Immunoblotting - a highly sensitive method for detecting proteins, based on a combination of
electrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. The
patient's serum is applied to these strips ("blots"). Then, after incubation, the unbound antibodics
of the panent are washed off and the serum against human immunoglobulins labeled with the
enzyme is applied. The complex formed on the s%'r patient antibody + antibody
against human Ig] is detected by adding a chromogen te that changes color under the
action of an enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies
to the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic
leukocytes through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE
causes cell degranulation and release of vasoactive amines, resulting in smooth muscle
contraction, pruritus, edema, and trans-mucosal extracellular fluids. The most common clinical
manifestations of this biological process are hay fever, asthma, dermatitis, urticaria, and
anaphylactic shock.

[Kit Components]

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

B A —




N ame

Characteristic Quantity
component

Plastic cassette, w ith a plastic frame, containing

Allergen panel anitrocellulose membrane with adsorbed
allergens (S-1, S-2, 8-3 - standard lines; C -
g ( 20 panels
control line; from 1 to 60 - allergen lines)
Sample diluent A 20 ml polymer bottle with a blue screw cap
containing 10 ml ofblue-violet liquid 10ml X 1
A ntibody solution A 20 mlpolymer bottle with a yellow screw
cap, containing 10 ml ofa yellowish or light 1oml X 1
yellow liquid
Enzyme solution A 20 mlpolymer bottle with ared screw cap
containing 10 mlofa colorless oryellow ish 10ml X 1
liquid
Substrate solution A 20 ml polymer bottle with a black screw cap,
containing 10 mlofyellow oryellowish liquid 10ml X 1
Detergentsolution 20x A 20 ml polymer bottle with a white screw cap,
containing 10 mlofconcentrated colorless 10ml X 1
liquid
Instructions for use 1
. A dditional equipmentrequired
1. M anual method: ANALYZER IMMUNOLOGICAL PHOTOMETjuUC "Q-SM ART™"
FOR DIAGNOSTICS IN VITRO ON PANELS "PROTIA™". '
2. Semi-autom atic method: "Q-PROCESSOR" AUTOMATED. FOR PROTIA

PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.
3. Autom atic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q -

STATION ELITE” FOR DIAGNOSTICS IN VITRO ON PANELS "PROTIA™",;

(A ppearance]

1. A llergen panel: plastic panel w which the membrane is fixed in plasticnew frame.
2. Sample diluent: bluc-violet*H ~'cfe"?

3. A ntibody solution: yellow or lightyellow liquid.

4. Enzyme solution: colorless or lightyellow liquid.

5. Substrate solution: light yellow liquid.

6. W ashing solution 20x: colorless liquid.

7. Instructions for use.

(Analysis methods]

1. Preparation ofreagents and samples

(1) Preparation of the cleaning solution.

D ilute the detergent solution 20x with deionized w ater 20 times before use.
(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA).
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Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-
3000 rpm. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not
allowed to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with
visible microbial growth. Store serum or plasma samples at 2 ~ 8 °C when used for a short
period (within 2 wecks), and at -15 ° C or lower for longer storage. Thawed samples must be
thoroughly mixed before testing. When working with thawed sampies, it should be bome in
mind that each thawing-freezing cycle leads to the destruction of detected agtibodies, reducing
the quality of the test material. In order to obtain reliable results of the stgg it is recommended

to use only a single freeze-thaw of the samples. '\ T

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at
50 £ 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and carefully.
Stir well immediately before use. Open the packaging of the allergen panel afier adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 300 pl of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette S0 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
detergent solution. With each wash add 300 pl of diluted wash solution, incubate with shaking
for $ minutes and drain. The solution should not remain in the panel.

7) Dispense 250 pl of antibody solution to the panel and incubate with shaking at room

temperature for 30 minutes.
8) Flush the membrane according 10, od (6).
9) Pipette 250 pul of enzyme solution Iifelie panel and incubate with shaking for 30 min.

10)  Flush the membrane according to method (6).

11)  Dispense 250 pul! of substrate solution and incubate with shaking at room temperaturc
atmosphere in a dark room for 20 minutes.

12) Remove the substrate solution from the panel and rinse it with 250 pl deionized water.

13)  Leave the panel on the table to dry naturally (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, sce the Manual for the IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR
PROTIA PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions
progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, sec
the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".
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A utom atic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR IN VITRO DIAGNOSTIipSrON PROtIA PANELS

and allow the reactions to progress.

3. Evaluation and interpretation ofresults
1) The amount of allergen-specific IgE antibodies is determined in IU / m1l using the Q -
SM ART Analyzer or the Q-STATION ELITE Analyzer, the class is determined from the
table below .
2) Total IgE (tlgE ) is expressed in IU / m 1 and can be quantified in the range of 1to 2000 IU

/ ml.

Allergen-specific IgE

ME /mlIgE Class Quantity
<0.15-0.34 0 N ot found
0.35-0.69 1 Smalt
0.70-3.49 2 M oderate
3.50-17 .49 3 M oderately large
17.50-49.99 4 Big

50.00 - 99.99 5 Very big

> 100 6 E xtremely large

4. Quality control
The reference line (C) must be clearly visible. If the reference line is faintly visible, itcannotbe

read with optical measuring instruments. Retestirig,is*"9dom mnnded.

5. Characteristics

1) A nalytical sensitivity (IgE detection threshold): 0.15 M E / m .

2) A nalytical specificity (interference and cross-reactions): Not observed and Interference
and cross-reactivity ofthe kit with the following m aterials: bilirubin, albumin, im munoglobulins

(lgA , IgM , 1gG or IgD ), 3 times higher than normal physiological levels.

3) D iagnostic sensitivity: 99.40% - 100% (with a confidencelevel of95% ).
4) D iagnostic specificity; 98.77% - 100% (with a confidencelevel of95% ).
5) Reproducibility: 100% .
6) Coefficient ofvariability (CV ): less than 8% .
MNT
|
No. Allergen The code Group
1 Total IgE tlg E IgE
2 House dust hi
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3 O. pteronyssinus dl
4 0. farinae d2
5 Cat epithelium and dandruff el
6 Dog dandruff es General
7 Egg white fl
8 Milk 2
9 Cockroach i6
10 Peanut f13 =0 = ead
11 Soya beans f14 jom=iorES
12 Wheat flour f4 STl
13 Alder t2
14 White birch t3
15 Qak t7
16 Ambrosia wormwood high wl
17 Hop w22
18 Common wormwood {Chemnobyl} wé
19 Alternaria alternata mb
20 Cladosporium herbarum m2
21 Aspergillus fumigatus m3
22 Crabs 23
23 Shrimp f24
24 Mackerel 206
25 Cultured rye gl2
26 Ced 0214
27 Peach 95
28 Apple f49
29 Sesame f10
30 Cod f3
31 Tuna / Salmon f40 / f41
32 Flounder / Anchovy (Hamsa) / Pollock |£254 / £313 / f413 |Seafood
33 Lobster (lobster) / Pacific squid f8
34 Acne
35 Mussels / Oysters /
Clam / Scallop
36 Silkworm pupa -
37 Pork 126
38 Beef 27 Meat
39 Chicken meat 83
40 Mutton 188
41 Cheddar cheese 31
42 Barley flour f6
43 Rice 9
44 Buckwheat flour fll Grains
45 Baker's yeast f45
46 Com 8
47 Carrot 31
48 Potatoes 35
49 Garlic / Onion f47 / f48 Vegetables
50 Celery 35
51 Cucumber 244
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52 Tomatoes 25

53 Orange £33

54 Strawberry f44

55 Kiwi / Mango / Banana 84 / 91/ 92

56 Chestnut 299 &

57 Walnut 256

58 Hazelnut f17

59 Almond / Pine nut / Sunflower 20/ £253 / -

60 Cocoa 93 Others
{Precautions for Users]

1) For in vitro diagnostics only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis. The result is preliminary. The
obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a
doctor's consultation is required.

3) False positive results can be obtained due to cross-reactivity antigens tested with other
antigens.

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

5) Optimal conditions for the laboratory - conducting the experiment at + 25 £ 2 °C and at 50
20% humidity.

6) All specimens may include unknown infectious materials. When handling images. Please
wear disposable gloves and wash your hands after testing.

1)) To avoid accidents, do not place ncedles, knives, or any other object that could cause
harm when handling specimens and reagents.

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

9) Do not use kits beyond the'¢xjiragion date.

10)  Allergen panels are packed witll desiccant and must be scaled after cach use.

11)  Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potential. There is a highly
explosive metal azide, so always pour it out with a sufficient volume of water to prevent the
formation of metal azide in plumbing systems.

12)  Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13)  Be careful to avoid the formation of bubbles. Especially when aln automatic devices,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14)  If the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

[Packaging] Kit components, instructions for use.

[Storage instructions] Store at temperatures between 2°C and 8°C.

[Shelf life] Expiration date 18 months.

After opening, it is allowed to store at temperatures from 2 to 8 °C for no more than 3 months.
Transportation at temperatures from -15 °C to 30 °C for 5 days by all types of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.

[Disposal]
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When used in medical institutions, dispose of in accordance with class A and B SanPiN
2,1.7.2790-2010. Dispose of this product in accordance with local, regional and national

regulations.

[Manufacturer]
ProteomeTech Inc.
A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea

[Authorized person]

On the territory of the Russian Federation, on issues
medical device, please contact:

109387, Moscow, Tikhaya str., 28, office 216; Limited

"BIO FOCUS"), biofocus@yandex.ru
[Symbols used on packaging and labels]

ality and circulation of a

y "BIO FOCUS" (LLC

Symbol Value Symbol Value
8 Use up E ﬂ Refer to instructions for use
Medical device for invitro
LoT Batch code VD . .
diagnostics

8°C ufacturer
I Temperature Range ﬂ Man

ﬁ.om -] 0,
2°CosC REP Authorised representative

No re-use Biological risk

2°C
Caution! Refer to
A : i V Number of panels / tests
instructions for use

ﬂ Manufacturing date
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PROTIA Allergy-Q 64 Inhalant panel

In vitro diagnostic kit for the quantitative determination of allergen-specific IgE antibodies
in human serum or plasma using the immunoblotting method

[Appointment]
The reagent kit is intended for the quantitative determination of aller, antibodies
in humnan serum or plasma using the immunoblotting method.

{Functional purpose]
Diagnostic aid. The use of the product has no population and demographic aspects.

[Application area]
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product]
Medical facilities of any profile.

[Professional level of potential users]
Clinical laboratory diagnosic;%}m, medical laboratory technician.

[Possible side effects)
Side effects have not been identified.

|Indications for use)
Allergy diagnostics.

[Contraindications for use]
Severe hemophilia.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-008]
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatine Cat. No. G6650 (source of origin: bull flank - Type B, according to the documentation
of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- Bovine serum albumin, Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin, Cat. No. V5591 (source of origin: bovine serum), according to the
documentation of the company Promega (USA));

- bovine serum albumin, Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations. Materials
of animal origin are well fixed on the membranes of the test strip, placed in a plastic container
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with holes, which excludes contact with the human body when the medical device is used as
intended.

Solutions, which include maiterials of animal origin, are well sealed with lids; when usmg
solutions, a pipette and gloves are used, which ¢xclude contact w:lh the human body when using
a medical device for its intended purpose. = ..

Thus, there are no components in the medical device that are toxté, ' %% and dangerous
when using the medical device for its intended purpose and subject to basic salety measures.
Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materials, as well as general safety rules
for working with biological materials.

[Description of the target analyte, information about its scientific validity, principle of
action]

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle of
enzyme immunoassay, which includes nitrocellulose membranes with different allergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one
test. PROTIA Allergy-Q uses a new parallel membrane technique and allows a wider variety of
allergens to be evaluated in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops after the addition of the
substrate in the last incubation with the enzyme, and the color intensity is analyzed with a color
measuring device.

Description of the target analyte, scientific validity

Immunoblotting - a highly sensitive method for detecting proteins, based on a combination of
clectrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. The
patient's serum is applied to these strips ("blots"). Then, after incubation, the unbound antibodies
of the patient are washed off and the serum against human immunoglobulins labeled with the
enzyme is applied. The complex formed on the strip [antigen + patient antibody + antibody
against human Ig] is detected by adding a chromogenic substrate that changes color under the
action of an enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimuiated by a specific allergen, produce IgE antibodies
to the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic
leukocytes through the Fe region. Subsequent binding of the allergen to cell-bound specific IgE
causes cell degranulation and release of vasoactive amines, resulting in smooth muscle
contraction, pruritus, edema, and trans-mucosal extracellular fluids. The most common clinical
manifestations of this biological process are hay fever, asthma, dermatitis, urticaria, and
anaphylactic shock.

(Kit Components)
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Name of .
Characteristic Quantity
component

Plastic cassette, with a plastic frame, containing

Allergen panel a nitrocellulose membrane with adsorbed
allergens (S-1, S-2, S-3 - standard lines; C -
g ( 20 panels
control line; from 1to 60 - allergen lines)
Sample diluent A 20 ml polymer bottle with a blue screw cap
containing 10 ml ofblue-violet liguid 10ml X 1
A ntibody solution A 20 mlpolymer bottle with a yellow screw
cap, containing 10 ml ofa yellowish or light 10ml X 1
yellow liquid
Enzyme solution A 20 ml polymerbottle with ared screw cap
containing 10 ml ofa colorless or yellow ish 10ml X 1
liquid
Substrate solution A 20 ml polymer bottle with a black screw cap,
containing 10 ml ofyellow oryellowish liquid 10ml X 1
W ashing solution 20x A 20 ml polymerbottle with a white screw cap,
containing 10 ml ofconcentrated colorless 10ml X 1
liquid
Instructions for use 1
. A dditional equipmentrequired
1. M anual method: ANALYZER IMMUNOLOGICAL PHOTOMET"”p ;'Q-SM ART™"
FOR DIAGNOSTICS IN VITRO ON PANELS "PROTIA™". [AEATY S
2. Semi-autom atic method: "Q-PROCESSOR” AUTOMATED DEVICE FOR PROTIA

PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.
3. Autom atic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q -

STATION ELITE" FOR DIA G NO S'JA"JN VITRO ON PANEL "PROTIA™"™.

[A ppearance]

1. Allergen panel: plastic panel in which the membrane is fixed in plastic new frame.
2. Sample diluent: blue-violet liquid.

3. A ntibody solution: yellow or light yellow liquid.

4. Enzyme solution: colourless or lightyellow liguid.

5. Substrate solution: light yellow liquid.

6. W ashing solution 20x: colourless liguid.

7. Instructions for use.

[Analysis methods]

1. Preparation ofreagents and samples

(1) Preparation ofthe cleaning solution.

D ilute the detergent solution 20x w ith deionized w ater 20 times before use.
(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA).
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Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-
3000 rpm. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not
allowed to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with
visible microbial growth. Store serum or plasma samples at 2 ~ 8 ° C when used for a short
period (within 2 weeks), and at -15 ° C or lower for longer storage. Thawed samples must be
thoroughly mixed before testing. When working with thawed samples, it should be bome in
mind that each thawing-freezing cycle leads to the destruction of detected antibodies, reducing
the quality of the test material. In order to obtain reliable results P{ the study,, it is recommended
to use only a single freeze-thaw of the samples. RN =

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at
50 + 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and carefully.
Stir well immediately before use. Open the packaging of the allergen panel after adjusting it to
room lemperature.

3) Fully moisten the test membrane by adding 300 pl of diluted detergent solution o the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette 50 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted

detergent solution. With each wash add 300 pl ofidiluted swashing solution, incubate with
shaking for 5 minutes and drain. The solution should not fénfain in the panel.

)} Dispense 250 pt of antibody solution to the pane) and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane using the method (6).

9 Pipette 250 ul of enzyme solution into the panel and incubate with shaking for 30
minutes.

10)  Flush the membrane using the method (6).

11} Dispense 250 pl of substrate solution and incubate with shaking at room temperature
atmosphere in a dark room for 20 minutes.

12)  Remove the substrate solution from the panel and rinse it with 250 pl deionized water.

13)  Leave the panel on the table to dry naturally (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results, For more details, sce the Manual for the IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubatc and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR
PROTIA PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions
progress.

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
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DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA™".

A utom atic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR IN VITRO DIAGNOSTICS ON PROTIA PANELS

and allow the reactions to progress.

3. Evaluation and interpretation ofresults
1) The amount of allergen-specific IgE antibodies is determined in IU / m1l using the Q -
SM ART Analyzer orthe Q-STATION ELITE Analyzer, the class is determ ined from the
table below .
2) Total IgE (tlgE ) is expressed in IU / m 1l and can be quantified in the range of 1to 2000 U

I ml.

A llergen-specific IgE

M E / mlleE Class O uantitv
<0.15-0.34 0 N ot found

0.35 - 0.69 1 Small

0.70 - 3.49 2 M oderate
3.50-17.49 3 M oderately large
17.50-49.99 4 Big
50.00-99.99 5 Very big

> 100 6 Extremely large

4. Quality control
The reference line (C) mustbe clearly visible. If the reference line is faintly visible, itcannot be

read with optical measuring instruments. Retesting is recom mended.

5. Charactenstics

1) A nalytical sensitivity (IgE detection threshold): 0.15 M E / m.

2) A nalytical specificity (interference and cross-reactions): N ot observed andinterfcrence
and cross-reactivity of the kit with the following materials: bilirubin, albumin, immunoglobulins

(lgA , IgM , 1gG or IgD ), 3 times higher than norm al physiological levels

3) D iagnostic sensitivity: 99.40% -100% (with aconfidence levelof 95% ).
4) D iagnostic specificity: 98.77% -100% (with aconfidence levelof 95% ).
5) Reproducibility: 100% .

6) Coefficientofvariability (CV): less than 8% .

