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APPROVE

MAINTENANCE FILE

"Quantitative detection Kitof SARS-CoV-2 nucleocapsid antigen in human nasal
swabs by fluorescence Immunochromatography’ "SARS-CoV-2 N Ag"

[Appointment]

The quantitative detection Kit is designed quantitative determination of the
icentration of the nucleocapsid antigen of the SX irus in human nasal swab samples by
orescence immunochromatographic analysis in o SARS-CoV-2 coronavirus and assess

the viral load as a screening for a new coronavirus infect? ID- 19).

{Functional purpose]
Diagnostic aid. The use of the product has no population and demographic aspects. The results obtained are
not a basis for the diagnosis, but are used only in combination with other laboratory parameters and the
diagnosis of infection.

(Application area]
Clinical laboratory diagnostics. Medical device for in vitro diagnostics

[Potential consumers of the medical device]

Medical facilities of any profile, FAP. CDL employees not younger than 18 years old with higher and
secondary medical biological education, who have undergone appropriate professional training in the field
of CDL and trained in safe work methods with PBA of 1and Il pathogenicity groups.

rofessional level of potential users]

CDL employees at least 18 years old with higher and secondary medical or biological education, who have
undergone appropriate professional training in the field of CDL and trained in safe work methods with PBA
| and 11 pathogenicity groups.

When working with samples obtained for laboratory research, the requirements of SanPiN 2.1.3684-21
"Sanitary and epidemiological requirements for the maintenance of territories of urban and rural settlements,
for water bodies, drinking water and drinking water supply, atmospheric air, soils, residential premises,
operation of industrial, public premises, organization and conduct of sanitary and anti-epidemic (
preventive) measures”. The healthcare worker who collects and transports clinical specimens to the
laboratory should be trained in biomaterial safety practices, strictly observe safety precautions, and use
personal protective equipment. SARS-CoV-2 coronavirus belongs to pathogenicity group IlI.

[Possible side effects)
No side effects have been identified.
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[Indications and contraindications for the use of the product]

The product is intended for examination of patients with and without symptoms of acute respiratory viral
infections in order to di“nose and differentiate the SARS-CoV-2 coronavirus, as well as to assess the viral
load. The main type of biomaterial for laboratory testing for the SARS-CoV-2 antigen is the material
obtained by taking swabs from the nose.

There are no contraindications within the manufacturer's prescription.

[Description of target analyte, scientific validity, principle of action]

New coronaviruses belong to the genus p. COVID-19 is an acute respiratory infectious disease. People are
subject to it. SARS-CoV-2 antigen infection is currently the leading cause of COVID-19; asymptomatic
infected people can also be a source of infection. According to the current epidemiological study, the
incubation period is from 1to 14 days, mainly from 3 to 7 days. The main manifestations include loss of
smell, fatigue, fever, and dry cough. In some cases, nasal congestion, runny nose, sore throat, myalgia and
diarrhea are found.

At an early stage of the disease, the total number of leukocytes in the peripheral blood is normal or reduced,
and the number of lymphocytes is reduced. In some patients, there was an increase in the level of liver
enzymes, muscle enzymes and myoglobin. CRP and erythrocyte sedimentation rate are elevated in most
patients, while procalcitonin is normal at the same time. In severe cases, the amount of D-dimer increases,
and peripheral blood lymphocytes gradually decrease. The nucleic acid of the new coronavirus can be
detected in tliroat swabs, sputum, lower respiratory secretions, blood and other samples.

RS-CoV-2 Coronavirus Nucleocapsid Antigen Quantification Reagent Kit is a rapid quantitative
diagnostic test that quantifies SARS-CoV-2 coronavirus nucleocapsid antigen (N-protein) in human nasal
swabs using a classic mechanism: sandwich immunoassay. On the test line (T) there are antibodies "1" to the
N-protein of the SARS-CoV-2 virus, antibodies "2" to the N-protein of the SARS-CoV-2 vims, conjugated
with fluorescent microspheres fixed on the test line by the sandwich method. Fluorescent microspheres on
the test line can be detected using a fluorescent immunoassay. The reaction with the sample will also occur
on the control line (C), which is coated with goat anti-mouse antibody (GAM).

This Kit provides quantitative in vitro diagnostics and is applied to nasal swab specimens.

[Product sterilization methods)
The product "Quantitative detection Kit of SARS-CoV-2 nucleocapsid antigen in human nasal swabs by

fluorescence Immunochromatography" "SARS-CoV-2 N Ag" is non-sterile and non-sterilizable.

[Product operation software)
Absent.

[Maintenance and repair of the product]
e product is maintenance-free and cannot be repaired.

Component Name Characteristic Qtj:.

Test cassette Plastic container labeled SARS-CoV-2 N Ag, 20 x 100
mm, with openings for sample application and for the
assay area, containing a test strip.

Test strip The 3.88 x 80 mm test strip includes a membrane
containing: 20 pcs
- control line (C): goat anti-mouse IgG;
- test line (T):
- mouse antibodies to antibodies T* to the SARS-CoV-2
N-protein;

- fluorescently conjugated antibodies "2" to the SARS-
CoV-2 N-protein.
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Sample diluent tube Plastic tube (high pressure polyethylene) with a 1.5 ml
screw cap (polypropylene, polyethylene, silicone),
containing 600 pi of sample diluent, free of foreign 20 pcs
particles or contaminants, containing: Tris-HCI, pH 9.3,

0.032 mol / L.