'0O\00BI1ISJ9>Ln&wnJe"OMN

Allergen The code Group
Total IgE tigE IgE
House dust hi Common
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3 0. pteronyssinus dl
4 D. farinae a2
5 Cat epithelium and dandruff el
6 Dog dandruff e5
7 Egg white fl
8 Milk 2
9 Cockroach 6
10 Peanut f13
11 Soya beans fl4
12 Wheat = 4
13 Alder
14 Birch
15 Qak
16 Ambrosia wormwood high wl
17 Hop w22
18 Common wormwood (Chernobyl) wb
19 Alternaria alternata mé
20 Cladosporium herbarum m2
21 Aspergillus fumigatus m3
22 Crabs 23
23 Shrimp 24
24 Mackerel 206
25 Cultured rye gl2
26 Ced 0214
27 Peach 95
28 Apple 49
29 Sesame f10
30 carus Siro d70 In room
31 Tyrophagus putrescentiae d72
32 Fragrant spikelet / Hedgehog combined gl/g3/ {Pollen
Common reed / Polevitsa g7/89
33 Fingered pig g2
34 Timofeevka £6
35 Penicillium notatum ml
36 Candida albicans mS
37 Common hazel t4
38 European olive 19
39 Sycamore il 1
40 White willow 112
41 Poplar t14
42 Ash white t15
43 White pine t16
44 Japanese cedar t17
45 Acacia t19
46 Nivyanik (popovnik) w7
47 Dandelion w8
48 Plantain w9
49 Ash pan (potash pot, stone) wll
50 Goldenrod wl2
51 Amaranth (thrown back) wl4
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52 Latex k82  |Other
33 Bee venom il Insects
54 Wasp poison i3
55 Mouse / Rat ¢71 /e¢73 |Animals
56 Rabbit €82
37 The guinea pig eb
58 Sheep epithelium e8l
59 Hamster e84
60 Horse e3

(Precautions for Users)

1) For in vitro diagnostics only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis. The result is preliminary. The
obtained analysis result should be correlated with the clinical picture. Tp-¢lari

doctor's consultation is required.

3) False positive results can be obtained due to cross-reactivity
antigens.

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

5) Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at
50 £ 20% humidity.

6) All specimens may include unknown infectious materials. Please wear disposable gloves
and wash your hands after testing.

T To avoid accidents, do not place needles, knives, or any other object that could cause
harm when handling specimens and reagents.

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

9) Do not use kits beyond the expiration date.

10)  Allergen panels are packed with desiccant and must be sealed afier each use.

11)  Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potential. There is a highly
explosive metal azide, so always pour it out with a sufficient volume of water to prevent the
formation of metal azide in plumbing systems.

12)  Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13) Be carcful to avoid the formation of bubbles. Especially when aln automatic devices,
bubbles should be removed before starting the test, les can affect the distribution of
solutions.

14)  If the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

[Packing] Kit components, instructions for use.

[Storage instructions) Store at temperatures between 2°C and 8°C.

[Shelf life] Expiration date 18 months.

After opening, it is allowed to store at temperatures from 2 to 8 °C for no more than 3 months.
Transportation at temperatures from -15 © C to 30 °C for 5 days, by all types of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.

|Disposal and disposal]
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When used in medical institutions, dispose of in accordance with class A and B SanPiN
2.1.7.2790-2010. Dispose of this product in accordance with local, regional and national

regulations.
[Manufacturer]
ProtcomeTech Inc.
A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea.
[Authorized person}
On the territory of the Russian Federation, on issues related to the quality and circulation of a
medical device, please contact: A
109387, Moscow, Tikhaya str., 28, office 216; Limited Liability'Goxiiiny "BIO FOCUS" (LLC
"BlO FOCUS"), biofocus@yandex.ru
[Symbols used on packaging and labels)
Symbol Value Symbol Value
g Use up E ﬂ Refer to instructions for use
SN Medical device for invitro
Lov | | Batch code VO ) _
fon— | dlagnos“cs
Manufacturer
°C | Temperature Range ‘
-] O, O,
2°C from 2°C to 8°C REP Authorised ive
Caution! Refer to
A instructions w Number of panels / tests
® No re-use A Biological risk
Manufacturing date

Revision date: Mar. 02-th, 2021
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MWK\ 301 s s S aa : (QjS): (02)2696-2514

(M1432A181] SSSUS 5012 et &L &ETT 21 (FAX):(02)2696-2507
o' 2021 W AL 02358 ~ Registered No. 2021 - 02358
Pi Notarial Certificate
Oil PARK,HAEJUN »/]

attomey-in-fact of

3 \x \\ A

PROTEOMETECH INC.

Q\RQ\A[ N AN Y KOOK JIN LIM /CEO
21 cHsiol appeared before me and admitted said
N Nn82121 02011A1 €210] principal’s subscription to the

STATEMENT

2021 4 19U

This is hereby attested on this 19th

a AMOIIAI @ day of Apr., 2021 at this office.

HANLIM LAW AND NOTARY OFFICE

BELONG TO SEOUL SOUTHERN
DISTRICT PROSECUTOR'S OFFICE

#501 WonPoongB/D, 301 Hwagok”ro,
Gangseogu, Seoj*korea

Nn<* ] SAif~a~s301 StgsSis501s0n

KYU-DAI KWON

Attorney at law acting as Notary Public

This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public since
February?, 2020 under Law No. 15150.

210rax297mra(a.$-8-M (1~ 77/ra‘)
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PecnyGnuka Kopen, ropoa HOTAPUANBHAA U Ochunc HoTapuyca
Ceyn, paitowt [anrceo-ry, IOPUAVMECKARA KOMMAHWA Ten. (02)2696-2514
Xsarox-po 301, ananne XAHNUM Qaxc. (02)2696-2507
Boxlynr, N2501

PeructpaumonHblit Homep 2021- 02358

HOTAPUANBbHBLIA CEPTUDUKAT

HOTAPUANBHAA U IOPUAVHECKAA
KOMMNAHWUA XAHNMUM

PecnyGnuxa Kopen, ropop Ceyn, paioH Mamrceo-ry,
Xsarok-po 301, sanaxue Boulynr, Ne501

/2epbosan nevame/ HomapuansHan u 10puduveckan Komnarus XAHITAM
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3aneneHue

NpoTeomeTex MKk, \ ProteomeTechinc.\ 3anBnAeT, YTO Mbl BRINYCTUNK HACTOALWME MHCTDYKLIMU
NO NPUMSHBHWIO, OHW NPUNAFSINTCA.
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UWimamn: HomapuansHas u opuduveckan komnarnus XAHIINM

[Todnuce om pyxu
Umn: Kyx [oxkuH fium
[orxkHocTe: MeHepanbHbii AMPexTop

Aara: 19 anpena 2021 .
«MpoTeomeTex UHk.» (ProteomeTech Inc.)

Meyamp Komnanuu «MpomeomeTex Unk.» (ProteomeTech inc.)
A-702, 401 Ainaveon-po, lanzceo-gy, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea)



NMporeomeTex Uk { ProteomeTech Inc. )
@mmm A-792, 401 Aureon-po, Pawrceo-ry, Ceyn 07528, PecnyGmena
4 Kopen { A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07828,
Repubiic of Kores }

Ten: + §2-2-8908-8278 BeS-caiT: www.protsometech.com

Wmamn: HomapuaneHan u puduvecKkan komnanus XAHIIMM

HHCTpYKIMM 110 NPHMEHEHMIO

Halop Ans ANATHOCTHYECKOIO ANAAM3IRA i Vitro AAS KONHYECTBENHOIO ONpeAcNeHNS
aanepreacnenndutecknx IgE-anTuTen B CHBOPOTKS BIN WIAIME WENOBEKE ¢ NCEOIMIOBAHHEM
METOAN HMMYNOOROTTHHNS

Haumenosanne npoaykta: PROTIA Allergy-Q

Warotoeutent: «MpoteomeTex Unk.» (ProteomeTech Inc.)
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PROTIA Allergy-Q Aronuueckan naHenb

Halop ans auarmocvwweckoro amaania in vitre 418 KOAHYECTBEHHOr0 ompeaencHus
anneprencneunpuuecckux IgE-aHTHTENI B CHIBOPOTKE HAN NAAIME 9eN0BeKa C
HCMOTL30BAHMEM METOa HMMYHOGIOTTHHIR

[Hasnanenue)
HaGop peareHToB NpeHA3HAYCH AR KOMHYCCTBEHHOIO OMpeAeNCHHA aLiepreHcrenuGHyuecKnx
IgE-anTHTEN B CHIBOPOTKE HIH MAAIME YENOBEKA ¢ HCNOAB3OBAHNEM MCTOAA HMMYHOONOTTHHTA.

[PynxkunonannHOE HAIHAYCHNE]
Berniomorarenpioe CpeACTBO B AMArHoCcTHKe. [IpHMeHCHHe H3Zie/IHA HEe HMEET NONYNAUHOHHBIX H
AeMOoTpadHUeCKHX acnexToB.

[O6GaacTs npamMenenns]
Knunuveckas naboparopHas AMarHOCTHKA.
MeauuMHckoe H3ACAHE TONBKO 18 AHATHOCTHKH in-vitro

[floTenunansabie noTpeburenn uigenns|
JITY moboro npoduns.

[Ipodeccnonanninill yposeHs MOTEHUMANLHLIX N0AL30BATEEH]
Bpau xmaanyeckoft naGopaTopHo#t AHArHOCTHKM, MeAHUKHCKUNE naGopaTopRuI TEXHUK.

[Boamoxnabie noGounnie aeltcrpus)
[Nobo4rbie neficTens He BLIABACHBI,

[MMoxasanus x npumMenenuio)
BunardHocTuka anneprun

(TIpoTRBONOKAARNS K NPHMEHCHNIO]
Tsaxenas popma remodunna.

B cocraBe HINENHA OTCYTCTBYIOT MATEpHanhl, BCTYNAOMME B HEMOCPCACTBEHHBIN HIM
ONOCPENOBAHHLI KOHTAKT ¢ OPraHu3IMOM MALHCHTA M NEPCOHATA, HCTIONB3YIOMIETO H3aenme, Npu
BBIMOJIHEHHH TPpeOOBaHN#A IKCILIYATALIHOHHON AOKYMCHTALMH (MHCTPYKUMH N0 NPHMEHEHHIO),

B cocrae H3ZeANA OTCYTCTBYIOT JIEKAPCTBEHHBIC CPEACTBA U GapMaLieBTHYECKHE CYOCTARIIHH.

B cocTaBe nanean AATEPreHOB COACPXATCH KOMIOHEHTHI XUBOTHOIO NPOUCXOMICHHSA?

- MoHoknoHankHEie aHTHTENa npoTHB HMMyHornoGyiauna E, Kar. Ne 100105 (mcrounux
NPOHUCXOXACHHA: rHOpHIOMBE Mbllne#i, cornacHo RokymeHTaunH ¢upmbl Medix Biochemica
(Onnnanzus))

- Buotus-ans6ymun Ohiubeil CLIBOPOTKR (HCTOMHMK NMpoHCXoxAcHUA: Obruuii CrBOpOTOYHBIH
anpbymunt Kar. Ne LY-0081 (6n1uba coBopotka), cornacHo AoKyMeHTaltuH GupMul ProteomeTech

Inc. (PecnyGnuka Kopes))

B cocTase pazbasrTens o6pasua coaepaxarca KOMNOHEHTH KHBOTHOI'0 NPOHCIOAACHHAL

- xenatyH Kar. N0 G6650 (ucrounux npomcxoxaenus: Owuks namuua - Tun B, coraacho
noxkymenrauun pupmsl SIGMA ALDRICH
(CILIA))
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PROTIA Allergy-0 ATOnnuecxan nanensd
B coctase PACTBOPA AHTHTC/IA CORCPRATCH KOMIMOHCHTHI KHBOTHOIO NPOHCXONKACHASR:

- BHOTHH-KOHBIOrHpOBaHHBIC MBILIIHHEIE anTHTENA K YenopeueckoMy IgE, Kar. Ne 100429 / 100106
(MCTOMHMK MNpoMcxoXKACHHA: rubpuaoMsl Mmbumel, cornacHo AokymeHtTaumn ¢upMnl Medix
Biochemica (Ounnauaus))

- Buunit cbiBoporounsift ansGymuH, Kar. Ne LY-0081 (npomncxoxmenue: Gbiuba CHBOpOTKE,
cornacHo aokymentaunu $upmu Boval Biosolutions LLC (CILA))

B cocTase $epMENTHOTO PACTBOPA COACPKATCH KOMIIOHENTDI IHBOTHOTO IIPOHCXOXNIACHMA:

- B coctase Oydepa xpanenna ana Crpentapuaun-uenovsan pocdarasa uenonsayercs anbGymMun
6biubei coiBopoTkH, Kar. Ne V5591 (McTouHMK NPOHCXO0XACHMA: OHUBR CHIBOPOTKA), COrNAacHO
BokymenTtauuy pupmMsl Promega

(CIIA))

- Buivmit chiBopoTounmnit ankbymun, Kar. Ne LY-0081 (ucrounmx npoucxomaeHusa: Ouiubs
ChIBOPOTKA, COTNACHO AOoKyMeHTauHK dupmnl Boval Biosolutions LLC (CILIA))

Bxomamue B coctag Habopa KOMMOHEHTH HE TOKCHYHbBI, B 3ASBACHHBIX KOHLCHTPALHAX
GezonmacHw. MaTepHansl XHBOTHOTO NPOMCXOXICHHA XOpowIo 3auxcHpoBannl Ha MeMGpanax
TECT-NIONIOCKH, MNOMEIICHHON B NNACTHKOBMIN KOHTCHHEpP C OTBEPCTHAMH, KOTOpHUi McKmouaeT
KOHTAKT C TEIOM 4EJIOBEKA MPH NPUMCHCHHH MECAHLHHCKOTO H3ACAHA 110 HA3HAYEHHIO,

PacTBOpsl, B COCTAB KOTOPHIX BXOANT MATEPHANL KHBOTHOTO MPOUCXONIACHHA, XOpPOLIO
YKYNIOpCHBI KPBILIKAMH, NPH IPUMEHEHHR PacCTBOPOB HCTIOABL3YETCS ITHIICTKA H NEPYATKH, KOTOPLIC
HCKIOYAIOT KOHTAKT € TEIOM 4C/IOBEKA MPH NPHMCHEHIH MEAMIMHCKOrO R3CNNA O RA3HAYCHHIO.
Taxnum 06pazoM B MEAMUMHCKOM MIAEINH OTCYTCTBYIOT KOMNOHEHTE! ABAIOLONECH TOKCHUHLIMH,
ArpecCHBHBIMH H MPEACTABAAIOIIMMHE ONACHOCTh NPH HCMOIL30BAHKHHE MCAMLMHCKOTO H3AeAud Mo
HA3HAYCHHIO H NpH COOMOACHAH 3NEMEHTapHLIX Mep 0¢30NacHOCTH.

Biatue npol, obpaGorka, xpanenuwe W ofpameHHe ¢ HAHHBIMHW MaTepHANAMH COTJAcCHO
AOKYMEHTAlIMM MOCTABIMKA/IPOM3BOAMTENA AAHHBIX MATepHANOB, a Takke OOMMX npaBHn
Ge3zonacHocTi No paoTe ¢ GHOMOTHYCCKUME MaTCPHATAMH.

[Onucanue uneneporo anajuTa, cnexeuns o6 ero HayIHOHl 000cHOBANNOCTH, NPRHUMEO
aelicrens]

Mpuaunn peficroug

PROTIA Allergy-Q - MyabTHIUICKCHBEE muarHocTadeckuli HaGop At AMArHOCTHKH A/UIEPTHA,
OCHOBAHHBIN HA BPHHIMNE HMMYHO(EPMEHTHOIO aHATH3A, BIUNOYaET b ce08 HHTPOUCIUNONO3HbIC
MeMOpaHh! ¢ pavIAYHBIMH AJUIEPrcHaMH, aAcOpOHpOBAHHBIMH Ha PCETYNAPHBIX HHTEPBANLHBIX
JHHUAX, YTO MO3BOJAACT TECTHPOBATH ACCATKH CHCUHPHYECKHMX AMICPICHOB B OJHOM TecTe.
PROTIA Allergy-Q HCOnb3yeT HOBYI0O TEXHHKY NapaUlebHOro pajiMemeHus MemOpaH u
No3BOJIAET OUCHUBaTH GoJice pasHOOOpasHEIe ajepreHBl B XOAC ORHOTO TeCcTa, O CPaBHEHMIO C
APYrHMH NPOAYKTaMH, HCIONB3YIOUWIMMY TONBKO OARY MeMOpany. Asneprencneumduyeckue IgE-
aHTHTENA, NPHCYTCTBYIOWINE B ofpasiiax nauMeHToB, CBAILIBAIOTCA C AaHTHTEHAMM H
AMMOOHIH3YIOTCA HA MeMOpane aaxe Nocae CTaAHH NPOMBIBKH.

HNmmobunnzorannsie IgE-anTuTena cBA3uBalOTCE ¢ OHOTHHOBHIMH AHTHTCNIAMH K YENOBEYECKOMY
IgE, a 3aTreM OHOTMH NpHCOCAMHACTCA K JNCHHABHAMHY, KOHBIOTHPOBAHHOMY C IICNOMHOH
docharasot. Liser passusaercs nocne poGaBneHus cyGeTpata 8 nocneanedl HuxyGauwn
(pepMEHTOM, 8 HHTCHCHBHOCTh LBETa AHAIMIApYeTCH ¢ MOMOMBIO YCTPOHCTBA AL HIMCPCHMA
UBETA.

Onucanne ueneBoro aHARHTA, HayyHas 060CHOBANHOCTD
HmmynobaoTTHAr - BHICOKOYYBCTBHTEIbHHIN MeTOR BHBACHHA O6€nkoB, OCHOBaHHBIN Ha

COMCTAHHH MeKTpodopesa n HMMYHODEPMEHTHOTO MeToNa aHaM3a (HDA).
AHTHreRN BOI0YAMTENR PAsACNAIOT C NOMOWBIO NeKTPodoOpe3a B NMONHAKPHAAMHAHOM reje,
33TEM NEPEHOCAT HX M3 IeJis HA AKTHBHPOBaHHYI0 Gymary HiIH HHTPOLCRTIONO3HY10 MeMOpany #
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npoAaBnAal T ¢c nomow btw MU PA. Ha 3Tu nonockum («6N0Tbl ») HAaHOCAT CbW OPOTKY 6onNnbHOTFrOo. 3aTtem,
nocne VIHKyﬁaLI,I/IVI, OTM©b Bakw T oT He cBdA3aBW nMXcs aHTWUNTEN 6onbHOTO n HaHOCSAT Cbl BOPOTKY
npoTus UMMYyHOrnobynmnHOB 4YyenoBeKa, MEYeHHYIW hepmeHTOoM. O 6pas3oBaBwWw nuincs Ha nNonocke
KOMMNAnekKc [aHTureH + aHTuUTeno 6onbHOTO + aHTMTEenNnoO npoTtus lg yenosBekal Bbl ABAAIW T
po6aBneHMEM XPOMOFeHHOrFo cyb6cTpaTa, M3MeHsA W ero okpacky nopg geficteuem GpepmMeHTa.

A Tonunyeckasn anneprus npepcrasnaer co6oi rMmnepyyBCcCTBUTENbHOE MMMYHONOITMYECKOE

cocTosHMe, onocpejoBaHHOE MM MYyHoOrnobynmHoBbe mu E (IgE) anTutenamun. iumpouyumnmrtapHb e B-

KneTKwm, CTUMYNMpPOBAHHEL € cneumMmpmnueckKknm annepreHom, npoayuupyt T IgE-aHTuTena K
aHTUTeHY. IgE-aHTuTena cBA3bIBal TCHA C peuentopamMu Ha NOBEPXHOCTW TYUHB X KNETOK uU#u
6a30G M NbHB X neikouyuuTOB yepes Fc-o6nacTeb. Mocnegyt wee CBA3blBaHMUE anneprexa c
CBA3aHHBL MK c KneTKammn cneyuunpuruyecknmu IgE Bbl 3bl BaeT AerpaHynsauymuito KNneTokK "

BblCBOGOX feHMEe Ba30aKTMWBHBL X aMWHOB, 4Y4TO NPUBOAMUT K COKpal eHWWO TNAZKMUX Mb WL, 3yaYy,
oTeKy [ TpaHC-CNMU3UCTOMY npoTekaHmnw BHEKNETOUYHB X XK MWAKOCTEN . Haunbonee
pacnpocTpaHeHHbB MU KNWHUYECKUMMU NPOABAEHUAMMU 3TOro 6MONOTrMYEeCKOro npouecca ABASAW TCHA
CeHHas nMxopapfgkKa, acTmMa, fepmMaTtuT, KpanuBHMULa W aHahmunakTnyeckuim wok. OuyeHka ypoBHSs IgE

B Cb BOPOTKE MnNauwueHTa ANS pasnmMuyHb X annepreHoB LeHHAa MNpPpW A[AUAaTHOCTUKE U NedyeHUMN

aTonuuyeckomn annepruu

[KoMnoHeHTH Habopal

HanmeHoBaHMKe
X apakTepucrtuka Konunvyectso
KOMMNDOHEHTaA

KacceTta uns ﬂﬂaCTMKa,CpaMKOVI m3 nnactunka,

MaHenb ANA annepreHos cogepXal afn HUTPOLENNIo NTO3HYW MeM6paHYy
c ajcopb6bupoBaHHB MW annepreHamu (S -1, S-2,
20 naHenei
S-3,8-4,S-5 - cTaHpjapTHb e AnuHuUuun; C -
KOHTpPOAbHAA ANMHMA,;, oT | fo 44 - nuHunwn

annepreHos)

® nakKoOH NonMmMmepHbB 1 o6bemMmomM 20 Mmn ¢

Pas6asurens o6pasya HaBMHUYMNBAEMOMN Kpbl W KON CUMHETO LBETA,
1o0mn X1
copgepxawunuin 10 Mmn cuHe-pnmoneToBOI
XMnMagKoCTH
® NaKOH NOoONUMEpPHBL i o6bemMmomM 20 M ¢
Pactsop anTurtena HaBMHUYUMBAEMOMN KpPpbl W KO X eNTOro LBETA,
1o0mn X 1
cogepxauwwuih 10 mMmn xentoBaTto, nam cBeno-
X enToi X MAKOCTM
® nakKoOH NnonumMepHb i o6bemom 20 M ¢
P epmeHTHB W pacTBOp HaBMHUYUNBAEMON KpPb W KO KPAacHOro uBeeTa,
1o0mn X1
copgepxawmwuir 10 mn 6ecuBeTHON nMnu
X enToBaToOl X MUAKOCTHU
® nakKOH NonNuUMEpPHB I o6bemMmomM 20 M ¢
Pactsop cybceTparta HaBMHUYMNBAEeMOMW KpblW NCOW YepHOTO LBETA,
1omn X1
copgepxawwuin 10 Mmn xenTtoh mMnNnwm x entosBaToil
X MUAKOCTH
® NnakKoOH NonnMmMmepHbB 1 o6bemomM 20 Mn ¢
Motwuwwnid pactseop 20x HaBMWHUYMBAEMOMN KpbNbl KOW Genoro yseeTa,
1oma X1
copgepxaw il 10 MN KOHULEHTPUPOBAHHOI
6ecuBeTHOW X MAKOCTHM
MHCTpyKUMSA no 1
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PROTIA Allergy-Q Avonnueckan nasens

NPHMCHEHHIO

o JlononaurensHo HeoOXxoanMoe ofopyaoBaHHe
1. Pyunolt meroa: AHAJIUSATOP HUMMYHOJIOTHYECKUH GOTOMETPUYECKHHA «Q-
SMART» U1 IMATHOCTHUKHU UH BUTPO HA TTAHEJISIX «PROTIA»
2.  TlonyasToMaTiuecku#t wmerox: YCTPOUCTBO ABTOMATU3HPOBAHHOE «Q-
PROCESSOR» JU11 OBPABOTKH NMAHEJIEN «PROTIA» JUISI AMATHOCTHUKH UH BUTPO
3. AsroMaTudeckuii Merox: AHAJIU3ATOP ABTOMATHYECKUI UMMYHOJIOTMYECKUHA
GOTOMETPUUECKHMI «Q-STATION ELITE» IS JMATHOCTUKM MH BHUTPO HA
NMAHEJISIX «PROTIA»;

[Bremmunii Bua)

1. [Masenms ans aniepreHoB: MIACTHKOBaA NaHenb, B KoTOpolf 3akpemnena MemOpana B
nnacrukosolt pamke

PasGaeutens o0pasiia: cHHe-GpHONCTOBAS KHAKOCTD

PactBop aHTHTENA: XKENTAA HIIH CBETHO-KEITan XKHIKOCTh

DepMeHTHHH pacTBOp: GecLBETHAS HIH CBETIIO-KEATAS KRAKOCTD

PacTBop cyGcTpaTa: CBETNO-XKENTAA KHAKOCTD

Moromu# pacteop 20x: 6ecupeTHas XUAKOCTD

HHCTpYKUHS 11O NPUMEHEHHIO

NowhwN

[MeToan: anann3a)

1. Noarorosxa MOIOLIETO PacTBOpa

IMepea npuMeHeHHeM pa3baBbTe MOIOWIHI pacTBOp 20X AcAORM3KpOBanHON BoaoH B 20 pa3.

(2) Moaroroska o6pa3uos

B TecTe MCNONL3YIOT CHIBOPOTKY H/IH IUIA3MY 9CJIOBEKA (C AHTHKOATY/IAHTAMH LMTpaT HATPHA,
renapui, DITA). lepen TecTHpoBanyieM yNATHTE KACTKH KPOBH WK MoOLIC TBep/bie BEUIECTBA
uentpudyrupoanneM B Teuenue 10-15 mum mpa 2500-3000 06/MuH, I'eMONH3HPOBAHHLIE HIH
3arpa3HeHHble 00pas’iisl MOrYT MPHUBECTH K HEOPABMIBLHBLIM pe3yibTaraM, B CBA3M € ITHM He
AONMYCKaeTCA HCNONB3OBaHHE VTN MCCACAOBAHRA 00Pa3tioB ¢ NOBLILICHABIM COACPKAHAEM JIHNHIOB
H (MWIH) ¢ NpU3HAKAMK TeMONH3a, H (W) C BUAMMBM MHKPOGHNM npopocroM. XpaHute obpasibl
CHIBOPOTKH HIH N1a3Mel npy 2~8°C korza OHH HCIONB3YIOTCA 38 KOPOTKuli nepHoA (B TeueHHe 2
Heaenb), ¥ npy -15°C uwnn Huxe npu Gonee AnMTeNbHOM XpaHeHMH. PazmopoxenHbie o6pasini
MEPEA UCCAENOBAHMEM HYXKHO TmATenhHO mepeMemars. [ipn paGore ¢ pasMOpOXEHHLIMH
obpasuamu CleayeT YUHTHIBATL, YTO0 KRKALIK LHKA OTTaHBAHHA-3aMOPAXHBAHHA NPHBOAHT K
paspylleHHIO BHABISEMBIX AHTHTESl, CHHXKAX KauyecTBO Hccneayemoro Marepuania. C unensio
MONMYYCHHA AOCTOBEPHHX PE3yIbTATOB HCCACAOBAHHA PCKOMCHAYCTCA HCIOIB30BaTh TOJNBKO
OIHOKPATHOS 38MOPaXKHBAHHE-OTTalBaHHE 00pa3LoB.

2. [Ipouenypa aHamu3a

Pyuno#t meton

1) OnruManbBEble YCROBHA A1 NaGopaToOpHH - NPOBERCHHE SKCNCPUMEHTA pH + 25 + 2 °C u npu
50 £ 20 % BaaXKHOCTH.

2) Bce pearenTml cheayer JgoBecTH A0 KOMHaTHOH Temneparypsl 3a 30 MuHyT OO

HCMONB3OBAHHA H TINATENLHO MepeMeniaTh Cpasy nepel ucnonbzosanueM. Bcekpoiite ynmaxorky

NaxesH VIS AUICPreHoB NOC/e BHpaBHUBAHHA e TEMNEPaTypEl C KOMHATHON.

3) fomiocToio cMouMTEe TecTOBYI0 MeMmOpaHy, BHecs B maneih Ans auiepreHos 300 mxa

pa3baBncHHOrO MOIOLICIO PAacTBOpA, BCTPAXHBANTE NaHeNb B TEUCHHES 5 MHAHYT, @ 3aTeM YAUIHTE

OCTaTKH MOIOIIETO pacTBOpa (pexoMerayerca JacToTa spatnesns 100 o6 / mun).

4) Brecure B naHens ana amneprenos 250 MK pazGasurens obpasua,
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PROTIA Allergy-Q Aronuueckan naHenb

5) Brecure B nanems 50 Mk ofpasua naumenra ¥ MHKYOHpy#ite npH BCTPAXMBAHHM TIPH

KOMHATHOH TeMntepaType B TeuCHHE 45 MUHYT.

6) YaamuTe oCTaTKH PacTBOPOB M3 NaHENH M ABAKAEI NpoMoiite MeMOpaHy pa3GaBieHHBIM

MotowlpM pactBopoM. [Tpu xaxaoli mpomsisxe BHocHTe 1o 300 Mxa pasGaBACHHOIO MOIOIIETO

pacTBopa, HHKyOHpYyilTe NMpH BCTpAXMBAHMM B TeYeHHE 5 MHHEYT H JaBaitte creup. PacTBOp He

AOJDKCH OCTABATLCA B NAHENH.

7 Breckre 250 MKN pacTROpa QHTHTEI B MaHENb U MHKYOHpYHTE NPH BCTPAXMBAHMM TIpH

KOMHATHOH TeMnepaType B TeucHHe 30 MAHYT.

8) Ipomoiite MemOpany no metony (S).

9 Baecure B nawens 250 Mxn pacrsopa ¢epmenTa M HHKYOHpYliTe nNpH BCTPAXHBaHWH B

TeueHue 30 MuByT.

10) Ipomoiire MmeMOpany no metory (5).

11)  Bnecure 250 Mrn pacTsopa cyGcTpaTa B MHKYOHpYliTe APH BCTPAXMBAHHN NP KOMHATHOM

TEeNTNEPAType B TEMHOK KOMHaTe B TeycHHe 20 MHHYT.

12)  VYnanure pacTeop cy(cTpara H3 NaHEAH # HPOMOHTE e¢ 250 MKJI ACROHUIHPOBAHHON BOJBI.

13)  OcraBHTb NaHenkb Ha CTOJE 0 €CTECTBEHHOIO BLICHIXaHHA (YOeauTech, uTo MeMOpana
TIOTHOCTHIO BHICOXNA).

14) Berasbte nasenn 8 AHAJIM3ATOP HUMMYHOJIOTHMECKHI ®OTOMETPUYECKHUHA

«Q-SMART» U141 ANATHOCTHKHN HH BUTPO HA TIAHENAX «PROTIA» u oucHute

pesynbrathi. Bonee noapobro cM. Pykoroncteo no AHAJIM3ATOP UMMYHOJIOTHYECKUIA

GOOTOMETPHYECKHUN «Q-SMART» U1 TUAITHOCTHKU UH BUTPO HA TMAHEJNAX

«PROTIA»

* s HHKYGaUMM M BCTpAXHBAHMA MaHENW MCnoassylire mobGok opOuTanbHbli meiikep co

cKopocTbio BpallieHns (dactoto xoneOannii) 100 06/Mun. Her orpannuennii no suibopy Moaenn

ycTpo#icTBa,

IMoayasToMaTHYeCKHH MeTOA

1) YCTPONCTBO ABTOMATHU3HPOBAHHOE «Q-PROCESSOR» IJi1 OBPABOTKH
TIAHEJIEN «PROTIA» V11 AMATHOCTUKK UH BUTPO ocHameHo naHeIAMH H PEAreHTaMK
A1 AIEpreHoB,

2)  OG6parutecs K PYKOBOACTBY no IKCILTYaTALHH YCTPOUCTBO
ABTOMATH3UPOBAHHOE «Q-PROCESSOR» JUI1 OBPABOTKH TAHEJIEN «PROTIA»
A JMATHOCTUKU UH BUTPO 1 paifte peakiiuaM nporpeccHpoBarh.

3) BeraBere manena B anamusarop Q-SMART ® ouenure pesynbrathl. Bomee noapofuo oM.
PyxoBoacteo no AHAJIMBATOP UMMYVYHOJIOMMYECKMI SOTOMETPUYECKUN «Q-
SMART» UISI TMATHOCTHKHA HH BUTPO HA TTAHEJIX «PROTIA»

ApToMaTHYecKuil MeTox
1) AHAJIM3ATOP ABTOMATHYECKUNA HMMMYHOJIOTHYECKHIA
GOTOMETPUYECKHN «Q-STATION ELITE» JUIA AUATHOCTHKA HH BHTPO HA
MAHENAX «PROTIA» ocHaimeR naHeNsMH ¥ peareHTaMH JUIS aJUIEPreHOB.
2) O6patiTech K PyKOBOACTBY mo skcnnyaraums AHAJIM3ATOP ABTOMATHYECKWIA
MMMYHOJIOTMMECKMI  ®OTOMETPUYECKHIT  «Q-STATION  ELITE» I
JUATHOCTHUKH HUH BUTPO HA TIIAHEJBIX «PROTIA» u pjaifte peaxuusam
NPOTPECCHPOBATD.
3. Ouexka ¥ HHTEpIpPETALHA PE3Y/ILTATOB
1) Konuvectso amnepren-cneuaduueckux IgE-anturen onpeaenserca 8 ME / mn npu
noMomx Asamusaropa Q-SMART mm Anammaropa Q-STATION ELITE, xnacc
onpeacnseTcs NO TabNuIe HUXe.
2) Konnuectro obmero IgE (tigE) smipaxkaerca 8 ME / MI M MOXET KOJHYCCTBEHHO
BHIpaXaTECA B auanasore ot 1 go 2000 ME / ma.
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A nnepreH-cneuungpumyecknin IgE

M E/mn IgE Knacec
<0,15-0,34 0
0,35-0,69 1
0,70-3,49 2
3,50- 17,49 3
17,50-49,99 4
50,00-99,99 5
>100 6

4. KoOHTpOANb KayecTBa

KoHTponbHaas nuHua (C) gonx Ha 6bl Tb XOpPOWO BUAHA. EcAM KOHTPOANbHAA NUHMNSA

Henb3s 6GyfAaeT cuYMTaTb C

NoOBTOPHOE TeCTMUNpPpOBaAaHMWUE.

5. X apakTepucritunkwu

1) A HanuTuyeckas YyBCTBUTenNnbHOCTb (NOopor o6bHapyxeHus IgE): 0,15 M E / mn.

2) A HanuTtunyeckas

Habnw ganace

MaTepunanamu: 6uanmpyo6uH,

MHTephepeHyHnsA

nomMmouw bt

cneumdpP mMUyHOCTSH

n

anbbyMmMuH,

nepekpecTHas

Konunuectso

He HalipgeHo

M anoe

Y mepeHHOE®

Y MmepeHHO 60nbl oe
Bonbuw oe

OuyeHb 6onbw oe

dKcTpeManbHO 60nbWw 0e

onTMYeckKunx M3MepunTenbHBb X I'IpVIﬁOpOB.