Instructions for use Material: paper with a density of 75 g/m2 with a high
degree of whiteness. 1pc
Size: 297><210mm

ID-card >~ te plastic container, 20 x 20 mm

1pc

Notes.
J. The kit includes all reagents necessaryfor the analysis, exceptfor sterile swabsfor taking swabsfrom the
nose, a dispenser (pipet) with afixed volume of100 pi a timer, an immunofiuorescentanalyzer FIC-QIOON,
RV dated 14.09.2022, No. RZN 2022/18249, and disposable gloves.
2. Theproduct contains no medicines andpharmaceutical substances.
2. Aspartofthe product absent materials that come into short-term direct contact with the patient's body,
and there are no materials that come into indirect contact with the patient's body and the personnel using
the product when meeting the requirements o fthe operational documentation (instructionsfor use).

nalytical Characteristics]
Detection range.
Detection range of SARS-CoV-2 coronavirus nucleocapsid antigen concentration: 0.025-20.0 ng/ml.
The detection range of the SARS-CoV-2 N Ag Kit was confirmed from 0.025 ng/mL to 20.0 ng/mL by
measuring three times with Kits from three different series. The blank value (LoB) is 0.024997 ng/mL.
Limit of detection tdetectionk
The limit of detection (analytical sensitivity) of the kit is 0.025 ng/ml;
Accuracy.
The Kit's accuracy is 90-110%.
Repeatability/reproducibility.
Repeatability/reproducibility values have been established by the manufacturer during clinical trials.
Reproducibility <15%. repeatability <8%.
Analytical specificity (interference and cross-reactions).

Check for cross reactions.

Influenza A and B viruses, respiratory syncytial virus (RSV), parainfluenza viruses, rhinoviruses,

adenoviruses, human metapneumoviruses. MERS-CoV, Streptococcus pneumoniae, Haemophilus

influenzatype B, Legionella pneumophila up to a concentration of 10 PFU f ml do not affect the correct
antitative determination ofthe SARS-CoV-2 coronavirus nucleocapsid antigen by the Kit.

Interference chec

Material Concentration Conclusion
Mucoprotein 200 mg/dI The addition of the interfering substance to the appropriate concentration
(Mucin) did not significantly affect the test result.
Hemoglobin 29/l

Time to obtain stable results - 15 minutes.

[Reference interval]

The results of detection in 120 healthy volunteers were statistically analyzed by a non-parametric method,
the upper limit of the one-sided 95% reference interval was 0.025 ng/ml.

Thus, in a population of healthy people who have not been ill and have not been vaccinated, antibodies are
3
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absent. Test results less than 0.025 ng/ml were considered negative, equal to and above 0.025 ng/ml were
considered as positive.

[Diagnostic characteristics]

Diagnostic sensitivity ofthe reagent kit: 98.79% -100% (95% confidence level).
Diagnostic specificity ofthe reagent kit: 99.11%-100% (95% confidence level).
According to the results of clinical trials:

Diagnostic sensitivity: 83.89% -100% (95% confidence level).

Diagnostic specificity: 83.89%-100% (95% confidence level).

[Samples to be examined]
Test specimens are nasal swabs.

[Precautionary measures]
The product is used for in vitro diagnostic use only.
Before use, check if the product is within the expiration date and the package is sealed.
The product can be stored at room temperature, protected fi'om moisture and freezing. Reagents stored at
low temperatures should be brought to room temperature before use.
Please do not open the package when the test cassette is not in use to avoid moisture absorption, and do not
use it ifthe aluminium foil bag is damaged.

er-injection of the sample may result in backflow of the sample, resulting in false positives and other
cuiomalous results.
When receiving and transferring specimens from healthy or symptomatic patients, operators should be
provided with biosecurity level 2 protection. When handling special samples (e.g. when a leak is suspected),
the security level should be upgraded to biosafety level 3. Operators should be biosafety level 3 when
receiving and transferring specimens from confirmed patients.
If the workflow does not require tubes to be opened. Biosafety Level 2 protection should be provided. If
during operation it is necessary to open the tube, which can lead to the formation ofaerosol, or Ifthe sample
is directly touched, biosafety level 3 protection must be provided.
Kit components and test waste are considered infectious contaminants.
When working with samples obtained for laboratory research, the requirements of SanPiN 2.1.3684-21
"Sanitary and epidemiological requirements for the maintenance of territories of urban and rural settlements,
for water bodies, drinking water and drinking water supply, atmospheric air, soils, residential premises,
operation of industrial, public premises, organization and conduct of sanitary and anti-epidemic (
preventive) measures”. TTie healthcare worker who collects and transports clinical specimens to the
laboratory should be trained in biomaterial safety practices, strictly observe safety precautions, and use
personal protective equipment. SARS-CoV-2 coronavirus belongs to pathogenicity group II.

iet of reagents, in accordance with SanPiN 2.1.7.3684-21 “Sanitary and epidemiological requirements for
VWmaintenance of territories of urban and rural settlements, for water bodies, drinking water and drinking
water supply, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and implementation of sanitary and anti-epidemic (preventive) measures «belongs to class B.
Disposal or destruction, disinfection of reagent kits should be carried out in accordance with SanPiN
2.1.3684-21 "Sanitary and epidemiological requirements for the maintenance of territories of urban and rural
settlements, for water bodies, drinking water and drinking water supply, atmospheric air, soils, residential
premises, operation of industrial, public premises, organization and conduct of sanitary and anti-epidemic (
preventive) measures” and MU 287-113 "Guidelines for disinfection, pre-sterilization cleaning and
sterilization of medical devices.”

[Test Run]
1. Equipment and materials:

Gloves, timer.
Sterile swabs for taking swabs from the nose "Products for laboratory research from polymeric materials”,

item 12. Spatulas, polymeric loops and swabs-probes, manufactured by Ningbo Greetmed Medical
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Instruments Co., LTD, China, RU No. ®C3 2012/11857 dated 03/28/2012.

Dispenser (pipette) fixed volume 100 ul
Immunofluorescent analyzer FIC-QIOON, RU dated 14.09.2022, No. RZN 2022/18249.

2. Samples used
The studied samples are swabs from the nose.

3. Sample collection method

Remove a new sterile swab from the package, insert it into the nasal passage about 5 centimeters deep,
slowly twist it there several times and carefully remove it from the nostril. Then take another new sterile
swab and collect the sample from the other nostril in the same way.

4. Use and possible storage of samples

Examine the received sample as soon as possible. However, if it is not possible to immediately examine the
obtained sample, it is allowed to store the swab with the collected sample in a lightly sealed test tube for no
more than 1hour at room temperature, and no more than 48 hours at a temperature of +2-8®C.

If swabs with nasal swab samples were received in a sealed tube from storage at a temperature of + 2-8°C,
then first let them reach room temperature without opening the tube!

5. Adding samples to the diluent tube

imerse the above two swabs in the same vial containing sample diluent to thoroughly rinse, mix, press
against the walls and extrude the solution from the swab heads, then discard the used swabs, screw on the
cap ofthe vial and invert it several times to belter mix the contents.
ATTENTION! The resulting sample should be added to the test cassette no later than 15 minutes
after removing the swabs and closing the tube cap.
ATTENTION! If the contents of the swabs are poorly mixed with the sample diluent, the result may
be inaccurate to the point of being unreliable.

6. Test method

6.1. Hardware testing (applies to the quantitative immunofluorescent analyzer FIC-QIOON, RU dated
14.09.2022, No. RZN 2022/18249.

6.1.1 Testing should be carried out at room temperature vrith sufficient light.

6.1.2 Turn on the device. Make sure the ID-card matches the lot number of the set.

6.1.3 Insert the ID-card into the ID-card port of the instrument, and make sure the set name and batch
number are correct after automatic reading.

6.1.4 Operation with the device is described in the Operation Manual of Immunofluorescence analyzer
FIC-QIOON, RU dated 14.09.2022, No. RZN 2022/18249.

6.2. Sample introduction.

6.2.1 Open the kit package, remove and place the test cassette on a clean and level table.

6.2.2 Take 100 pi of the prepared mixture of sample and sample diluent from a tube with a pipette and
pipe it into the sample inlet on the test cassette.

6.2.3 After 15 minutes of sample infusion and no visible liquid in the sample inlet, insert the test cassette
into the appropriate slot of the analyzer and press "Quick Test" to get the test result.

ATTEOTION! Do not test the cassette with the analyzer if more than 20 minutes have passed since
the introduction of the sample into it.

Or, after injecting the sample and after there is no visible liquid in the sample port, press "Standard Test"
and insert the test cassette into the appropriate slot on the instrument to wait for the test result. In this case,
the countdown of 15 minutes is performed by the analyzer.

6.2.4 Read the analyzer screen and/or print the test results.

7. Reading the results
7.1. The range for determining the concentration of the nucleocapsid protein of SARS-CoV-2

coronavinis: 0.025-20.0 ng/ml, values outside this range are displayed as: >20 ng/ml.
7.2. Interpreted as:
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- negative: < 0.025 ng/ml;
- gray zone: 0.025 ng/ml *0.05 ng/ml;
- positive: > 0.05 ng/ml.

7.3. The above ranges are for reference only. Each laboratory should establish its own normal reference
range in long term practice, .
[Marking]

The test cassette package must contain thefollowing information:
- name of the manufacturer and his address, telephone;
- abbreviated name ofthe manufecturer "DIANOBIO";
- "Set of reagents";
- "Test cassette™;
- REP graphic symbol indicating the authorized person and his address, telephone, website, e-mail;
- abbreviated name ofthe medical product;
- batch number;
-graphic symbol IVD;
- storage conditions;
- graphic symbol "Series number";
- graphic symbol "Best before™;
[lelflife.

The label on the box o fsample diluent tubes must contain thefollowing information:
- abbreviated name of the medical product;

- batch number;

- shelflife;

- volume in a test tube;

- the number of test tubes in the box;

- "Sample Diluent”.

The ID-card label must contain thefollowing information:
- abbreviated name ofthe medical product;
- batch number;

Each consumer (secondary) packaging (carton) must bear thefollowing information:
- manufacturer's name, address, phone number, logo;
- abbreviated name of the manufacturer "DIANOBIO";

"LEP graphic symbol indicating the authorized person and his address, phone, website, e-mail;

_ill name ofthe medical device;
- abbreviated name of the product;
- batch number;
- shelflife;
- RU number, date;
- "Setofreagents"”;
- the number of tests;
- storage conditions;
- graphic symbol "Manufacturer";
- REP graphic symbol indicating the authorized person in the Russian Federation, address, phone number,
website, e-mail;
- graphic symbol "number of tests in a package" (for a package with test cassettes) *
- IVD graphic symbol;
- graphic symbol "Store at 4 °C 30 ®C",
- graphic symbol "Caution! Refer to the instructions for use";
- graphic symbol "Read the instructions for use";

6
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- graphic symbol "Prohibition of reuse";
- graphic symbol "Biohazard";

- graphic symbol "Series number";

- graphic symbol "Best before";

- graphic symbol "Date of manufacture";
- the inscription "For professional use".

Transport (group) packaging:
- manufacturer's name, address, telephone;
- abbreviated name of the manufacturer "DIANOBIO";
- REP graphic symbol indicating the authorized person in the Russian Federation, address, phone number,
website, e-mail;
- full name ofthe medical device;
- number of sets;
- storage conditions;
- graphic symbol "best before";
- graphic symbol "date of manufacture";
- graphic symbol "series number";
- graphic symbol "Authorized person”;
- graphic symbol "Manufacturer";
aphic symbol "Store at 40C ~ 300C";
- graphic symbol "Caution! Refer to the instructions for use";
- gr™hic symbol "Read the instructions for use™;
- graphic symbol "Keep away from direct sunlight™;
-graphic symbol "Keep away from moisture";
- Net weight;
- the inscription "For professional use".

Symbols used on packaging and labels

Symbol Meaning Symbol Meaning
2 Expiration date B Read the instructions for use
1 1Batch number 1 D For in vitro diagnostics
30-C Manufacturer
Temperature range
N
W REP Authorized representative
r T

Carefully! Refer to ]
Number of tests in the set
instructions for use «
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Don't use twice A Biological hazard

Keep away from
Keep away from moisture

direct sunlight

Date of manufacture

[Package]

- A bag for a cassette with a size 0f59+2.9 x 129+6.5 mm made ofaluminum foil together with a desiccant;
- Box for test tubes with sample diluent 70+3.5 x 50+2.5 x 25+1.3 mm made of cardboard;

- Consumer box of a set measuring 190+£9.5 x 125+6.3 x 78+3.9 mm made of cardboard;

- Weight of the set: 307.8 g (+/- 5%).