(MHTephepeHyU A n

peakKTMBHOCTSL

MMMYHOTnOG6GYynuHb (lgA, IgM

npeBbl W ato W e HOPMAaNnbHbB €6 P M3MNONOTMYECKUE YPOBHM

PekomeHpgyeTcCs

nepeKkpecTHGSL €

HabGopa cneayio w umu

3) A narHocTtmyeckKkasa HYYyBCTBUTENbHOCTL 99,40% - 100% (c BooBepMWTEeNbHOW BEPOSATHOCTbHLI
95% )

4) OunarHocTuyeckas cneumepumyHocTb 98,77% - 100% (c AoBepMTEeNbHONU BEPOATHOCTbL

5) BocnpounmssogumocTtb 100%

6) Kosbhdpuumnment BapmabenbHoctu (CV): meHee 8%

m

JkUiK>h-*OvCOO*««JadUn.AU»r>4M-»OVOOO*J01VI "kU»KJh-** ~

Ne A nneprex Kopg Fpynna
1 O6wwuin IgE tigE g E
2 ANuHb i 6enoxk fl
3 ANUHbB i X enToxk f75
4 M onoko f2
5 Anbdpa-naktToanbbymuH f76
6 BeTa-naktornobynwut f77
7 KaseuH f78
8 Apaxwuc fl3
9 3eneHb W ropouw ek fl2
nwuw a
10 CoeBbl e 606 bl fla
11 Opex rpeukni f256
12 CBUHUHZE f26
13 FosAafgmnHa f27
14 KypunHnoe msaco f83
15 Tpecka 13
16 Ckymob6pua f206
17 K pab6 bl f23
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PROTIA Allergy-Q Atonuueckas nanenb

18 | Kpeserkn 24
19 | Mopckoit Mommock £207
20 | Kyxonxa meskonpsaaa -
21 | Mmenuua f4
22 | IMexapckue ApOXkKH f45
23 | Puc 9
24 | Kaprodens 35
25 | INepcux f95
26 | AGnoko f49
27 | JoMalneas ObUIb hl
28 | D. pteronyssinus dl
29 | D, farinae d2 Buyrpu
30 | Tapaxau i6 noMewmeHui
31 | OnuTennit KOWIKH H IEPXOTH el
32 | INepxots cobaxu e
33 | Candida albicans m5
34 | Tricophyton rubrum m205
35 | Aspergillus fumigatus m3
36 Peni:.:gfium nota?um ml Mukpo-opraHH3MEI
37 | Alternaria alternata mb
38 | Staphylococcal enterotoxin B m81
39 | Cmech Oepésa-onbXa tx
40 | Jly6 t7
41 | Cmech 31aKOBBHIX Tpas
42 | AMOpO3Hg NONHLIHHONKMCTHAS BEICOKas | wl MMunena
43 INonriue oOLIKAHOBEHHAS w6
(4epHOOEUILHHK)
44 | Xmenn w22

[Mepui npeaocTopoxHOCTH A8 NOALIOBATE 1]

1)

Toneko ANe JAATHOCTHKH in Vitro.

2) PROTIA Alergy-Q Moxer OHTh HCHONBL30BAHA JUI4 OKA3aHNS NMOMOIM B KIHHHICCKOM
JHArH03€, pe3y/bTaT ABIACTCA NpeaBapRTebHGM. [losyaeRHEn! pesyasTaT aHanu3a A0LkeH OLHTh
COOTHECEH ¢ KIHHHIecKo# kapTuHo#, [{na yrouHenna Anarno3a HeoOXoaMMa KOHCYIbTaNUA Bpada.
3) JIOKHO NONOXHUTENBbHBE pe3yNbTaTHE MOryT ORTH HOMYYCHR H3-38 HEpeKpecTHol
PCaKTHBHOCTH AHTHICHOB, TECTHPYEMBIX ¢ APYTHMY aHTHNCHAMH.

4) He xypure, He emkrT¢ W He melite B MeCTaX, IA¢é KCMONLIYIOTCS OOpasinl KM
HCTILITATENSHEIE PEareHTH.

5) OureManbHbie YCIOBAS U1K 1a00paTopuu - NPOBEJICHAE KCIIepUMeHTa npH + 25 + 2 °C u npu
50 + 20 % BHaKHOCTH.

6) Bce 06pa3usl MOTYT BKIIIOYATh HeH3IBeCTHbie HHpeKIHORHEIC MaTepransl. [1ps o6pamennu
¢ ofpasuamu Hanepatite OMHOPa3OBHE NEPIATKH H MONTE PYKH HOC/IC TCCTHPOBAHHK.

D Y1o6m H30€KaTh HECYACTHRIX CNydYacB He MoMeImaiiTe HIVIH, HOXKH HIH /mo0ne Apyrae
NPEAMETH, KOTOPAIE MOIYT NMPHYMHKTH BpeA, NpH obpalncHuy ¢ o0pasuaMn H peareHTaMu.

8) Bce ofpasnbl MAaHEHTOB W HCHNONBIYEMBIC KOMIIOHEHTH H3 KOMIJICKTR JIOJDKHEI
PacCMATPHBATHCA KaK HMCTOYHAKM Ouonormueckoif onacHocTd. Mx cnexyer yTHAH3IHMpPOBATH B
COOTBETCTBHH € COOTBETCTBYIOLINMHE PYKOBOASINUMH NPHHIMIIAMH.

9) He ucnons3yiite KOMILIEKTH NOCIE HCTEYCHUA CPOKA TONHOCTH.

10) [IlaBesm anneprenos ynakoOBHBAIOTCH ¢ OCYLIHTENIEM H AOKHE! OBITE FEPMETHYHO 3aKPLITH
MOCNE KAKAOTO HCNOJIL30BAHHS.
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PROTIA Allergy-Q ATonnveckan naHend

11) Hexoropele pearcHTHl, BKIIOYEHHLIE B KOMIUICKT, COfiepaT asHA HATPHA B KauecTne
koncepsanTa. CoolLaeTcs, UTO 43U HATPHA Pearupyer ¢ CBHHNOBOH raM MeAHOH canTexHuKol ¢
o0pa3oBaHHeM NOTCHUHANBHO B3PHIBOOMACHOTO asHia MEeTanna, NO3TOMY BCErZa BhUIMBaliTe ero
BMECTE ¢ ZOCTaro4HBIM 00BeMOM BOABL, 9TO0E! NPEAOTBpaTHTL O0paloBaHUE a3MAa MeTaula B
CHCTEMAaxX BOAONPOBOAA.

12)  PacrBop cyGeTpaTa MOXET COAEPKATH MEPHBIE 0CANKH. ITO HE HCHOPMANBROE ABJICHHE H HE
BIMACT Ha PE3YILTATEI TECTA,

13) ByaeTe ocTOpOXHB!, 4TOOLI u3GexaTh oGpasoBaHHA Mmy3bipbkoB., OcobenHo, Koraa
HCMIONB3YKOTCA ABTOMATHYEGCKHE YCTPOMCTBA, NY3LIpbKH CACAYET YAANATh ICPEA HaYanoM
HCIWTAHKA, IOCKOALKY NY3HIPLKH MOTYT BIMATH Ha PacApeAesICHHE PacTBOPOB.

14) Ecau nocie oxonuarensHol peaknuy MemOpaHtl HE NMONHOCTHIO BHICYIICHH!, PE3yNbTaTH
ucnurannii, npoanannsuposantbie Q-SMART, MoryT GBITH HEBEPHAIMH.

15) Hagenne B nOBpeXACHHOMH yIIAKOBKE HE MPHIOOHO ANd MPOBCACHUA aHANH3A,

[VnaxkoBka] koMnoHeHTH! Halopa, HHCTPYKINA N0 NPEMEHCHHIO

{MncTpyxima no xpanennio] Xpauts npu Temueparype ot 2°C no 8°C.

|Cpox roanocTn) Cpox rogHoctit 18 Mecaues.

TMocne BCKPEITAS JIOMYCKAETCA XPAHUTh NPH TeMmneparype oT 2 a0 8°C ne Gonee 3 Mecaues.
TpaucnopTHpoBanre npd Temnepatype ot -15°C g0 30°C B Teuenue 5 ameli, TpaHCIOPTOM Beex
BHIOB B KpHITRIX TPAHCIOPTHRIX CPEACTEAX B COOTBETCTBHM C NpaBHMIaMH MEPEBO3OK,
AeficTBYIOMMMH Ha TPAHCNIOPTE JAKHOTO BHAA,

[YrTunuszauua 8 yHEYTOXKCHIE]

INMpH KCNONB30BAHMH B MEAHUAHCKHX YUPEXACHHAX yTHnmanposats no xnaccy A B b CanlluH
2.1.7.2790-2010. YTunuaauua H3geaHs AO/DKHA NPOU3BOAHTLCS B COOTBETCTBHH ¢ TPeOOBaHHAMH
JIOXATBHOTO, PETHOHAJIBHOTO H HALMOHANIBHOTO 3aKOHO/IATE LCTBA.

[[Ipon3soanTe D)

«[TporeomeTex Unk.» (ProteomeTech Inc.)

A-702, 401 Auramon-po, I'anrceo-ry, Ceyn 07528, Kopes

(A-702, 401 Yangcheon-ro, Gangseo-Gu, Seoul 07528, Korea)

[Ynoanomouennoe anmo)

Ha rteppuropuu Poccriickoli Denepaunu no BonpocaM, KacalOMMMCA KauecTsa H oGpameHus
MEIHLIKHCKOrO H3ae/ms, cieayeT ofpamarses o anpecy:

109387, r. Mocksa, yn. Tuxas, a. 28, od. 216; ObmecTBO ¢ OrpaHHYCHHOR OTBETCTBEHHOCTHIO
«BHO ®OKYC» (000 «BHO ®OKYCyr), biofocus@yandex.ru

[CuMBOALI, HOMOABL3YEMBIC HA YHAKOBKE H YTHKETKAX]

Cnmson 3uavenne CumMson 3uaueHue
[ | OobparuTech K HHCTPYKUHH NO
UCMONBIOBATH 10 E_ g
NPHMEHEHHIO
MeauiHHcKoe H3ASIHe ans
LOT KOR NapTHH L
AHArHOCTHKH 1n VIlro
‘ Harorosurens
Temnepatypuniii Ananazox
ot 2°C no 8°C
29C rc REP YnonHoMoucHHNH npeacTaBHTeNb
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PROTIA Allergy-Q Atonuueckan nanenn

Octopoxuo! O6parutecs

A K RHCTPYKUHH A0 KomdecTao naneneit/recros
MPHMCHEHHIO
3anpeT Ha NOBTOPHOE
Buonornueckutt puck
NPUMCHEHHE
dl Jlara WIroTORNEHHA

Aara nepecmorpa: 02.03.2021
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PROTIA Allergy-Q 64 NMnuesan nanens

Habop Ang ANArHOCTHHMECKOro AHANH3A iD Vitro AN KONHYMECTBEHHOIO ORpeaECNCHHE
anaeprencnenidnyecknx IgE-arnTHTEN B CHIBOPOTKE HAH INIA3ME YENOBEKA €
HCIONbIOBAHHEM MCTOAA MMYHoGNOTTHEHIS

[Hasnagenne]
HaGop pearenToB npeaxasHaueH ANA KONHYECTBEHHOTO ONpEACheHHA alnepreHcnemndHuecKux
IgE-aHTHTEN B CHBOPOTKE HIIH NJIA3ME YCAOBCKA ¢ HCMONL30BAHUEM METOa AMMYROGIOTTHHTA.

[Pynxcunonansoe HasHAveHNE]
BeriomorarenbHoe CpEACTBO B ABArHOCTHKe. [IpHMeHeHue M3aeMA HE HMEeT MNOMYANHHOHHbIX H
Aemorpagpuueckix acneKToB.

[O6aacTh npuMenenus]
Kymnuveckan naGoparopyas AHarHoCTHKA.
Memuuutckoe H3AemHe TONMBKO AT ARATHOCTHKH in-vitro

[MoTennuasbubie noTpebuTenn HIgeaANe]
JIITY moboro npoduns.

(IIpodeccronanbAbIl YPoBeHD NOTCHURRAILHBIX NOAb30OBaTENCH]
Bpau knunnyeckoi naboparopHoft AHAMHOCTHKH, MEAHUMHCKIHA NabopaTopHbill TeXHHUK.

|Boamoxubie nobouunie eiicTBun)
[ToGounbie ACHCTBAA HE BLIABNCHBI,

{IIoxkazanns K NpHMeRenHo)
JHardHocTHKa anneprua

[[IpoTHBONOKA3AHHSA K BPHMEeHEHHIO]
Taxenas popma remopunHn.

B cocrape wu3zeNMA OTCYTCTBYIOT MATEPHANLI, BCTYNAIOMHE B HEMOCPEACTBEHHBIA HAN
OTIOCPCAOBAHHBII KOHTAKT ¢ OPraHH3IMOM NAIMCHTA M NMEPCOHANa, HCNONb3YIOMETO H3ACAHE, NPR
BHINONHEHHH TpeGoBanNil IKCINTYATAUHOHHON AOKyMeHTaluy (HHCTPYKIIMM N0 MPHNCHEHHIO),
B cocTaBe H34¢nHA OTCYTCTBYIOT JICKAPCTBEHHBIE CPEACTBA H dapManeBTHYeCKHE CYOCTaHUUH,

B cocrase nanenn AVICPIreHOB COACPAATCE KOMNOHEHTHI JXHBOTHOIO NPOHCXOKACHHUS:

- MonoknoransaBe aHTHTENA nNpotHB AMMyHOroOOyiuHa E, Kar. Ne 100105 (ucrounmk
NPOUCXOXKACHHA: THOpHAOMB MbumeH, cornacHo mokyMmentaumn ¢upumt Medix Biochemica
(PunanHAKA))

- buornn-anbbyMun Obiubelf CHLIBOPOTKH (MCTOMHMK NPOHCXOXKACHHA: OLMUMH CHIBOPOTOIHLIN
ansOymuH Kar. Ne LY-0081 (Geriba CHIBOPOTKA), COrNacHo JoKyMenTauuu ¢pupmet ProteomeTech
Inc. (PecnyGnunka Kopes))

B cocrase paibaBuTens 0bpasna cOACPAATCH KOMIOHEHTRI JXHBOTHOIO NPOHCXOKACHAN:

- wenatun Kar. Ne G6650 (ucrounuk mpomcxoxaeHus: Oubiuba nammua - Tun B, cornacho
nokymenraumn upmet SIGMA ALDRICH
(CLUA))
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PROTIA Allergy-Q 64 Nmuesan naHenb

B cocTaBe pacTBOPA SHTHTEAA COACPREATCS KOMNOHEHTHI AKHBOTHOT0 NPOHCIORICHHS:

- BHOTHH-KOHBIOTHPOBAHHEIC MBILHHEIC AHTHTENA K YenoBeveckomy IgE, Kar. Ne 100429 / 100106
(MCTOMHHK NpPOHCXOXKAEHHA: THOpDHAOMBI MBIMCH, COrJIACHO AOKyMeHTauHd OupMm Medix
Biochemica (Onunnnams))

- Buvuii coiBopoTounnit anbGymun, Kar. Ne LY-0081 (nmpoucxompmenue: Ghrybs CHIBOPOTKa,
cornacno aokymenraumn dpupmel Boval Biosolutions LLC (CLLA))

B cocrase epMERTHOTO PACTBOPA COAEPRATCH KOMIIOHEHTDI KMBOTHOO NPOHCXORACHHA:

- B cocraee Gydepa xpaHenua ana CtpentaBnaun-wenoutas gocdarasa ucnonsyercs anpbyMuH
Oblubeii coiBopoTkH, Kar. Ne V5591 (ncrousmx nmponcxoxaeHus: Obiubd CHBOPOTKA), COFNAcHO
noxkymeHTaunH pupmer Promega

(CLLA))

- Boiynii chiBoporounbidi anpOymmun, Kar. Ne LY-0081 (ucrounuk mpomcxoxaeHHA: ObrbA
CBIBOPOTKA, COIIACHO AoKyMeHTaumH rpmet Boval Biosolutions LLC (CILIA))

Bxoasmue B coctaB Habopa KOMOOHEHTH HE TOKCHYMHLI, B 3aAB/CHHLIX KOHICHTpalMAX
Ge3onacHH. MaTepRaiBl HBOTHOTO NIPOMCXOXKIACHHA XOpowo 3adHKCcHpoBaHBI Ha MeMOpaHax
TECT-NIONOCKH, NOMENIEHHOA B NAACTHKOBLIA KOHTEHHEp ¢ OTBEPCTHAMH, KOTOpHiH HCKMOuYaeT
KOHTAKT C TeJIOM YC/IOBEKa NPH NMPHMCHCHHH MEAMIIHBCKOTO HIACAHA N0 HAHAYCHHIO.

PacTBOphl, B COCTAB KOTOPBIX BXOAAT MATEpHANL >XHBOTHOTO MPOHCXOXKACHHA, XOpOINO
YKYTIOpEHBI KPHIIKaMH, IIPA NTPHMEHCHHH PacTBOPOB HCNONB3YCTCA MATICTKA K NICPIATKH, KOTOpHE
MCKJTIOYAIOT KOHTAKT ¢ TEAOM Yea0Beka NMPH NPUMEHCHUH MEAMLIMHCKOIO H3ACIHA 10 HA3HAYCHHIO.
Taxum 00pa3oM B MEAHIHHCKOM HAACHHH OTCYTCTBYIOT KOMMOHEHTh! ABJMAIOIMMCCH TOKCHYHBIMH,
arpecCHBHLIMHM M TIPESACTABIAIOUIHME ONACHOCTH NMPH HCMOJNL30BAHUY MEIUIHHCKOIO H3AEIHA IO
HA3HA4YEHHIO H NPH COOMOICHHH ICMEHTapHBIX Mep 6e30NacHOCTH.

Bastue mpof, ofpaGorka, XpaHeHue M ofpameHue ¢ JAaHHLIMM MaTEepPHAIaMH COIJIACHO
AOKYMEHTAUKH MOCTaBLIMKA/IPON3BOANTENA AAHHHIX MATEPHANOB, a TaKke OOUIMX mpaBHUA
6ezonacHocTi No paGote ¢ GHONOrHUSCKUME MaTepHanaMy.

[Onncanne ueneBoro aMaAWTa, cBeachua 006 ero mayunoit obocnomanHocTH, NpHHUMD
aelicronn)

Mpununn peficrang

PROTIA Allergy-Q - mynpTHnACKCHNH AHArHOCTHUECKHH Habop s AMArHOCTHKH ANIeprum,
OCHOBaHHBIH Ha NPUHUHNE HMMYHO(EPMCHTHOTO aHaNW3a, BKMOYACT B ¢¢08 HHTPOUCAMIONO3HEE
MeMOpaHb! ¢ pa3NHMHBIMH QJUIepreHaMM, aACOPOHPOBAHHLIMM Ha PeTryNSpHBIX HHTEPBANBHBIX
NHHUAX, YTO NO3BOJACT TECTHPOBATD JCCATKM CNCUMPUYCCKHX ALICPreHOB B OJHOM TeCTe.
PROTIA Allergy-Q ucnmonn3yer HOBYIO TeXHMKY HapaVIe/IbHOTO paiMellieRus MembOpaH H
NO3BONACT OUCHHBaTL Oonee pasHooOpasHbie aliepreHb] B XOAC OAHOTO TeCTA, MO CPABHCHUIO C
APYTHMH NPOAYKTaMH, HCIIONB3YIOMIMMH TONBKO OHY MeMOpany. Amneprencneundnacckue IgE-
AHTHTENA, NPHCYTCTRYIOMIHE B o0pasuax DAIECHTOB, CBA3MLBAIOTCA C AHTHICHAMH H
nMMoOHN3YyloTca Ha MeMOpaHe Jaxe nocse CTaJHH NPOMBIBKH.