Kit contents: 20 bags with cassettes, 2 boxes of 10 test tubes with sample diluent, ID-card, instructions for
use are packed in a consumer box.

[Transport and storage]
It should be transported in the original packaging of the manufacturer, which protects the products from

:emal influences, by all types oftransport in covered vehicles in accordance with the transportation rules
applicable to this type oftransport at a temperature of + 4 - 30 & during the entire shelflife.
When carrying out loading and unloading operations and transportation, it is necessary to strictly comply
with the requirements of handling signs printed on the packaging and shipping container.
If the conditions of transportation and storage are not observed, the medical device cannot be used!
The kit is stable when placed in a foam container and transported at -20 ®Cto +30 ®C for 6 days.

[Shelf life]
The shelf life of the product is set in accordance with the tests carried out in accordance with GOST R ISO

23640 in real time 12 months from the date of manufacture.
An expired kit is not applicable.

[Utilization and destruction]
Reagent kit, according to SanPiN 2.1.3684-21 “Sanitary and epidemiological requirements for the

maintenance of territories of urban and rural settlements, for water bodies, drinking water and drinking
water supply, atmospheric air, soils, residential premises, operation of industrial, public premises,
organization and conduct of sanitary and anti-epidemic ( preventive) measures "belongs to class B.

sposal or destruction, disinfection of reagent kits should be carried out in accordance with the SanPiN
z,.1.3684-21 "Sanitary and epidemiological requirements for the maintenance of territories of urban and rural
settlements, for water bodies, drinking water and drinking water supply, atmospheric air, soils, residential
premises, operation of industrial, public premises, organization and conduct of sanitary and anti-epidemic (
preventive) measures” and MU 287-113 "Guidelines for disinfection, pre-sterilization cleaning and
sterilization of medical devices."

[Warranty]

The manufacturer guarantees the compliance of the medical device with all the requirements of regulatory
documentation, subject to the conditions of operation, transportation and storage. The manufacturer's
warranties apply to the product until the expiration date printed on the packaging and apply to unopened,

undamaged and properly stored products.
The medical device complies with 1ISO1348X mtfei*8iO Ttods of the Russian Federation and regulatory
documents in terms of safety and efficienc]”rtS|**ments*(**formation about regulatory documentation).

[Manufacturer]
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Shandong Diano Biotech Co. Ltd.
Building C6, Chang'an Industrial Park, CuishanWest Street, Xbl T Street, Angiu City, Weifang City,

Shandong Province, China

[Authorized person] *

On the territory of the Russian Federation, regarding the quality of a medical device and its handling, please
contact: BIO FOCUS LLC, Russia, 109387, Moscow, Tikhaya str., d. 28, of. 216;
Tel.: +7 916 9006584; biofocus@ vandex.nt: www.biofocus.ru
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NOTARIAL CERTIFICATE
4

(Translation)

(2022) JJ.C.W.J.Z.Zi.No. 338

Applicant: Shandong Diano Bio-tech Co., Ltd., residence; Building
C6, Chang’an Industrial Park, Cuishan West Street, Xin’an Street, Angiu
City, Weifang City, Shandong Province, unify the social credit code:
91370784MA3BY89A9U.

Legal Representative; Shengming Yang, male, born on Sept. 2, 1948,
the holder of Identity Card No. 110107194809020019.

Item of Notarization; Signature and Seal

This is to certify that Shengming Yang, Legal Representative of
Shandong Diano Bio-tech Co., Ltd. came to my office on Sept. 26, 2022
and in front of me affixed his signature and seal of Shandong Diano

Bio-tech Co., Ltd. on the Statement in Chinese and English attached

hereto.
Notary; Yan Mei
Beijing Jingcheng Notary Public Office
The People’s Republic of China
September 26, 2022
V50535122
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NOTARIAL CERTIFICATE

(Translation)

(2022) J.IC.WJ.Z.Zi.No. 339

Applicant; Shandong Diano Bio-tech Co., Ltd., residence: Building
C6, Chang’an Industrial Park, Cuishan West Street, Xin’an Street, Anqiii
City, Weifang City, Shandong Province, unify the social credit code:
91370784MA3BY89A9U.

Legal Representative: Shengming Yang, male, bom on Sept. 2, 1948,
the holder of Identity Card No. 110107194809020019.

Item of Notarization; Conformity between the translation and the
original

This is to certify that the English version attached hereto is in
conformity with the original Chinese version of the Notarial Certificate

numbered (2022) J.J.C.WJ.Z.Zi.No. 338.

Notary: Yan Mei
Beijing Jingcheng Notary Public Office
The People’s Republic of China

September 26, 2022

V50535127
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Nepesod ¢ kumalicko2o u aHanuiicko2o A3LIKOE HA PyccKull ASLIK

HOTAPHUAJIbHOE CBUAETEJIbCTBO

IMekuHcKas HOTapHanbHas koHTopa L{3uHusH KuTaiickoii
Hapopnoii Peciy6iiuku

Heuamy ITexuncxoii nomapuanexoit xonmopsl Llzwnvon Kumaiicxoii Hapoonoii Pecnybruxu
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3asiBneHue

KomnaHusi LWaHbayH AuaHo bno-Tex Ko. NiTa. (Shandong Diano Bio-tech Co. Ltd.) 3aasnser,
4TO NpeAcTaBMNa HACTOALLYH VHCTPYKUMIO NO NPUMEHEHUNIO, KOTOpas npuaaraetcs.

3assutens: AH LLaHmMuH (Yang Shengming)
[Moagnuch 0T pyKK

JOMKHOCTL: [pe3nieHT

[JaTa: 26 ceHTa6psa 2022 roga.

KomnaHua WaHbayH AnaHo Buo-Tex Ko. JIT4.
(Shandong Diano Bio-tech Co. Ltd.)