Ummobunnsosaiibie IgE-aHTHTENA CBA3KHIBAIOTCA ¢ OHOTHHOBBIMH AHTHTE/IAMH K YEIOBEUECKOMY
IgE, a 3areM OHOTHH NpPHCOCAHHNCTCA K JICHHABMAMHY, KOHBIOTHPOBAHHOMY C INCNOYHOM
docharazoii. Ilper pasBupaercs mnocie aoGasneHus cyOcrpara B nocneaHell HBKyGaumn
(PepMEHTOM, 8 KMHTCHCHBHOCTbD WUBCTA AHANMZHPYETCS ¢ MOMOMILIO YCTPOHCTBA IS H3IMEPCHHA
[11: - ¢:N

Onucatue (eNeBOro SHANKTA, Hay HAS 06ocHOBAHNOCTL
HmMyno6noTTHEr - BLICOKOMYBCTBHTCHBHBI METOA BHIABACHMA OcnkoB, OCHOBaHHENE Ha
coveTaHuM MeKTpodopesa H UMMyHOPepMEHTHOrO MeToAa aHanH3a (UDA).

AHTHIeHB BO3OYAMTENS PaIensi0T ¢ MOMOWBIO 3NEeKTPoPope3a B MONHAKPHIAMHIHOM rene,
3aTeM NEePeHOCAT HX M3 I'elid Ha AKTHBHPOBAHHYIO GyMary WIH HHTPOLSLTONO3HYI0 MeMOpany H
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PROTIA Allergy-Q 64 Nuuiesan nanensd

npoapagior ¢ nomowmpsio YPA, Ha 3ty nonocku («610ThI») HaHOCAT CHIBOPOTKY OONBHOTO. 3aTeM,
nocie MHkyOallH, OTMBIBAIOT OT He CBA3ABIOMXCA AHTHTEN GONBHOrO M HAHOCAT CHIBOPOTKY
NPOTHB WMMYHOIJIOOYNHHOB H4eNOBeKa, MCYCHHYIO depMeHTOM. OOpasoBaBmMiica Ha MONOCKE
koMmiexe [aHTMreH + aHTHTENO GOMBHONO + AHTHTENO NPOTHB Ig YCNIOBEKA] BHIABAAIOT
AobGaBiieHHEM XPOMOTEHHOI0 cybcTpara, H3MEHAIOMIETo OKpacky noA AeiticTBHeM QepMmeHTa.
ATonuyeckad aueprus  OpeAcTaBaser coboff MHNEPUYBCTBHUTENBHOC HMMYHOJIOTHYECKOS
COCTOfHME, onocpenobaHHoe nMMyHornobynuaoBeiMH E (IgE) anmurenamu. Jlumdonurapusie B-
KAeTKH, CTHMYJMPOBaHHble CcneUMPHYSCKHM auiepreHoM, npoxyunpyior IgE-antHTena x
auThredy. IgE-anTWTENna CBAILIBAIOTCA € PEUENTOPAMH HA NOBEPXHOCTH TYUHBIX KJIETOX HIH
6azopunchbx netkouuton uepes Fc-o6macts. [locnenyiomee CBA3BIBAHHE aNAepreHa ¢
CBA3AHHLIMH ¢ KIeTkaMH cneumpuueckuMH [gE BhI3RBaCT JerpaHylMnMIO KICTOK M
BHICBOGOX/AEHHE BA30AKTHBHLIX AMHHOB, YTO NMPHBOJMT K COKPAIllCHHIO INIAAKHX Mbuut, 3YAY,
OTCKY M  TPAHC-CIM3HCTOMY  MpPOTCKAHHMIO BHEKACTOMHBIX  xuakocreit.  HauGonee
PacNpPOCTPAHEHHBIMHY KIHHH4ECKHMH NMPOABJCHHAMH 3T0T0 GHOJOrMMECKOro Mmpouecca ABASIOTCA
CeHHas JIHXOpalKa, aCTMa, ACPMaTHT, KPAITHBHALIA M aHadunakTAyecknii mox. Ouecuka yposus IgE
B CBIBOPOTKC MNallMeHTa AIA pasIMYHBIX ANNEPreHoB ICHHA NpH JUATHOCTHKE H JICYCHHH
aTonu4eckoil auvIepruu

[KomnonenTsl HaGopa)

HaumeHnonanue XapakTepucTHKa Komuuectso
KOMIIOHCHTa
1 2

Kaccera u3 niacTika, ¢ paMKoit M3 nnacTuka,
TlaHens Ans annepreHOB | coaepAamas HATPONEUTONO3HYIO MeMGpaHy
¢ aicopOnpoBaHHEIMH ansieprenam (S-1, S-2, |20 naneneii
S-3- cranmapTHEie THHHH; C — KOHTpONbHAA
manus; ot 1 go 60 — nHHNY annepreHoB)

®nakon nomaMepabil oopemom 20 Mn ¢
Pasbasurens o6pasua HaBMHYMBaeMOM KpLILIKOH CHHEro 1BETA,
copepxauaii 10 Ma cune-dpuonerosoit
KHAKOCTH

®dnaxon noanMepnstt o6vemom 20 Mn ¢
PacTBop aHTHTENA HAaPHHYMBAEMOH KPHIIKOH XENTOrO 1BeTa,
cofepxamuti 10 M xeaTOBaTON, HIAN CBEJIO-
WENTON KHAKOCTH

Dnaxon noauMepHbtit o6uemoM 20 Ma ¢
DepMEHTHEIH pacTBOp HABHHUHBAEMO# KPHILUKOH KPACHOTO LiBeTa,
copepxanmit 10 Mn GecupeTHo# wam
AKCITTOBATOM XKHAKOCTH

®naxoH nomHMepHbIt oGbeMom 20 Mi ¢
Pactsop cyGctpara HABRHYHBACMOH KPWILKOH YEPHOTO LBETA,
coaepxammii 10 Ma xenTtoil win xenToparoi
AKHAKOCTH

®naxod nommepHbitt o6remoM 20 Ma ¢
Motowwmis pactsop 20x HaBHHIHBaeMOH KpuiluKok Genoro useTa,
copepxamuit 10 Mn KOHUEHTPHPOBAHHOM
OecuBeTHOR KHIKOCTH

10Mnx 1

10Mnx 1

10Mnx 1

10Mnx 1

10Mn x 1

Huctpyxums no
NpHMEHEHHAIO 1
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PROTIA Allergy-Q 64 Muuiesan naxend

o Jlononuurensuo neobxoannoe obopynosanse
1. Pyunoit meron: AHAJIM3ATOP HMMYHONOFMYECKUN ®OTOMETPUYECKHHA «Q-
SMART» JUA IMATHOCTHUKH HH BUTPO HA MAHEJLIX «PROTIA»
2. Monyastomatnuecknit metox: YCTPOMUCTBO ABTOMATU3HPOBAHHOE «Q-
PROCESSOR» U151 OBPABOTKM ITAHENEHN «PROTIA» JI1 AMATHOCTHKH UH BUTPO
3. AsromaTuueckuit Meron: AHAJIMSATOP ABTOMATHYECKWA HMMYHOJIOTMYECKHA
®OTOMETPUUECKUHA «Q-STATION ELITE» JI1 AUMATHOCTUKH HH BHTPO HA
MAHEJIAX «PROTIA»;

|Buemunii sua|

1. Manens ANt annepreHos: IVIaCTHKOBam NaHenb, B KOTOpPOH 3akpensena MembGpana B
MAACTHKOBOI pamKe

Pa36asurens oGpasna: cune-PHONCTOBAS KHAKOCTE

PacTBOp aHTHTENA: JKENTAN WK CBETNO-KEATAN KHAKOCTh

OepmertHbif pacTBop: GecBETHAS HAH CBETIO-KEITAA KHAKOCTD

PacTrop cyGcTpaTa: CBETNO-XKETTAN KHAKOCTD

Moiouwnii pactsop 20x: GeclBeTHAR XHAKOCTD

HHCTpYKIIHA NO APHMEHEHHIO

NownbWwN

[MeToan: anann3a)

1. lMoaroToska MoloMeEro pacTeopa

Mepen npumerensiem pasbasbTe Moot pacTeop 20X acnonusnposanHoll ool 8 20 pas.

(2) MoaroToska ob6pa3uos

B TecTe HCMoAB3YIOT CLIBOPOTKY HAH MIa3My 4desiobeKka (C AHTHKOATYNSAHTAMH LIMTPAT HaTpas,
renaput, JATA). Ilepen TecTHpOBaHHEM YAANMTE KNCTKH KPOBH HAIH mobhie TRepAme BCECTDA
uenrprudyrrposansem B Tedenne 10-15 mun npu 2500-3000 ob6/MuH. emonustpoBakALie WiIH
Jarpa3HeHRue o0pasiibl MOTYT MPHBECTH K HENMPABWILHLIM PE3YILTATaM, B CBA3H C ITHM He
AOMYCKACTCH HCIONb3OBAHHE AN MCCSIOBAHHA 00pasiioB C NOBLINICHHLIM COACPXAHHEM THIHAOB
H (MAK) ¢ NpHU3HAKAMH TeMONN3a, U (MIH) C BHAMMEIM MHKPOOHBIM npopocToM. XpanuTe o6pasii
CHIBOPOTKH WIH Nua3Mbl npy 2~8°C xoria OHH HCTIOABIYIOTCA 38 KOPOTKHH nepHoa (B TeueHne 2
Heaens), ¥ npu -15°C win ke npu Gonee mmTenbHoM xpaneHus. PaiMopoxennne ob6pasum
nepen HMCCnelOBaHHEM HYXHO TIIATENbHO nepemewars. [lpu pabore ¢ pasMOPOXCHHBIMH
ofpasuaMH CReAyeT YYHTHIBATH, TO KAXKABH UUKN OTTAMBAHHMA-38MOPAXHMBAHMA NPHBORUT K
PaspyLICHHIO BHABASEMBIX AHTHTEN, CHHXAi KauyecTBO HCCaeayeMoro Marepnana. C uensio
NOMYYEHHA NOCTOBEPHBIX pe3yNbTATOB HCCHCAOBAHMA PEKOMCHAYETCA HCRONBL30BATH TONBKO
OAHOKPATHOE 3aMOPAXHBAHHE-OTTAHBAHHE 00pa3NOB.

2. Ilpouenypa ananusa

Pyunoii meron

1) OnTHManbHsIE YCIOBUA VIS NafopaTopult - NpoBEACHHE IKCIICPHMENRTA IpH + 25 + 2 °C y npu
50 £ 20 % BnaxHOCTH.

2) Bee pearenTH cleayeT MOBSCTH A0 KOMHAaTHOM Temnepatypnl 3a 30 muxyr g0

HCTIONB3OBAHKA H TIIATENBHO MEPEMCWIATh Cpasy nepel HCNonb3opanHeM. Bekpofite ymnakosxy

NaHeNH Ui A1AEPTeHOB NOCIC BLIPABHHBAHKA ¢& TeMNepaTypH ¢ KOMHATHOMN.

3) TonHocTeiO cMOUWTE TECTOBYIO MeMOpaHy, BHecs B MaHeNb ang aanepreHos 300 Mxn

pa3baBneHHOro MOIOWIETO pacTBOpa, BCTPAXHBANATE NMaHens B TCUCHHE S MHHYT, a 3aTeM YAATHTE

OCTATKH MOIOLLIEr0 PacTROpa (peKOMEeHAYeTc] YacToTa spauteHna 100 06 / muu).

4) Buecure B nanens ana aieprenoB 250 Mxn pasGasureins oGpasua.

S) Bxecure B nanens 50 mMxn oGpasita mauHeHTa W HHKYOMpYHTE NpH BCTPAXHBAHWHM NpH

KOMHATHo} Temneparype B TeueHue 45 MHHYT.
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6) Y pannTte ocTaTKW pacTBOPOB M3 NaHenNnu M pfBaxX Abl nNnpomoinTe MemM6bpaHy pas36aBNneHHBL M

MO W UM pacTBOpOM. MNMpum KaxXx goih nNnpomMbw Ke BHocuTe no 300 MK pa36aBnNeHHOro MO W ero

pactBOpa, WHKYyG6GUpPpYiHWTe Npu BCTPpAXMBAaHUM B TeyeHWe 5 MWUHYT U pfaBaiiTe cTeuyb. PacTBOp He

AONX eH ocTaBaTbCA B NaHenun.

7) BHecnuTe 250 MKN pacTBOpa aHTuTen B NaHenb U WHKYGMWpPYWTe Npumw BCTpPAXMUBAHUU nNpwu

KOMHAaTHOW TemMmnepaType B TeyueHUue 30 MUHYT.

8) MpomoiiTe membpaHy no meToay (5).

9) BHecute B naHenb 250 mMkKkn pacTtBopa (hepmMeHTa M MUHKYyGuUpYyWTe npu BCTpPAXWUBaAaHUN B

TeyeHune 30 MUHYT.

10) MpomoiiTe mem6bGpaHy no meTtopgy (5).

11) BHecute 250 MmKkn pacTBopa cyb6cTpaTa M MHKYGuUpYy#Te npu BCTPAXMUBAHUMN NPUN KOMHATHOI

TeMnepaType B TeEMHOW KOMHAaTe B TeyeHUe 20 MUHYT.

12) Y pannTte pactTBOp cyb6cTpaTta M3 naHenum U npomoinTte ee 250 MKN AE€MWOHMU3NPOBAHHOW BOABL .

13) OcTaBMTb MaHeNb Ha CTONEe JO eCTECTBEHHOTO Bbl Chl XaHusa (ybegurtecb, 4To MmemMbpaHa
NONHOCTbHLI Bb COXNa).

14) BcTaBbTe nawHenu B AHAJNUIATOP MUMMYHONOTIMNYECKNUTN ® OTOMETPUYECKMUN

«Q-SM ART» ANna4a ANWATHOCTWKMW® N H BWTPO H A NMAHENAKX «PROTIA » " oueHMNTE

pesynbTaTh . bonee noapo6HO cM. PykosoactTso no AHANWS3ATOP MMMVYHONOTITMYECKMU N

® OTOMETPUYECKUNUTN «Q-SMART» Ang AMWATHOCTUKMN nH BUWTPO HA NAHEANAKX

«PROTIA »

MonyaBToMaTMUYeCKNin MmeTof

1) YCTPOMCTBO ABTOMATUI3INPOBAHHDOE «Q-PROCESSOR» AnNn4 OBPABOTKWU
NMAHENEW «PROTIA» AN AMNATHOCTUKNU NUH BUTPO ocHalw eHO NaHENAMMU M peareHTamm
ANnNA annepreHos.

2) O6paTtmTtecs K pPyKoBOACTBY no akKcnnanyaTtTayum YCTPOMCTBO
ABTOMATUWUW3NPOBAHHDOE «Q-PROCESSOR» ANnd4 OBPABOTKMW NAHENEWN «PROTIA »
onAa OMNWNATHOCTUKWM MH BUTPO un gaiiTe peaklUmMusasm nporpeccmpoBarThb.

3) BcTaBbTe nNaHenum B aHanwmszatop Q-SM ART w©n oueHwWTe pe3ynbTaTb. bonee nogpobHO CM.
PykoBopgcTtso no AHANTW3ATOP MM MYHONOTUMUYUYECKMUN ®OTOMETPUUECKMU N «Q -

SMART» Anad OMNATHOCTUKWU UH BUTPO HA MAHENAX «PROTIA>»

ABTOMAaTMUYeCKNH mMmeTop
1) AHANWMWI3ATOP ABTOMATUYECKMUN MMMYHONOTMWYECKMNN
® OTOMETPUUECKWUNR «Q-STATION ELITE» Agn4d AWMWATHOCTWKMW nH BWTPO H A

MAHENAX «PROTIA» ocHau eH naHenamMmunm u peareHtTamMum Ana annepreHos.

2) O6paTuTecb K pykoBoAaCTBY no akcnnyaTauuum AHANMUI3ATOP ABTOMATUYUYECKNNR
MMMYHONOTMUYECKMNN ® OTOMETPUYECKNN «Q-STATION ELITEH» AN 4
AMWATHOCTMWKMWN® nH BWTPO H A MAHENAX «PROTIA » n pavTe peakumusam

nporpeccmMupoBathb.

3. OueHKa W MmHTepnpeTayums pe3ynbTaTos
1) KonuuectBoO annepreH-cneumnpmMyecKn x IgE -anTunten onpepjpenaetcs B M E I wmn npwu
nomouw u A Hanusatopa Q-SM ART nnu A HanusaTtopa Q-STATION ELITE, Knacc

onpepenfaeTrcs Nno Tabnmiuye HUXe.
2) KonunyecTtBo ob6uwero 1g E (tlgE) BB paxaeTcsH B M E /I wmn n MOX&EeT KONMYECTBEHHDO

BblpaXaTbCf B fMnanasoHe oT | go 2000 ME / mn.

AnnepreH-cneyumnmepmyeckuin IgE

M E/mn IgE Knacc KonunuyectBo
<0,15-0,34 0 He HallpeHO
0,35-0,69 1 M anoe
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0,7073,49 2 Y MepeHHOE

3,50-17,49 3 Y MmepeHHO 60nbwWw oe
17.50-49,99 4 Bonbw oe

50,00-99,99 5 OuyeHb 60NbW Oe

>100 6 QKCTpemManbHO GOoNbW O0e€

4. KOHTpPONbL KavyecTBa

KoHTponbeHaa nuHna (C) gonx Ha 6bl Tb XOpPOWO BUAHA. ECAM KOHTpPOANbHAA NUHNWA cnabo BUAHaA, eé
Henb3a 6GypeT cymTaTb C NOMOLU bio ONTUYECKUX MU3IMepuTenbHbL X npubopoB. PekomMeHpgyeTCH
nNoBTOpPpHOE TeCcTMpOBaHME.