Kpyrnaa neyaTb KomnaHuy WaHbayH InaHo
buo-Tex Ko. JITg. (Shandong Diano Bio-tech Co.
Ltd)

MeyaTb MeKNMHCKON HOTapnanbHoi KOHTOpPbI LI3nHYsH KuTalickoit HapoaHoit Pecny6.4nku
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YTBEPXOAKO

MHCTPYKUWNA MO NMPUNMEHEHWIO

«Habop peareHTOB /19 KOJIMYECTBEHHOTO ONpefe/ieHNa HYK1eoKancnaHoro aHTureHa
KopoHaBupyca SARS-CoV-2 B o6pa3lax Ma3KoB M3 HOCa Ye/l0BeKa METO40M (hNyOopecLeHTHOM
MMMYyHOXpomaTorpagum» «<SARS-CoV-2 N Ag»

Kpyrnaa neyaTb KomnaHuum LLlaHbayH AnaHo buo-Tex Ko.
NTpa. (Shandong Diano Bio-tech Co. Ltd.)

[HasHaueHue]
Habop peareHTOB npefHasHayeH A1s ObICTPOro KOAMYECTBEHHOrO onpefesneHUs in vitro KOHUeHTpauuu
HYK/1Ie0KancuaHoro aHTureHa KopoHasmpyca SARS-CoV-2 B o6pasiax Ma3koB M3 HOCa YesioBeka METOLOM
(D/IyOpPECLEHTHOI0O MMMYHOXPOMaTOrpauMueckoro aHanumsa C Lefnblo BbIsIBNEeHWA KopoHaBupyca SARS-
CoV-2 1 OUEHKN BMPYCHOW Harpyskum B KayecTBe 06C/nefoBaHUsi NPy HOBOM KOPOHaBUPYCHON MHGEKLNK
(COVID-19).

[PYHKUMOHaNbHOE Ha3HAYeHKE)

BcnomoraTtenibHOe CpefcTBO B AMarHoCTMKe. [lpuMeHeHWe Wu3[enva He WUMeeT MNONyNALMOHHBIX W
gemMorpamMyecknx acnektoB. [lonyyeHHble pe3ynbTaTbl He SABAAKOTCA OCHOBaHMEM [15i NOCTaHOBKM
AMnarHosa, a UCrosb3ytoTcs TONbKO B COYETaHMM C APYrMMU NabopaTopHbIMK MOKasaTeNs MU U UMarHo3oMm
NH(eKL MM

[O6nacTb NnpuMeHeHNs]
KnnHnyeckas nabopatopHas AuvarHocTMKa. MeanuMHCKoe n3genune ans AMarHoCTUKKM in vitro

[MoTeHyManbHble NOTPeOUTENN MEANLUHCKOTO U3LeNnns)

NNY nw6oro npoguns. @A, CoTpyaHukn KOS He Monoxe 18 neT ¢ BbICWMM W CPeAHUM MEeAULMHCKUM
6uonornyeckum o6pasoBaHMem, npoLlefLline COOTBETCTBYHOLLYIHO MNPO(ecCnoHanbHY0 MNOATOTOBKY B
o6nactn KA1 n obyyeHHble MeTogam 6e3onacHoi paboTtbl ¢ MBA 1u M rpynnoii naToreHHoCTw.

[MpodeccroHanbHbI YPOBEHb NOTEHLMANbHBIX NOMb30BaTeNel]

CoTpyaHukn KA1 He monoxe 18 neT ¢ BbICWWM W CPeAHUM MEAULMHCKUM WA BUONOrNYECKUM
obpa3oBaHMeM, npoLleflive COOTBETCTBYHOLLYK MPOPECcCCUOHaNbHY0 MNOAroTOBKY B o6nactm KAJT wu
00y4YeHHble MeToaam 6e3onacHoi paboTsl ¢ MBA | u Il rpynnoi natoreHHoCTH.

Mpn pabote c ob6pasuamu, MNONYYEHHbIX A8 N1a6OPaTOPHOrOo WCCNef0BaHUSA, AOMXKHbI YUYUTbIBATHCS
Tpe6osaHua CaHlMnH 2.1.3684-21 «CaHMTapHO-3aNUAEMUONOrNYEeCKMe TpeboBaHUA K COAep>KaHuio
TEepPpUTOpUIA TOPOACKUX W CENbCKUX MNOCEeNeHn, K BOAHbIM 00beKTam, MUTLEBOW BOAE W MUTLEBOMY
BOLOCHAOXEHUIO,  aTMOC(epHOMY  BO3AyxXy,  MO4YBaM, >KWbIM  MOMELWEHMAM,  3KCnayaTtayum
MPOM3BOACTBEHHbIX,  OOLLECTBEHHbIX  MOMELLEHWA,  OpraHu3auuMm UM NPOBEAEHUKD  CaHUTApHO-
MPOTMBO3NMAEMUYECKUX  (NPOPUNAKTUYECKUX) MeponpuaTuiny. MeauUUHCKUA  paboTHUK, KOTOPbIN
cobupaeT M TPaHCNOPTUPYET KAMHUYECKMe 06pasubl B N1abopaToputo, AOMKEH ObiTb 00Y4YeH MpaKTUKe
6esonacHocTM ob6pauweHns ¢ 6uomaTepuanom, CTporo cobnwgatb Mepbl  MNPesoCTOPOXHOCTM U
MCNoNb30BaTb CpPeAcTBa MHAMBMAYanbHOW 3awmTbl. KopoHaBmpyc SARS-CoV-2 oTHocuTtea Ko Il rpynne
naToreHHOCTU.
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[Bo3mO>KHbIe MO604YHbIE 3PeKTbI]
Mo60YHbIX 3P(PEKTOB He BbISB/IEHO.

[MokasaHna n NpoTnBONOKa3aHUA K NPUMEHEHNIO n3aenunsa]

N3penve npefHasHavyeHo And o6cnefoBaHMA MauMeHToB ¢ cumnTomMamu 1 6e3 cumntomos OPBW ¢ uenbio
ANarHoCTMKKU 1 auddepeHumnanmm kopoHasmpyca SARS-CoV-2, a Takxke A5 OLEHKN BUPYCHOW HarpysKku.
OCHOBHbIM BUAOM 6uomaTepuana ans nabopatopHoOro uccneposaHus Ha aHTureH SARS-CoV-2 asnsetcs
matepuan, NoayyYeHHbI Npu 3a6ope MasKoB 13 HOCca.

MpoTMBONOKa3aHUi, B paMKax yCTaHOB/IEHHOIr0 NPOU3BOAUTENIEM Ha3HAUYeHUs, HeT.

[OnuncaHne Lenesoro aHanMTa, Hay4yHast 060CHOBaHHOCTb, NPUHLMN LeACTBUA]

HoBble KOpoHaBMpYyCbl OTHOCATCA K pogy p. COVID-19 - ocTpoe pecnupatopHoe WHMPEKUNOHHOe
3abonesaHue. Jlioan emy nofsep>keHbl. B HacTosLlee Bpems 3apaxeHne aHTUreHom SARS-CoV-2 aBnseTcs
OCHOBHON npuynHoit COVID-19; 6eccMMNTOMHbIE WH(ULMPOBAHHbIE NIIOAN TakXe MOryT 6bITb
NCTOYHMKOM MH(eKUMN. Mo JaHHbIM TeKyLero anugeMnonornyeckoro uccnefoBaHns, UHKYy6aunoHHbIN
nepuog coctasnset ot 1 a0 14 gHeil, B OCHOBHOM OT 3 0 7 fAHeil. OCHOBHble MPOAB/EHUSA BK/IOYAKOT
noTepto OBGOHAHWA, YTOMAAEMOCTb, Xap W CyxOoh Kawe/nb. B HEKOTOpbIX cly4yasx O6HapyXuBaroTCs
3a/10)KEHHOCTb HOCa, HACMOPK, 601b B ropne, MManrus u guapes.

Ha paHHeli cTagmmn 3aboneBaHuns o6LLee KOMMYeCTBO IEKOLUTOB B NepuepuyecKkoil KpoBU B HOpPME WAn
CHMXEHO, a KO/INYeCTBO /IMMMPOLUTOB YMEHbLUEHO. Y HEKOTOPbIX MAaLMEeHTOB OTMEYanochb MOBbILIEHME
YPOBHA (PEPMEHTOB MeYeHn, MblleYyHbIX (epMeHToB U MuornobmHa. CPB M CKOpPOCTb ocefaHus
3pUTPOLUTOB MOBLIWEHbI Y 6O/ILLUMHCTBA MNAaUMEHTOB, a MPOKaJbUMTOHWMH B TO XXe Bpems B Hopme. B
TSOHKeNbIX cny4vasax KonmyectBo D-gumepa  yBennumBaeTcsi, a NUMQOUUTBHI  Nepudepnyeckoin  Kposwu
MOCTENEeHHO YMeHbLIAKTCA. HYKIEMHOBYIO KUCNOTY HOBOIO KOPOHABMpPYCa MOXHO 06HApYyXUTb B Ma3kax
13 ropna, MOKpOTe, CeKpeTax HKHUX AblXaTe/lbHbIX NyTeil, KpoBU M Apyrux obpasuax.

Habop peareHTOB A1 KO/IMYECTBEHHOI0 OnpefeneHns HyK/eoKancugHoro aHTureHa KopoHasmpyca SARS-
CoV-2 - 3T0 ObICTPbIA KONUYECTBEHHbIV [MArHOCTUYECKMIA TecT, KOTOpblA OnpefensieT KOAM4YecTBO
HYK/eoKancmaHoro aHTureHa kKopoHasumpyca SARS-CoV-2 (N-6enka) B Maskax M3 HoOca 4efnoBeka C
NCNONb30BAHMEM  K/1AaCCMYECKOT0 MeXaHu3Ma: COHABUY-MMMYyHOaHanusa. Ha TectoBoid nuvHum (T)
HaxomaTca aHTuTena «1» K N-6enky supyca SARS-CoV-2, aHtutena «2» K N-6enky supyca SARS-CoV-2,
KOHBIOTMPOBaHHbIE C (1YOPECLEHTHLIMU MUKpOCHepaMu, 3aKpensieHHbIMWU Ha TECTOBOW /IMHWUW C3HABUY-
MeTo4oM. PriyopecuUeHTHble MWUKPOCHEpPbl Ha TECTOBOW /IMHUM MOTyT ObiTb OOGHapY>eHbl C MOMOLLbLIO
(byOpecLeHTHOro MMMyHoOaHanm3a. Peakuus ¢ o6pa3uom Tak e OyfeT NPOUCXOAUTb Ha KOHTPOJIbHOW
nHuK (C), KoTopas NoKpbITa KO3bMM aHTUMBbILNHBLIM aHTUTeNoM (GAM).

[aHHbIi Habop obecrneymBaeT KOMMYECTBEHHYIO AMarHOCTMKY invitro M nNpuMMeHseTca K obpasuam MasKoB
13 Hoca.

[MeToab! cTepunusaynm n3genus)

WN3penve «Habop peareHTOB A0S KOMMYECTBEHHOrO OMPeAeNieHns  HYKNeoKarncCUAHOro aHTureHa
KopoHaBupyca SARS-CoV-2 B o006pa3uax MasKoB W3 HOca 4enoBeka METOAOM (h/TyOpPECLLEeHTHOM
nMMyHoxpomatorpapum» «SARS-CoV-2 N Ag» ABNAETCA HECTEPU/IBHBIM M HECTEPUIIN3YEMBIM.

[MporpammHoe obecrieveHne paboTbl U3aenns]
OTtcyTcTBYET.

[TexHMUeCKOe 06CNyXXNUBaHWE U PEMOHT U3Lenns]
N3penve He TpebyeT TEXHMYECKOro 06CNY>KMBaHWUA U HE NOANEXUT PEMOHTY.

[CocTaB Habopa]
Ha3BaHVen KOMMOHeHTa XapakTepucTuka Kon-Bo
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TecT-KacceTa KoHTeliHep 13 nnacTuka, MapkupoBaHHbIi SARS-CoV-2
N Ag, pasmepom 20 x 100 Mm, C OTBepCTUAMM [ANA
BHeceHMs o6pasya W Ansa  aHaIMTUYECKOW  30HbI,
COAepXXaLlnii TeCTOBYHO NOOCKY.