5. X apakTepucrtuku

1) A HanunTuyeckasa YyBcTBUTenNbHOCTb (Mopor o6HapyxeHnwnsa IgE): 0,15 M E / mn.

2) A HanunTtuyeckas cneumed MYHOCTSL (MHTephepeHUyUSA " nepeKkpecTHEBbl e peakuumn): He
Hab6nio ganacob MHTepdhepeHUNSA [ nepekpecTHas peakTMBHOCTS HabGopa co cneayw uwumu
MaTepuanamMmu: 6uMnmMpy6uH, anbbyMuH, uMMyHorno6ynuHuse (lgA, IgM , 1gG wunu IgD), B 3 pasa

npesBbl W aw W Nne HOPManbHGEL € d]I/I3MOI'|0rVILIeCKI/Ie YPOBHMU

3) AvarHocTmyeckas 4HyBCTBMUTeNnbHOCTL 99,40% — 100% (c poBepuUTENbHON BEPOATHOCTHLIO
95% )

4) OunarHocTuyeckas cneyumdpumyHocTb 98,77% - 100% (c poBepuUTEeNbHOMN BeposTHOCTbLI 95% )
5) BocnpoussogumocTtb 100%

6) Koapdpumuyment BapmabenbHocTu (CV ): meHee 8%

Ne AnnepreH Kopg Fpynna
1 O6uwmuin IgE tlg E IfiE
2 JoMaw HAA Nbl Nb hi
3 O. pteronyssinus dl
4 O. farinae d?2
5 O9nNnunTenmnih KowW KM N NepxoTshb el
6 MepxoTb cobaknu eb O6uwmwue
7 ANYyHB B 6enok fl
8 M onoko 12
9 TapakaH i6
10 Apaxwuc na3
n CoeBbl e 606 bl n4
12 MweHMWYHaas MYyKa fa
13 O nexa t2
14 Bepesa 6enasn t3
15 0y6 t7
16 AMO6pPO3NA NONBIHHONMCTHANA Bbl COKas wol
17 X Mensb w 22
18 MonblHb 06bl KHOBEHHAA
w 6

(4epHOGB NbHMUK)

19 Alternaria alternata m 6
20 Cladosporlum herbarum m 2
21 Aspergillus fum ifatus m 3
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PROTIA Allergy-Q 64 Nuesan navensv

22 |Kpabwi 23
23 |Kpepetxn 24
24  |Cxymbpus 206
25 |Poxs KyJNsTHBHpOBAHHAS gl2
26 |CCD 0214
27 |Mepcux 95
28 |AGnoxo 49
29 |Kynxyr f10
30 |Tpecka 3
31 |Tyneu/Jlococs £40/141
32 |[Kam6ana / Avuoyc (Xxamca) / MunTall £254/£313 /f413 |MopenpoayKTsi
33 |JoGcrep (oMmap) / Tuxookeanckuik £80/£258

KanbsMap
34 |Vrops 264
35 Muuu / Yerpuus! / £37/£290/

Mopckoii Momnock / I'pebetok £207/£338
36 |Kykonka weaxonpana -
37 |Ceunnsa 26
38 |loBagnna 27 Msco
39 |KypuHoe MACO 83
40 |bapanuna 88
41 |Cuip Yennep 31
42 |Myxka sumenunan f6
43 |Puc 9
44 |Myxa rpeunesas f1l 3&pua
45 |Ilekapcxue apoXKH f45
46 |Kykypysa 3
47 |Mopkosb 31
48 |Kaprodens 35
49 [Yecuok / Jlyx f47/f48 OsBouru
50 |Cenbaepets 85
51 |Orypen 244
52 |Tomarn 25
53 |Anenscun £33
54 |KnyGuuxa f44 DpykTH
55 |Kwusu / Manro / banas £84/91/£92
56 |Kamran 299
57 _|Ppenxwit opex 256 Opexu
58 |®ynayk f17
59 ymmam» / Keapossiit opex / £20/0253/-

OACOIHEMHHK

60 |Kakao 93 Hpoune

[Mepnt npenocropoRHOCTE A48 HOALIOBATE €]

1) Toarko AN AMArHOCTAKHM in Vitro.

2) PROTIA Alergy-Q Moxer OuITh MCTONB30BaHA ANA OKa3aHWS NOMOIM B KIMHHYCCKOM
ZIHArHO3¢, Pe3yNbTaT ABIAETCH MpeABapHTenbHbM. [TonyueHHBI pe3ynbTaT aHanu3a AomkeH OBITL
COOTHECEH ¢ KIuHU4YecKoit kapTHHOMN. [lna yTouHeHHS AMarko3a HeoOXoAMMa KOHCY/ILTANS Bpaya.
3) JIoXHO TONOXKMTENbHLIC pe3ynAbTaThl MOryT ObTh NONYYCHW H3-32 TNEPEKPECTHOH
PeaKTHBROCTH AHTHNEHOB, TECTHPYEMEIX € APYTHMH AHTHICHAMHU.
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PROTIA Allergy-Q 64 Nnesan nanenv

4) He «xypure, He empre H He nelite B MecTax, [Oe HCNONL3YIOTCS OOpasubl MM
HCNBITATENIBHEIE PEar¢HTHL.

5) OnTuMansHue ycnobua ans nabopatopry - NpoBefeHHEe 3KCIepUMenTa NpH + 25 £ 2 °C 1 npn
50 £ 20 % BAKHOCTH.

6) Bce o6pasnp MOTYT BKIIIOYATH Heu3BecTHbIC nHdexiHoHHbIe MaTepraikl. [Ipu obpamennun
¢ obpa3suamMH HaaepaliTe OTHOPA3OBHIC NEPUATKH H MOATE PYKH NOC/E TCCTHPOBAHRA.

7 Yr1obul M30exaTh HECUACTHHIX CAY4aeB HE MOMEIaiTe HIAB, HOXH WM mobble Apyrue
NpeaMeTbl, KOTOPHE MOTYT IPHYHHATD Bpe, MpH ofpamenku ¢ o6pasnaMy H pearcHTamH.

8) Bee o0pasusl DAllMCHTOB K HCNONB3YEMBIE KOMIOHCHTHI W3 KOMNAEKTa AOMKHEI
paccMaTpHBaThCA KaKk MCTOTHHKH Ouosormdeckoif onachoctH. MX chaeXyer yTHAM3HpOBaTH B
COOTBETCTBHH ¢ COOTBETCTBYIOLUMH PYKOBOAAUTHMH RPHERHIIAMH.

9) He ucnons3yiite KOMILIEKTH NOCAE HCTEYCHHA CPOKa FOJHOCTH.

10) Ilasean annepreHoB yNAaKOBHIBAIOTCA ¢ OCYIIMTEACM H ROMKHE OLITH repMETHYHO 3aKPHITLL
nocJie KAKAOro HCIOIH30BaHHA.

11) HexoTophic peareHTH, BKNIOUCHHEIC B KOMIUICKT, COACPAT asHj HATpHH B KauecTse
koHcepBaHTa. Coobimaercs, YTo a3ua HaTpPHA pearHpyer ¢ CBHALIOBON WA MeAROH caHTeXHHKOH C
00pa3OBAHHEM NOTEHUHANHLHO B3PLIBOONMACHOTO a3KAa METANNA, MOITOMY BCEraa BhUIMBAHTE €ro
BMECTE C JIOCTATOMHBIM 00BEMOM BOJB, YTOOLI TpeROTBPaTHTH OOpa3oBaHHE asnjla METalla B
CHCTEMAX BOAOTIPOBOJA.

12)  PacrtBOp cyGcTpaTa MOXeET COAEpXaTh YepHbie 0CAAKR. ITO HE REHOPMANBROC SBACHHE H He
BJIMAET Ha PE3YNbTATh TECTA.

13) Byabre ocTOpOoXHH, 4TOON u3bexats oOpazoBaHHA RY3BIDbKOB. OcoGeHHO, Koraa
HCTIONB3YIOTCA aBTOMATHYECKHE YCTpoiicTBA, MY3HIDbKM CRCAYET YAANATL MNepel HAYAIOM
HCILITAaHUS, TIOCKOJIbKY MY3bipbKH MOTYT BIHATH Ka PacnpeacjiCHHE pacTBOPOB.

14) Ecnu nocne OKOH4ATENbHON peaxiuu MeMOpaHbl HE MONHOCTHIO BHICYUIEHH, PE3yNbTaThl
uensiTaunit, npoananusuponantbie Q-SMART, MOryT OTH HEBEPHLIMH.

15) U3nenne B noBpexiieHHOH yriakoBKe He IPUTOAHO JUIA MPOBEACHHA aHaNu3a.

[¥YmawkoBxka]komnoHeHTH Habopa, HHCTPYKUMS N0 NPUMCHEHHIO

[Mucrpyxnus no xpanennio] XpaHuTs npe Temneparype oT 2°C ao 8°C.

[Cpox roanocTn) Cpox rogaocTy 18 Mecaues.

TMocne BCKPLITHA AOMYCKAETCA XPAHHTD NPH TeMnepaType or 2 ao 8°C He Gonee 3 Mecaues.
TpaHcriopTHpoBakue npn Temneparype ot -15°C zo 30°C B Teuenne 5 amedi, TpaHCNOPTOM BCEX
BHIOB B KpHTHIX TPaHCIOPTHBIX CpPEACTBAX 8 COOTBETCTBHH C JpaBHJIAMH TEPEBO3OK,
ACHCTBYIOIMMH HA TPAHCOOPTE NAHHOTO BHAA.

[VTuaH3auns H yHHITO®RKEHHE]

[Mpr ucoNb30BaHHA B MEAMUMHCKUX YYPCHKACHHAX YTHIH3HpOBaTh Mo knaccy A W b CaulluH
2.1.7.2790-2010. Yrunusauua usfieNnus AODKHA PON3BOANTLCA B COOTBETCTBHH ¢ TPeGOBaHHAMH
JIOKAJIBHOTO, PErHOHANBHOIO H HAKOHANHLHOTO 3aKOHOAATENILCTBA.

(Mpon3soauTean)

«ITporeomeTex Huk.» (ProteomeTech Inc.)

A-702, 401 Slurunoun-po, l'aurceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-Gu, Seoul 07528, Korea)

[Ynoanomoueunoe anuol

Ha repputopuu Poccuiickoit ®enepaiuu no BompocaM, KacalOUHMCA XavuecTBa H obpatnenus
MEIHLMHCKOTO H3RCIHA, CNeayeT 00pamaThed mo afipecy:

109387, r. Mocksa, yn. Tuxas, a. 28, od. 216; ObmecTrO ¢ OrpaHH4CHHOHR OTBETCTBEHHOCTBHIO
«BUO ®OKYC» (000 «BHO POKVCr), biofocus@yandex.ru
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[CamBoabl, HeNOIBLIyeMBIE HA YIIAKOBKE H STHKETKAX)

CHmbon 3Haucnne Cumbon InaucHue
8 E 3 OGparaTech K HHCTPYKIMH 110
HCNOMBIOBATS A0 ) |
NIPAMEHCHHIO
MeaunmHckoe H3zemme A
LOT KOA NpPTHH ..
JHATHOCTHKH 1IN VIiro
‘ H3rorosHTeAL
TemuepatypHnii ANANA30H
o1 2°C po 8°C
C REP VnonHoMoueHHNH NpeacTaBHTEN
2°C
Ocropoxno! OSpaturecs
A X HHCTPYKUHH 010 Konuvectso naseaeil/recron
NPHMEHEHHIO
3anper Ha MOBTOPHOE Q
Buonoruteckuit puck
HpHMEHEHHE
ﬂ Jara H3roTORNCHHA

flata nepecmorpa: 02.03.2021
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PROTIA Allergy-Q 64 PecnupatopHan naHens

Halop ans AMATHOCTHYECKOrO aWAANH3A in vitro ANS KOAHYUECTBCHHOrO ONPLAECNKCHHER
anneprencnennduuecknx IgE-anTHren B CcHIBOPOTKE HAH NAAIME UENOBeKR” ¢
HCUO/NLIOBANHEM METOAR MMMYHOGIOTTHRHIS

[Hasnaqenne)]
Ha6op pearenToB npeaHasHa4ueH ANA KOJHYCCTBEHHOTO ONpenesieHHA aliepreHcnenGHIecKux
[gE-anTHTEN B CHIBOPOTKE HITH MIA3ME 4eNIOBEKA C HCTIONL30BAHHEM METONA HMMYHOOIOTTHH A,

[PynxunonansHoe HaZHATEHHE]
Benomoratensnoe cpeacTeo B auarHocTuxe. NpuMeHenne uifeus He HMEET MOMyARIHOHHBIX
H JeMorpadpHiecKHX acneKToB.

[O6nacTs npAMenenua)
Knunnveckas naboparopras AHarHoCTHKA.
MearUBHCKOE HAREHE TONBKO AN AHArHOCTHKH in-vitro

[MoTenunanbusnie noTpebuTesan Hiaenns]
JIITY moboro npoduns.

[lIpodeccronanbusiii ypoBens NOTCHNEAALHLIX NOJAbL3IOBaTEEH]
Bpau KnHEHYecKoil JaGopaTopHolt AMATHOCTHKH, MCAHLIHHCKHY /1a00paTOPHELA TEXHHK.

[Boamoxubie nobounbie aciicTena)
[ToGounbie AcHCTBHA HE BHIABICHH.

[Moxasauns x nprMeHeHIo]
JInarHocTHKa anneprun

[MpoTHBONOKA3AHAN K NPHMEHCHHIO)
Taxenan gopma reModunun.

B cocraBe H3INCHHE OTCYTCTBYIOT MATCPHANb, BCTYNAIOWME B HEMOCPEACTBEHEWA HIH
OMOCPEROBAHHBI KOHTAKT ¢ OpPraHH3MOM NALMCHTA H NEPCOHaNa, HCMOML3YIOLWEro H3ACIHE,
ApPH BHNONHEHHHW TpeOoBaHWH OSKCIUTYaTalHOHHON ROKYMCHTAUMH (MHCTPYKUMH 1o
NpUMEHEHHIO).

B cocTaBe U3zenns OTCYTCTBYIOT JIEKapPCTBCHHLIE CPEACTBA U dapMalieBTHICCKHE cyScTanuy.

B cocTaBe NARCIH A/LICPreHOB COXCPARATCH KOMIIOHEHTHI JKHBOTHOr0 APOHCXOKACHNS:

- MoHoknoranbHEE aHTHTENA TPOTHB HMMyHornoOyamna E, Kar, Ne 100105 (mcrounmk
NPOHCXOXACHUA: ruOpHaOME Mblwiel, cornmacHo Aokymentamua ¢upmet Medix Biochemica
(Pramanaus))

- BuotnH-ankGymMnu ObrMbeli CHIBOPOTKH (HCTOMHMK NMPOMCXOXKACHHA: Ohruuii CLIBOPOTOMHEIN
aneGymun  Kar. Ne LY-0081 (6biuba CEIBOpPOTKA), COITMIACHO JOKYMCHTaUHH G(HPMBEI
ProteomeTech Inc. (Pecny6auka Kopen))

B cocraBe pazfasurens ofpaina cozepaEsTcs KOMOOHEHTHI XHBOTHOTO HPOHCIOAACHHNS

- wenaTHH Kar. Ne G6650 (ucTousnk mpoucxoxkacHua: Oniubg nammHa - Tun B, coraacxo
nokymentauvi pupmst SIGMA ALDRICH
(CIlIA))
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PROTIA Allergy-Q 64 PecnuparopHan naHenb
B cocTaBe pacTBOpPA AHTHTENA COREPAATCH KOMIONEHTH XKHBOTHOTO NPOHCXOKACHHS:

- BHOTHH-KOHRIOTHpOBAHHBIC MBINIMHLE aHTHTENa K 4denoBeueckoMy IgE, Kar. Ne 100429 /
100106 (MCTOMHEK NMPOUCXOXKACHHA: TMOPHAOMH MBICH, COrIacHO AOKYMEHTaluu GUpMBI
Medix Biochemica (OrHNAHANN))

- Burunit coiBoporounnili amuOymun, Kar. Ne LY-0081 (nponcxoxpmenue: Guribs CLIBOPOTKa,
COINIACHO AOKyMeHTAaIHH ¢upmu Boval Biosolutions LLC (CILIA))

B cocraBe GpepMeHTHOrO PACTBOPA COIEPRATCH KOMIOHEHTH KHBOTHOIO NPOHCXORICHRAN:

- B coctaBe Oyjpepa xpamenns ans CrpentaBuaWH-mienoyHas ¢ocdaraza HCNOAb3IYETCH
ansOymuH Gbiuneif chisopoTky, Kar. Ne V5591 (McTouHMK MpOHCXOKACHHS: GRS CHIBOPOTKA),
COrNacHO AOKyMeHTaluH ¢pupMul Promega

(CL11A))

- burmi#t chiBopoTounbii anbOymmH, Kar. Ne LY-0081 (ucTtounmk npoucxomacHusa: Obrvbs
CBIBOPOTKA, COTIACHO fiokymeHTalu ¢pupMel Boval Biosolutions LLC (CIIIA))

Bxoasmmue B coctaB HaGopa KOMIIOHEHTHl HE TOKCHYHBEI, B 3adBJIEHHBIX KOHLUCHTpalHAX
6ezonackel. MaTepHansl XHBOTHOTO MPOKCXOXKACHHA XOpolno 3adUKCHpOBAHK Ha MeMOpaHax
TECT-MOJIOCKH, NMOMEIeHHON B NIACTHKOBBIH KOHTEAHEP C OTBEPCTHAMH, KOTOPhIH HCKOYAET
KOHTAKT C TENOM HeJIOBeKa NPH NPUMECHEHHU MEAHIIMHCKOrO H3IC/HA IO HA3HAYEHHUIO.
PacTBophl, B €OCTAB KOTOPHIX BXOAAT MATEPHaNbl XHBOTHOIO HPOHCXOXKICHHA, XOPOIIO
YKYNOpeHB! KPHILKAMH, MPH NPHMCHEHHH PACTBOPOB HCIONB3YCTCA NHMCTKA M MEPYaTKH,
KOTOpBIE HCKIIOYAIOT KOHTAKT ¢ TEMIOM HC/IOBCKA SIpH IIPHMCHCHHH MCAHIMHCKOTO H3ACHHS NO
HA3HAYCHHIO.

Takum ofpasoM B MEIOHIMHECKOM H3ASHMM OTCYTCTBYIOT KOMIIOHEHTHl SBAIOUINCCH
TOKCHYHbIMM, AarpecCHBHBIMH H NPEACTABRIAIOIGHMH  OOACHOCT: MPH  HCNONL3OBAHMH
MEIMLIHHCKOTO H3ASMNA 10 HA3HAYCHHKIO H NIPH cOOMOACHHH EMERTAPHEIX Mep 0e30NacHOCTH.
Bistre npo6, oOpaGoTka, xpaHeHme H ofpaineHMe ¢ HZaHHBIMH MavCpHANaMH COFNIACHO
JOKYMEHTALMHM TIOCTABIIMKA/IPOH3BOIMTENA NAHHBLIX MATepHanoB, a Takke O0WMX NpaBA
He3onacHOCTH 1o pabore ¢ GHONOTHYCCKHMH MaTepHaNaMH.

[OnBecanne uHeNeBOro AHANHTA, cBeJeHHN 00 ero HayanHoll 060CHOBAHHOCTH, NPHHIMN
neficrena]

Tlpnunun aelicTBun

PROTIA Allergy-Q - MyIbTHIUICKCHBIR AHArHOCTHYCCKHN HaGOp i AMArHOCTHKHM aJLICprHu,
OCHOBaHHBIf Ha mNpHHUMNE HMMYHOQEPMEHTHOTO AaHanNW3a, BKmMOYaeT B  celsn
HHTPOLCIUNIONO3HME MEMOpaHH ¢ pasTMMHRIMH = A/UIepreHaMH, aacopOHpoBaHHBIMM Ha
PEryASpHBLIX MHTEPBANBHBIX JIMHHAX, YTO IO3BOJIAET TECTHPOBATH ACCATKH CHEUAQHYCCKHX
amnepreHoB B oxoM Tecte. PROTIA Allergy-Q Hcrnonb3yeT HOBYIO TEXHHKY NapaiieabHOTO
paMeImcHUA MeMOpaH H NO3BONACT ONCHHBATL Oojnee pasHOOOpa3HLIC AUICPICHB B XOAC
OJHOTO TecTa, MO CPABHCHHIO ¢ JPYTHMH MNPOAYKTAMH, HCHONb3YIOIHMH TOABLKO OXHY
memOpany. AnnepreHcnenudndeckne IgE-anTuTena, npacyTeTBYIOmME B 05pasniax NalHeATOB,
CBA3KLIBAIOTCA ¢ AHTHNCHAMH K HMMOOHRIH3YIOTCA Ha MeMOpaHe Jake Moc/e CTAAHH NMPOMEBIBKH.
Hmmobunnsopannbie  IgE-auTuTena cBa3bBaloTCA ¢ GHOTHHOBBIMH  AHTHTENAMH K
yenoseyeckoMy IgE, a 3atem GHOTHH nMpHcoeaMHseTcH K JCHHABHAMHY, KOHBIOHPOBAHHOMY C
wenouHo#i ¢ocdarasoli. llper pasmuBaercs nocne aobasneHms cyGerpara B nocaenHedt
MHKYCalHH (CpMEHTOM, & HHTEHCHBHOCTD LIBETA aRATH3APYCTCA C IMIOMOLIBI YCTPOHCTBA IS
H3IMCPEHHs (IBETA,

Onncanne HeNeBOro SHAJHTR, HayTHasn o6ocHoBaHBOCTL

HymmynoSA0TTHRE - BHICOKOYYBCTBHTCNLHLI METOJ BBHIARJICHHA OeskoB, OCHOBaHHBIA Ha
coueTaHnH dnekTpodopesa H AMMyHOPEPMEHTHOrO MeTozia anamn3a (MDA).
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PROTIA Allergy-Q 64 PecnupaTopHan navens

AnTHTeHBI BO3BYAMTEN PAsACIAT C MOMOMBIO EKTPOdopesa B NONKAKPHIAMHIROM refie,
38TEM NIEPEHOCAT MX W3 Nl Ha aKTHBHPOBAHEYIO OyMary WM HETPOUEIUNON03HYIO MeMOpaHy
n npoasngior ¢ noMoinsic UDA. Ha s nonockn («610TEI») HAHOCAT CHBOPOTKY GONBHOTrO.
3aTem, nociie MHKyGauuH, OTMBIBAIOT OT HE CBA3ABIIAXCA AHTATC] GONLHONO M HAHOCAT
CHIBOPOTKY NMPOTHB MMMYHOINOGYNIMHOB uenoBeka, MeuenHylo depmeHToM. OGpasoBaBLImics
Ha MONOCKe KOMIUIEKC [8HTHren + aHTHTENO GONbHOrO + amTHTENO NpOTHB Ig venoBexa)
BHIABNAIOT A0GABNEHHEM XPOMOTEHHOro cyOCTpaTa, HIMEHMIOUIEro OKpacKy NMOA AEHCTBREM
¢depMenTa.

ATonHyecKkas allepruf npeacrapaser cobolf rHOEpUYBCTBHTENBHOE HMMMYHOJIOTHYECKOS
COCTOsIHKE, OomocpeaoBaHHoe HMMyHOrnoOymnoBbiMu E (IgE) anTHTenamu. Jlnmdounrapunie
B-KNeTKH, CTHMY/IHPOBAHHLIE CreuHPUIeCKHM alrneprenoM, npoayuupyior IgE-antnrena k
autureny. IgE-auTHTeNna CBA3RIBAIOTCA ¢ PELENTOpaMH HA MOBEPXHOCTH TYYHRIX KNETOK WIH
6asopmmeHbix nelixonuros depes Fc-obnacts. Ilocmenyiomee CBA3LIBAHHE aLIepreHa ¢
CB3aHHBIMH ¢ KNEeTKaMH cnemmudeckumu IgE BR3BBACT ACTPaHYAAUHIO KJIETOK H
BHICBOOOXACHHME BA30AKTHBHEIX AMHHOB, MTO NPHBOAMT K COKPAICHHIO [JIANKHX MBIIIL, 3YAY,
OTeKY ¥ TPaHC-CTH3ACTOMY NpPOTEKAHMIO BHEKNeTOWHHIX xuikocreli. HauGonee
PacHpOCTPAHCHHLIMH KIMHHYECKHMH TPOABNCHHAMH 9Toro OHONOIHYECKoro npouecca
SBAKIOTCA CEHHAA JIMXOpaldKa, acTMa, JICPMATHT, KpalABHHLA H aHadHrakTHUCCKHWHA IOK.
Onenka ypoBHa IgE B CHIBOpOTKEC mallMEHTa Ui pa3IHYHBIX QUISPreHOB NCHHA NPH
IMarAOCTHKE M JICUCHHUH aTOITHICCKON alllepruu

[KomnonenTsl nadopa)

Haumenorauue
KOMIIOHEHTa

1 2

Kaccera H3 IuIacTHKa, ¢ paMKoi W3 I1acTHKAa,
[Manens Ans annepreHoB  |cozepxanias HUTPOUEUNIONO3HYIO MeMOpaHy
¢ ancop6apopanHbIMK aiieprenama (S-1, 8-2, |99 nanerneit
S-3- crasnaprasie maaun; C — XOHTPONBHAA
JHHAA; oT 1 70 60 — MMHUH annepreHos)

XapaxrepucTuka Kommaectso

®nakoH noMMMeEpHKIA obpeMom 20 M ¢
Pas6asnrens oGpasna HABHHIHBACMOMH KphInKol CHHETO nBeTa,
copepxamuit 10 ma cune-puonerosoit
AHIKOCTH
®nakon nomuMepHbiil obreMoM 20 Ma ¢
PacTeop anTHTenA HABHHTHBACMOH KPHUIKOH XenToro usera, |, -
x1
conepxaimiii 10 Mn xenrosaroil, uny cpeno-
AeTTOR KHIAKOCTH
®nakon noimMepasit 06bemoM 20 M1 ¢
DepMenTHE pacTBOp HaBHHTHBACMOH KPLIIKOI KpaCHOro UBeTa, |0 -
x1
copepxamut 10 Mn GecupeTHoH HM
ACSTTOBRTON KHIOKOCTH
®nakos DOAMMEPHBIA 00BeMOM 20 MaI ¢
Pactsop cyGcTpara HABMHYHBAEMOH KPHILKOH YepHOro UBeTa,
coaepxamyit 10 mn xentolt wm xenropaToh
KHAKOCTH
pacrsop ®naxon nonuMepHbiit 06bemMoM 20 Mn ¢
Motomi 20 HABHHYUMBACMOi Kpbuoko# Genoro uBeTa, 10Mnx 1
coaepxamui 10 M1 KOHUCHTPUPOBAHHOMN

10 x 1

10Mn x 1
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PROTIA Allergy-Q 64 PecnuparopHan naHenn
GecupeTHON KMIKOCTH

Huctpyxuns no
NPUMEHEHHIO 1

¢ JlononnuTensHo Heobxommumoe ofopyaoBanne
11.  Pyunoit Metox: AHAJIU3ATOP UMMYHOJIOTUMECKHHA ©OTOMETPUYECKHIA
«Q-SMART» )11 AMAIHOCTHUKH UH BUTPO HA TNMAHEJISIX «PROTIA»
2.  Tonyasromaruueckuit Meroa: YCTPOMCTBO ABTOMATHU3HWPOBAHHOE «Q-
PROCESSOR» JUIA OBPABOTKM ITAHEJEH «PROTIA» JUIA AUACHOCTHUKM HH
BUTPO
3. ABTOMaTHUECKHH METOx; AHAJIM3ATOP ABTOMATUYECKHA
MMMVYHONOIMYECKMIA @®OTOMETPUMECKHM  «Q-STATION ELITE» JUIA
JUATHOCTHUKU UH BUTPO HA TIAHEJLTX «PROTIA»;

[Bremnnii Buy)
1. Manens Ana annepreHob: NIACTHKOBas MaHEN s, B KOTOPOH# 3akpelieRa MemOpana B
NnacTuKoBoft pamke

2, PasGaBuTens obpasiia: CHHe-HOIETOBAT AHAKOCTH

3. PacTBOp AHTHTENA: KENTAL HIH CBETIO-XKe/Tas KHAKOCTb

4, QepMeRTHRIA pacTBOP: OecHBETHAS HIIK CBETAO-KENTAA KHIKOCTD
5. PacTop cyfcTpara: CBeTNO-XKeNTas KHAKOCTh

6. Motomuii pactsop 20x: GecipeTHaAs KHAKOCTE

7. HHcTpyxuma no npUMEHEHUIO

[MeToan anaimaa)

1. TloaroToBKa MOIOILEro PacTBOpA

Tlepen npuMeHeHueM pasbasbTe Moot pacteop 20x aeuonusuposanHol Bonol B 20 pas.

(2) loaroTosxa o6pasuoB

B TecTe HCNONE3YIOT CRIBOPOTKY WIH NIA3MY 9eNOBeKa (C aHTHKOATYNSRTAMH LATPAT HATPHS,
renapui, IJ[TA). Hlepea TecTApoBanMeM yAaiMTe KICTKM KPOBH HIH moOHE TBEpALe
pemiecTea neHrpudyrupopanseM B Teuenue 10-15 mun npm  2500-3000 o6/muH.
FeMomu3kpoBaHHEIE WIH 3aIpA3sHCHHEIE O00paslbl MOTYT NPHBECTH K HEMPaBHILHLIM
pe3ynbTaTaM, B CBS3H C 3THM He JIONYCKaeTcs MCNONLIOBAHHE UK HCCIICAOBaHHA 06pa3LoB ¢
NOBBLIUCHHHM COACPKAHHEM JIMITHAOB B (WIH) C NMPW3HAKAMH IeMOJN3a, H (MAR) ¢ BUIMMEIM
MHKPOOHLIM TpopocToM. XpanuTe o6pasimbi CHIBOPOTKH HAH Tnasmel npu 2~8°C xoraa ouu
HCTIONB3YIOTCA 38 KOPOTKHl Heprox (B TeueHHE 2 HEACND), H npu -15°C umm npu Gonee
IJIHTEALHOM XpaHeHuM. PazMopoxenHuie ofpasms nepell HCCICAOBAHHEM HYXHO THIATENBHO
nepeMemars. [Ipn palote ¢ pasMopoXeHHEIMH o0pasnaMM CIEAyeT YIHTHIBATH, TO KAUKABIH
LHKI OTTaHBAHMA-3AMOPAXXKHBAHHA MPHBOJHT K PaspymICHHIO BRIABJACMBIX aHTHTEN, CHHKas
Ka4eCcTBO MCCACAyeMOro Marepuana. C Hemsio NOMYYCHHS OOCTOBEPHBRIX Ppe3yNbTarToB
HCCICACBAHHA PEKOMEHAYETCS HCNOAL30BATE TONBKO ONHOKPATHOE  3aMOpaXHBAHHE-
oTTaHBaHue o6pasLos.

2. Tlpouenypa ananusa

Pyanoii meToa

1) OmruMansHKe ycnoBds Ang na6opaTopHy - NPOBSACHHE KCNEpHMERTa PR + 25+ 2 °C ¢
mpu 50 & 20 % BraXHOCTH.

2) Bce peareRTH cneayer OOBECTH AO KOMHaTHOM Temmeparypnl 3a 30 MHHYT A0

HCNOMb30BAHAA ¥ THIATCALHO MepeMelliaTh Cpa3y AepeR Hemonb3oBaHueM. Bekpoiite ynakosky

NaHeNy IS AUISPreHOB Nocie BHPaBHHBaHAN ¢& TeMnepaTypsl ¢ KOMHATROH.
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PROTIA Allergy-Q 64 Pecnupatophas naxvens

3) TonHoCTBIO CMOMMTE TEeCTOBYIO McMOpaHy, BHCCA B maHenp Ana annepreHos 300 Mkn

pa3fGaBNeHHOrO MOIOILETO PACTBOPA, BCTPSXHBANTE NaHeb B TCYEHAC 5 MHHYT, A 3aTCM YAATHTE

OCTATKH MOIOIIETrO pacTBoOpa (pexoMeHayeTcs yacToTa BpaieHns 100 06 / Mun).

4) Brecnre B nanens i avieprenos 250 Mxn pasbasurens oGpasua.

5) Brecrre B nanens 50 mxn obpasna nauneHTa ¥ HHKYORpY#HTE NpH BCTPAXHBAHHR NPH

KOMHATHOR TeMIIepaType B TeHCHHE 45 MMHYT.

6) Yaanure ocTaTki pacTBOPOB M3 NaHEIH H IBXKAL IpoMoiiTe MemGpany pasGaBneHHbIM

MoromuM pacteopoM. Tlpu kaxao#i mpoMbBke BHOCHTE mo 300 Mxa pa3GaBAcHHOrO MOIOLIEro

pacTeOpa, HHKYOHpYy#Te NPH BCTPAXHMBAHHH B TCUEHWE 5 MHHYT H Jasaiite cTeub. PacTBop He

AOMXEH OCTABATLCA B MAHEH,

7 Brecure 250 MK pacTBOpa AHTHTEN B NaHENb H KHKYOHPYHTE npy BCTPAXHBAHUK MPH

KOMHaTHOH TeMnepaType B TeueHne 30 MURYT.

8) TIpomoiite MeMOpaHy no MeToRy (5).

9) Buecure B natens 250 Mxn pactsopa ¢epMenTa H HHKYOMpYHTE IPH BCTPAXMBAHUK B

TedcHuE 30 MHHYT.

10) ITIpomotite MemOpany no merony (5).

11) Buecure 250 Mxn pactBopa cyGcTpara W HHKYOMpYHTe NpM BCTPAXHBaHHM NpH

KOMHATHOM TeMNepaType B TeMHOM koMHaTe B TedeHne 20 MUHYT,

12)  VYaamure pacTBop CyOCTpata H3 DaHeNH H HpoMoiTe ee 250 MKJI JCHOHH3IMPOBAHHOK

BOJIH.

13)  OcrapuTh NaHeNb HA CTONE A0 ECTECTBEHHOIO BHICHIXAHHA (YOeaHTeCh, 410 MeMOpana
MOTHOCTRIO BHICOXNA).

14) Berasbre nanems B AHAJIM3ATOP MMMYHOJIOTMYECKHI ®OTOMETPHUYECKUNA

«Q-SMART» U11 DUATHOCTUKHN UH BHTPO HA ITAHENAX «PROTIA» u oueHnre

PE3yABTATH. Bonee NMOAPOGHO oM. PyxoBozacTso no AHAJIH3ATOP

MUMMYHOJIOTUYECKHA OOTOMETPHMECKHUHA «Q-SMART» JUISI TMAFHOCTHKH

HH BUTPO HA INAHEJIIX «<PROTIA»

* ans uHkyGanuM M BCTPAXMBAHHMA NaHeRH Hcnonwsylire moboil opOmTanbHenf melikep co

CKOpOCTBIO BpaineHus (Jacrorodt koneGammit) 100 o6/Mun. Her orpanmuenni#t no mubopy

MOZAENH yCTpolicTBa.

INonyarromMaTuueckuil MeTON

1) YCTPOMCTBO ABTOMATH3UPOBAHHOE «Q-PROCESSOR» /11 OBPABOTKM
NMAHEJIEN «PROTIA» 11 OTUATHOCTHKH WH BUTPO ocHaieHO nNaHensMd B
peareHTaMH /IS aIEPrenos.

2)  O6pararecs K PYKOBOACTBY no IXCIUTYaTALHH YCTPOUCTBO
ABTOMATH3HUPOBAHHOE «Q-PROCESSOR» JIJ11 OBPABOTKH ITAHEJIEA «PROTIA»
JUIA THATHOCTHUKH WH BHUTPO 1 aaiite peakituaM MporpeccHpoBaTh.