TecT-nonocka TecT-nonocka pasmepom 3,88 x 80 mm, BK/ItOYaeT B cebs
MembpaHy, Ha KOTOPOI HaxoaAaTcs: 20 Wt
- KOHTponbHasa nuHuaA (C): ko3mit aHTHMbimHHbmIgG;
- TectoBas nuHUS (T):
- MblWWHbIE aHTMTena K aHTutenam «1» K N-6enky
SARS-CoV-2;
- bIyOpecueHTHO KOHBHOIMPOBaHHbIe aHTUTeNna «2» K N-
6enky SARS-CoV-2.

Mpobupka c pasbasuTenem obpasya  Mpobupka W3 nnacTuka (MOMMATWAEH  BbICOKOIO
[laBneHuns) c HaBMHYMBAIOLLENCS KPbILLKOM
(mnonunponuneH, NOAWMATUNEH, CUNNKOH) o6bemom 15

20 wTt

M, cofepxallas 600 MKn pasbaBuTens obpasua 6e3
MOCTOPOHHUX YacTWUL, UM 3arps3HeHUn, copepyKallero:
Tpuc-HC1, pH 9,3, 0,032 monb/n.

VHCTPYKLMA NO NMPUMEHEHNUIO Martepuan: 6ymara MAOTHOCTbO 75 /M2 C BbICOKO
CTeneHbto 6efn3HbI. lwr
Pasmep: 297 x 210 mMm

ID-KkapTa KoHTeliHep 13 nnactuka 6enoro useta, pasmepom 20 X 1wt
20 Mm

MpumeyaHus.

}. Habop BknwouaeT BCe peareHTbl, HE06X04MMble AN NOCTAHOBKM aHaausa, KPOMe CTepTbHbIX
TaMNOHOB AN B3ATUA Ma3KoB U3 Hoca, fo3aTopa (nuneTku) ukcuposaHHoro o6bema 100 mky, Taiimepa,
aHaumzaTopa umMMmyHodnyopecueHTHoro FIC-Q100N, PY oT 14.09.2022, Ke P3H 2022/18249, wu
OlHOPAa30BbIX NepyaTOoK.

2.B cocTaBe n3genns OTCyTCTBYHT leKapCTBEHHbIe CPeACTBa M papmaleBTuUeckne cybcTaHymm.

3. B cocTaBe n3genus oTCyTCTBYKT MaTepuadbl, BCTynawuime B KpaTKOBPEMEHHbI HEMOCPEACTBEHHbIN
KOHTaKT C OpraHusMoM nauueHTa, M OTCYTCTBYWT .MaTepuaybl, BCTynawwue B ONOCPeSOBaHHbIN
KOHTaKT C OpraHu3mMom nauveHTa U nepcoHaya, MCNONb3ylOLWEro usgenue, npu BbINOAHEHUN T peboBaHuii
3KcnnyaTaynoHHOR JOKYMEHTaUUM (MHCTPYKLUM N0 NPUMEHEHUIO).

[AHannTnyeckne xapakTepucTnku]

[dvanaloH o06Hapy>XeHuUs.

[vana3oH o6HapyXeHUa KOHUEHTpaLUN HYKNeoKancuaHoro aHTureHa KopoHaesmpyca SARS-

CoV-2: 0.025-20,0 Hr/mn.

[vana3oH o6HapyxeHusa Habopa «SARS-CoV-2 N Ag» noateepxaeH ot 0,025 Hr/mn go 20,0

HI/M1 NyTEM TPOEKPaTHOro M3MepeHUs Habopamm Tpex pasHblX Cepuil. 3HauYeHue X0n0CTOn

npo6bl (LoB) coctaBnset 0.024997 Hr/m.

Mpefen obHapy>xeHUs (DeTeKHUNA,

Mpegen 06HapyXeHUs (aHaNUTUYECKO YyBCTBUTENbHOCTU) Habopa cocTaBnsieT 0,025 Hr/mn;

ToYHOCTB.

TouHocTb Habopa cocTaBnset 90-110%.

MoBTOPAEMOCTL/BOCNPON3BOAMMOCTD.

MokasaTenin NOBTOPAEMOCTU/BOCMPOU3BOAUMOCTMN ObliN YCTAHOBMIEHbI MPOU3BOAUTENIEM MPU NPOBEAEHUN
K/IMHUYECKMX uccnegoBaHmnin. BocnponssogumocTs <15 %, noBTopseMocTb <8 %.

AHanntnyeckas crneym@uUHoOCTb (MHTepgepPeHUMS N NepeKpPecTHble peakumn).

lMpoBepKa Ha MepeKkpecTHble peakLuuu.

Bupycbl rpunna Tuna A u B. pecnupatopHO cuHUMTWanbHbln Bupyc (PCB), Bupycbl naparpunna,
pvnoBupycel.
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afleHOBUPYCbI, YefioBeveckne meTtanHesmoBupycel, MERS-CoV, Streptococcus pneumoniae, Haemophilus
influenzatype B. Legionella pneumophila o koHueHTpauum 10 BOE / Mn He BAMAKOT Ha MpaBU/IbHOE
KONMYeCTBEHHOE Onpe/eneHne HyKNeokKancuaHoro aHTureHa kopoHaesnpyca SARS-CoV-2 Habopowm.

MpoBepka Ha MHTeP(EPEHLMIO

Matepuan KoHueHTpayus 3aknoueHne
MykonpoTenH (MyLuH) 200 mr/an Jo6aBrneHrie MeLLatOLLEro BeLLecTBa [0 COOTBeTCTByPOU.LEVI
FeMOrno6uH 2 r/n KOHLIEHTPaUMN  HE OKa3a/lo 3HaYMTE/IbHOro B/IMAHWA  Ha
pesynbTar TecTa.

Bpemsa nonyyveHns ctabunbHbIX pe3ysibTaTtoB —15 MUHYT
[PethepeHCHbIN MHTepBan]

PesynbTaTbl BblgBNeHUs y 120 340p0BbIX A06POBONbLEB 6blIM  CTATUCTUYECKU MPOAHaNU3NPOBaHbI
HenapameTpuyeckMM METO[OM, BEPXHAS TrpaHMUa OAHOCTOPOHHero 95% ped)epeHTHOro MHTepBana
cocTtaBuna 0,025 Hr / mn.