3) Beraebre manenu B aHanusarop Q-SMART wu ouenwre pesymstarel. bonee noapobHo cm.
Pyxosoacteo mo AHAJIM3ATOP UMMVYHOJIOTUYECKUIA ®OTOMETPUUYECKHH «Q-
SMART» JJII TMATHOCTHKH HH BUTPO HA ITAHEJIAX «PROTIA»

ABTOMATHYCCKH METOR

1) AHAJIM3ATOP ABTOMATHYECKHH MMMYHOJIOTMYECKUN
®OTOMETPUYECKHH «Q-STATION ELITE» IUIA JUATHOCTUKU HMH BHUTPO HA
NNAHEJISIX «<PROTIA» ocHallleH naHe/IAMH H peareHTaMH JJIS aJUIEPIreHOB.

2)  OG6partuTech K PyKOBOACTBY MO dkciutyaTauun AHAJIM3ATOP ABTOMATHYECKUI
HMMYHOJIOTHYECKHH @®OTOMETPMYECKHNA «Q-STATION ELITE» A
JUATHOCTMKH HWH BHTPO HA TIAHEINIX «PROTIA» u naiite peakumam

NpPOTPecCHPOBATb.

3. Otietka B HHTEPNPETAIUS pe3y/bTaTOB
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1) KonwnmuecTBO annepreH-cneymdpuueckux IgE-anTuten onpepgenserca B ME [/ mn npwu
nomouw u A Hanunszatopa Q-SM ART namn AnHannszatopa Q-STATION ELITE, Knacc
onpepfgensetrca no Tabnumue HUXe.

2) KonwmuectBo o6uwero IgE (tlgE) Bb paxaeTca B ME / Mn ©n MOXeEeT KONWYECTBEHHO

BblpaX aTbCca B fMnanasoHe oT 1 go 2000 M E / mn.

A nnepreH-cneuundpumyecknit IgE

M E/mn IgE Knacc KonunuyectBo

<0,15-0,34 0 He HaligeHo

0,35-0,69 M anoe

0,70-3,49 2 Y MmepeHHOE®

3,50- 17,49 3 Y mepeHHO 60nbw oe
17,50-49,99 4 Bonbw oe

50,00-99,99 5 Ou4yeHb 60n1bW Oe

>100 6 QKCTpeManbHO 60NbWw oe

4. KoHTponb KauecTBa
KoHTtponbHaa nuHua (C) gonx Ha 6bl Th XOpPOW O BMAHA. Ecnu KoOHTpoOnNnbHaa NnuHua cnabo BupaHa,
eé Henb3s 6ypgeT cuynmTtaTtb C NOMOLW bW ONTUYECKMX M3IMepUTenbHB X Npunbopos. PekomMeHAayeTCSA

NOBTOpPHOE TeCTUpOBaAaHMUE.

5. XapakKTepucTukmu

1) A HanmTnmuyeckKkas YyBCTBUTEeNbHOCTbL (Nopor obHapyxeHusa Ige): 0,15 M E / mn.

2) A HannTunyeckasn cneyunm@P MUHOCTDH (MHTepdhepeHUyU A n nepekpecTHBb e peakumm): He
Habnti ganace MHTepth epeHUNA n nepekpecTHas peakTMBHOCTSL Habopa co cnefyw wumu
MaTepunanammnm: 6uMunnupy6buH, anbbymMmuH, unmMmmyHornobyanmue (IgA, IgM , 1gG wnu IgDb), B 3 pa3sa

npeBbl W at W Ne HOPpMAanbHbB € H N3MNONOTMYECKNE YPOBHM

3) AunarHocTumyeckas YHyBCTBMUTeNbHOCTbL 99,40% - 100% (c foBepMUTENbHOW BEPOATHOCTbL I
95% )

4) AwnarHocTmueckas cneymepmyHocTb 98,77% - 100% (c poBepuMTeNbHOW BEPOATHOCTbLIO
95% )

5) BocnpounssogmumocTtb 100%

6) KoadppumyumeHt BapunmabenbHoctn (CV): meHee 8%

SMAAAAA A AAA A A A A AAA A WWA Cn w
Xo A nnepreH Kopg Fpynna
1 O6wwuin IgE tlg E lg E

2 A omaw HAA Nbl b hi O6wwne
3 O. pteronyssinus d 1

4 D.farinae d2

5 dnunTtenuii KowWwW KN U NepxoTshb el

6 MepxoTb cobakwm e5

7 AMUuHbB U 6enock f|

8 M onoko f2

9 TapakaH i6
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PROTIA Allergy-Q 64 PecnupavopHan naHenb

10 |Apaxuc f13

11 |Coesble GoObI f14

12 |ITwenuua 4

13 |Onbxa 12

14 |Bepésa t3

15 {I0y6 17

16 |AmOpo3Ha NONLHHONHCTHAA BRICOKAS wl

17 |Xmens w22

18 jllonump 0OHIKROBEHHAA (UCPHOOBLTBHHK) wb

19 \Alternaria alternata mb

20 |Cladosporium herbarum m2

21 _|Aspergillus fumigatus m3

22 |Kpabul 23

23 |KpeBetku 124

24 |CxymGpus 206

25 |Poxs KylbTHBHpOBaHHAS gl2

26 |CCD 0214

27 |Mepcuk 95

28 |SA6noxo 49

29 |Kymxyr f10

30 |Acarus siro d70 B noMemeHnH

31 |Tyrophagus putrescentiae d72

32 |Konocox mymmcthiii / Exa cOopras gl/g3/ Heumea
TpocTauk 0OnikHOBeHERD! / [lonepuna g7/g9

33 |Ceunopoii namsgaTsii g2

34 |Tumodeeska g6

35 |Penicillium notatum ml

36 |Candida albicans mS5

37 {JlenHa OORIKHOBEHHASA t4

38 |MacnuHa eBponetickas t9

39 |Ilnaran tl 1

40 |Hsa Genas t12

41 [Tomonb t14

42 [Acens Genbri tl5

43 |Cocna Oenas tlé

44 |Anomuckuit keap tl7

45 |Axkaums t19

46 |Hupanuk (DONOBHHK) w7

47 |OayBaHYAK w8

48 |[TonopoxHuK w9

49 [3onpHKK (MOTAMIHEK, KAMOYKA) wil

50 |3onotapHEK wi2

51 |AmapanT (IHpHIA 38NPOKUHYTAR) wl4

52 |Jarexc k82 ITpouee

53 |[Muenunnii an il HacexoMmuie

54 |Ocuabii a0 i3

55 |Memms / Kpeica ¢71/e73  |JKmBoTHEIE

56 |Kpoauk c82

57 |Mopckas cBMHKa eb

58 |Onmremiit oBUR e81

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




PROTIA Allergy-Q 64 PecnuparopHan nanens

59 |Xomax e84
60 |Jlowanan e3

(Mephi mpeRocTOPOEHOCTH AN HoAbLIOBATENCH]

1) Tonbko Ana AMArHOCTHKH in vitro.

2) PROTIA Alergy-Q MoxeT GWTh HCIOAB30BAHA AJIA OKA3aHHA NOMOINH B KIMHHYECKOM
AUATHO3¢, Pe3YNBTAT ARMACTCA NpeAapuTeabHbLIM. [Tonyyennnit pesynasTar aHanusa AO/DKCH
Otk COOTHecEH ¢ KiIMHMueckOM xapruHOit. J{na yTouHeHMs AuarHosa Heobxoauma
KOHCYJIbTAllUR Bpava.

3) JIOKHO NONMOXKHUTELHBIC PE3YNLTATH MOryT ObITh MONyYyeHH H3-33 NEPEKPECTHOH
PCaKTHBHOCTH aHTHICHOB, TECTHPYEMBIX C APYTHMH aHTUNCHAMH.

4) He xypure, He emkTe M He meliTe B Mecrax, A€ MCHOONL3YIOTCA 00pasmbl WM
HCTILITATENBHBIC PEArcHTHL

5) OnTHMankHble YCNOBHA ANA NabOPATOpPHA - MpOBERCHME SKcnepuMenTa npu + 25+ 2 °C u
npu 50 £ 20 % BIOKHOCTH.

6) Bce o6paanmi Moryr BKMOYAaTh HEH3BECTHble MH(EKUHOHHEIE MaTepHansl. [lpu
obpamennn ¢ oGpasuaMB Rajncpalite OAHOPa3oOBBC MNepyaTkd H MoliTe pykw mocne
TECTHPOBAHUA.

7 YroOsl H3lexarb HECYACTHBIX CJIYYACB HE NOMELNAiTe HIJIBL, HOXH HIH JIobne Apyrue
NPEeAMEThI, KOTOPhIE MOT'YT APHYMHUTL Bpell, NpH o0pallicHHy ¢ 06paliaMi H peareHTaMH,

8) Bee ofpajnsl nauMeHTOB W HCIONB3YEMbIE KOMIOHEHTH H3 KOMIUIEKTA XOMKHBI
PaccMaTpHBATLCA KAK MCTOYHMKH OHonormyecko# onacHocrd. Mx cne;yer yTHamsuposats B
COOTBETCTBHH C COOTBETCTBYIOUMMH PYKOBOAALINMY NTPHHIHIIAMH.,

9 He ucnonpayiite KOMIUIEKTHI NOCIE HCTEYCHHA CPOKA TORHOCTH.

10} Ilaveom QUICPrCHOB YNAKOBHIBAIOTCA € OCYUIHTONIEM H JAOMKHEI OGRITH TEPMETHYHO
33KPEITEHI MOCNE KAXKAOrO HCTMIONb30BAHHR,

11} HexoTophie pear¢HThl, BKAIOYCHHEIC B KOMIUICKT, CONEPMAT a3MA HATPHA B KauecTRe
KoHceppaHTa, Coofmaercs, YTO a3HX HATPHA pearupyer ¢ CBHHLOBO# HnH MenHOH
caHTexHHKoH ¢ o0pazoBaHHeM MOTEHIHAIBHO B3PHBOOMACHOIO a3uia METAITA, NNOSTOMY BCETAA
BLUTHBaliTE €ro BMecTe ¢ AOCTATOMHBIM 0GHLEMOM BOABL, YTOORI MPEAOTBPAaTHTL 0bpazoBaHue
asuja MeTansa B CHCTeMax BOZONPOBOAA.

12)  PactBop cyGcTpaTta MOKET CONEPXKATH YEPHBE OCAAKA. JTO He HEHOPMANBLHOE ABJICHHE H
HE BIIMACT HA PE3yABLTATH TECTA.

13) Byaste oCTOpPOXHB, 9ToOM H30ekars oOpaszopaHna Ny3wpbKoB. OcoleHHO, Koraa
HCTIONB3YIOTCA ABTOMATHYCCKHE YCTPOHCTBA, NMy3HIPLXH CACAyeT YAANATL NepeA HavanoM

HCTILITAHHSA, TOCKOJIBKY Ny3bPbKH MOTYT BJIHATE Ha PaCIIpEACICHHE PACTBOPOB.
14)  Ecnu nocne oxoHyarenpHol peaknuu MeMOpaHbl He MOAHOCTHIO BEICYIICHEL, Pe3yALTATHI

ucnbiTaiuik, npoananusuposalnsie Q-SMART, MoryT GHTL HEBEPHLIMH.
15) Usnenue B noBpexeHHON ynakoBKe HE IPHIOAHO AIA NMPOBEACHUA AHATH3A.

[Ynakoesxa)koMnoHeHTs! Habopa, HHCTPYKLHA MO PHMEHCHHIO

[MucTpyxnmm no xpasennio] XpaHuts mpu Temneparype ot 2°C go 8°C.

[Cpox roanoctr] Cpox roanocTr 18 mecsuies.

TMocne BCKPHITHSA AONMYCKACTCR XPAHHTS PH TeMmepaType oT 2 o 8°C ne Gonee 3 mecsues.
Tpaucnopmaposanue npu Temneparype ot -15°C 10 30°C B Teqenne 5 auelt, Tpancnoprom seex
BHIOB B KPBEITHIX TpPaHMCHOPTHRIX CpPEACTBAX B COOTBETCTBHHM C [PaBH/JAMH NEpeBO30K,
AcHCTBYIOIIMMH Ha TPaHCIOPTE AAHHOIO BHAA.

[YTransaums a yaasroxenne)

Tpy HCNOJB30BaHHHM B MEAMUMHCKHX YUPEXIACHUAX YTHAH3HPOBATk o knaccy A u b CanlTuH
2.1.7.2790-2010. YTwmsauus H3AeNHA AOKHZ IPOM3BOIAMTECA B  COOTBETCTBHH ¢
Tpe6GoBaHHAME JIOKILHOTO, PETHOHATHHOTO H HAIIHOHANBHOTO 3aKOHOAATENLCTBRA.
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[IIpon3poauTens)

«ITporeomeTex Mnk.» (ProteomeTech Inc.)

A-702, 401 Aurunon-po, I'anrceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-Gu, Seoul 07528, Korea)

[YnoanomoueHHoe anuo)

Ha Tepputopun Poccufickolt deaepausty no BonpocaM, KacalomMMCs KauecTsa H obpatenns
MEAMLHHCKOTC H3ACIHA, CeAyeT obpamaTsca no aapecy:

109387, r. Mockea, yn. Tuxas, a. 28, o¢. 216; O6uiecrso ¢ OrpaHKYCHHON OTBETCTBEHHOCTHKY
«BHAO ®OKYC» (000 «BHO ®OKYCp»), biofocus@yandex.ru

[CuMmBoaBY, HeTOIb3YeMbie HA YNAKOBKE H ITHKETKAX]

Cumson Suavenne Cumsosn 3nauerne
8 ACROTRa088TS 20 EE O6paTiTeCh K MHCTPYKIIHM NIO
MPHMEHCHHIO
Meanuunckoe H3zenme i
LoT KO/ NapTHH .
AHArHOCTHKH 1N Vitro
Harorosurens
TemnepaTypHuifl AHANASOH
ot 2°C 00 8°C
¢ REP VIIONHOMOYEHHIIA NPEACTABHTEND
2°C
Qcropoxno! Obparurech
A K HHCTPYKLHK 1O Konnuectso naneneit/recros
MPHMEHEHHWIO
3anpet Ha NOBTOPHOE
P A BuonorveckHi puck
npiAMEHeHne
ﬂ Jata H3roToBRCHUA

Jlara nepecmoTtpa: 02.03.2021
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Pecnybnuxa Kopes, ropoa HOTAPUAJILHAA U Oduc HoTapuyca
Ceyn, paitox "axrceo-ry, IOPURWYECKAA KOMNMAHUA Ten. (02)2696-2514
Xsarox-po 301, ananue XAHNUM dakc. (02)2696-2507
Bonllynr, Ne501

PeructpauvosHeiih Homep 2021 — 02358

HOTAPUANBLHbIA CEPTUPUKAT

Mak Xaegxyn \ Park Haejun\, npeacrasnsiowymii no goesepeHHocTy lNpesuaenta
MNpoteomeTex UHK. \ProteomeTech Inc.\ Kyk [xum Nluma \ Kook Jin Lim\, npeacran
nepeao MHON N NPeAoCTaBMN NOANMCH BLILEYNOMAHYTOMO MeHepanbHoOro AupexTopa
Ha NpunNaraeMoM 3anBEeHUN.

Uro 6bino 3acBupeTenscTEOBaHO 19 anpens 2021 roaa B AaHHOM oduce.
HotapuanbHasa u iopuauveckan komnanua XAHNMUM

HANLIM LAW AND NOTARY OFFICE

MpuHagnexut Mpokyparype okpyra OxHuih Ceyn

Pecnybnnka Kopes, ropog Ceyn, paiton aHrceo-ry, Xearok-po 301, snanve Bonllywr, Ne501

(Moanuce HoTapuyca)
Keto-Oan KsoH \Kyu-Dai Kwon\

AnBOKAT, BLICTYNAIOWMIA B KAYECTBE HOTapUyca.

Nankbli opuc Gbin ynonHomoueH MyHuctepcTeoM locTnumu Pecnybnvkn Kopen
AeiicTBoBaThL B KavyecTee HoTapuanbhoro ¢ 07.02.2020, cornacHo 3akoHy Ne 15150.

tmawmn: HomapuanbHas u lopududeckas xomnanua XAHIINM
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MepeBof JaHHOrO TeKCTa BbINOMHEH NepeBoAYMKOM oKy4YaeBbIM MU T pueM ropesuyem.
noanumececeob

Poccuitckas ® egepauns
Fopog Mocksa

JBajguyuaTb NepBOoro anpens ABe T b CAYM ABafyuaTb NepBoOro roga

A, PoguHa YnbsHa AnekceeBHa, BPEMEHHO MCMONHAOLLAA 06513aHHOCTW HOTapuyca ropoda Mockebl Kopcuka
Bnagmmupa KOHCTaHTUHOBMYE, CBMAETENLCTBYIO NOL/IMHHOCTb NoAnuncK nepesogynka lokyyaesa
AmMnTpua Nropesnya.

Moanwce caenaHa B MOEM MPUCY TCTBUM.

JINYHOCTb NoanucasLlero JOKYMEHT yCTaHOB/eHa.

3aperncTpupoBaHo BpeecTpe: No 77/2138-H/77-2021-
YnnayeHo 3a coBepLLeHne HoTapuanbHoro aeiicTauns: 400 py6. 00 kon.

MepboBas neyartb
HoTapuyca ropoga MoCKBblI
Kopcuka B.K. noanuce YA. PoaguHa
WHH 770474847174

Bcero npolwwHypoBaHo, r**MepoBaHO
M CKpensieHo nevatbto -3 nmcT(a)(oB)

BPWO HoTapuyca noanncob

Poccuiickas ®egepaymns
[opos Mocksa
ABajuatb NepBOro anpe-ng fBe ThiCAYN ABaALaTh NMepBOro roga
A, PognHa Y nbsiHa AnekceeBHa, BpEMEHHO UCMOMHAIOLWas 06593aHHOCTY
HoTapuyca ropoga Mocksbl Kopcuka Bnagnmmnpa KOHCTaHTMHOBMYA,
NACTENbCTBYIO BEPHOCTb KOMHM C NPeACTaBNeHHOro MHe JOKyMeTa.
AncTpmpoBaHo B peecTtpe: Ne77/2138-H/77*2021-

€HO 3a coBepLUeHne HoTapuanbHOro neiicTaus: 00 kon.

Bcero npowHypoBaHo, NPoHyMepo6”
W CKPensieHo nevatbio rs muct{a){o

BPNO HoTapuyca
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