Takum 06pa3omM, B MONyNsiuUM 340pOBbIX He MepebONeBLIMX M He BaKLMHWPOBAHHbLIX NMtOAeA aHTMTena
OTCYTCTBYIOT. Pe3ynbTatbl Tecta MeHee 0,025 Hr / Mn cumTanucb oTpuuaTesibHbIMU, paBHble 1 Bbiwe 0,025
HI / M - NOSIOXUTENIbHBIMU.

(QnarHocTuyeckne xapakTepuUCTUKN]

[narHoctunyeckas 4yBCTBUTE/NIbHOCTL Habopa peareHToB: 98,79% -100% (c JoBEPUTENILHON BEPOATHOCTLIO
95%).

AwnarHoctuyeckas cneynuyHocTb Habopa peareHToB: 99,11%-100% (C AOBepuUTENbHOW BEPOATHOCTbLIO
95%).

Mo pe3ynbTaTaM KAUHWUYECKUX UCMbITaHWIA:

[narHoctmyeckas 4yBCTBUTENbHOCTb: 83,89% -100% (C 4OBEPUTENLHOIN BEPOSTHOCTLIO 95%).
[vnarHoctnyeckas cneungumyHoctb: 83,89%-100% (c 4OBEPUTENBHON BEPOATHOCTbIO 95%).

(Ucenepyemble obpasybl]
O6pasubl 4N uccnefoBaHnii NpPeacTaBnAT cO60M Ma3KM U3 Hoca.

(Mepbl NpefoCTOPOXHOCTU]

N3penve ncnonb3yeTtcs TOMLKO ANA AUArHOCTUKK invitro.

Mepen vMcnosiib30BaHWEM MPOBEPbTE, HAXOAMTCA MW W3fenue B MNpefenax Cpoka rogHOCTM W COCTOAHME
repMeTUYHOCTM YNaKoBKM.

N3penve MOXHO XpaHUTb NPU KOMHATHOW TemnepaType, B 3aliWMLWEHHOM OT Bfarn ¥ 3aMopaxwuBaHuu
MecTe. PeareHTbl, XpaHALMECH NPU HU3KUX TemnepaTypax, nepef MCMo/ib30BaHWEM CrefyeT [OBECTU [0
KOMHaTHOW TemnepaTypbl.

Moxkanyincta, He OTKpbIBaTe YNakoBKY, KOrfga TecT-KacceTa He WUCMOMb3yeTcsd, 4Tobbl un3bexarb
MOr/OLWEHNA Baru, ¥ He UCMOMb3yTe ee, eCN NakeT U3 atOMUHNEBOW (PO/bIN MOBPEXIEH.

UpesamepHoe BHeceHMe npobbl MOXET MpuBecTM K 06paTHOMY MNOTOKY o06pasya, 4TO npuBedeT K
NOXHOMOJIOXUTENbHBIM U APYTIM aHOMa/IbHbIM pe3y/ibTaTaM.

Mpn nonyyeHun v nepegadve 06pasLoB OT 340POBbIX MNALWEHTOB WM NaLUEHTOB C CUMMTOMAaMK, OMepaTopbl
[0O/MKHbI  ObITb 06ecneyveHbl 3awmnToin 6GuMobesonacHoCcTM 2 ypoBHA. lMMpu paboTe €O chneyuanbHbIMU
obpasuamu (Hanpumep, NpW NOLO3PEHUM HA YTeYKy) CTeneHb 3alMTbl LO/KHA ObITh NOBbILEHA O YPOBHA
6rnobesonacHoctn 3. Mpu nonyyeHun u nepefaye o6pasLoB OT MOATBEPXKAEHHbLIX MaLMEHTOB OMepaTopsbl
LO/IKHbI 6bITb 06ecneyeHbl 6M06€30MNacHOCTLIO0 3-T0 YPOBHS.

Ecnn pabounii npouecc He TpebyeT OTKPbITUA NPOOGMPOK, cnefyeT o6ecneyvTb 3awuTy YpOBHA 2
6rnobesonacHocTn. Ecnv BO Bpems onepauuy HEO6XOLMMO OTKPbITb MPOGUPKY, UYTO MOXET MPUBECTU K
06pa3oBaHM0 a3p0o30/s, WK MpU HENOCPeACTBEHHOM NPUKOCHOBEHUU K 06pa3Lly, Heo6xo4MMo obecrneyunTb
3aWmnTy YpoBHA 3 61M06e30MacHOCTHN.
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KomnoHeHTbl Habopa © 0OTXoAbl, oO6pasywolmecs B pesynbTaTe TecTa, paccmaTpuBaroTCa — Kak
NH(EKLNOHHbIE 3arpA3HUTENN.

Mpn pa6oTe ¢ o6pas3uamu, MONYYEHHbIX A8 N1a60paTOPHOro UCCMef0BaHUA, [O/KHbI YYUTbIBATLCH
TpeboBaHus CaHlMuH 2.1.7.3684-21 «CaHMTapHO-3NNAEMUONOTMYECKME TpeboBaHUA K COAep>KaHuto
TEPPUTOPUIA TOPOACKUX W CeNbCKUX MOCeNIeHWI, K BOAHbIM 006bekTaM, MUTbEBOW BOAE W MUTLEBOMY
BOJOCHAOXeHN0.  aTMOC(epHOMY  BO3AyXY.  MOYBAM.  >KWMbIM  MOMELEHUAM.  3KChayaTaumm
MPOU3BOACTBEHHbIX,  OOLIECTBEHHbIX  MOMELLEHWU,  OpraHuM3auMm W MNPOBEAEHUIO  CaHWTapHO-
NPOTUBO3NUAEMUYECKMX  (NPOPUNAKTUYECKMNX) MEPONpUATUin». MeauUMHCKUA  paboTHUK, KOTOPbIN
cobupaeT U TPAHCMOPTUPYET KAMHWYECKWe 06pasubl B nabopatoputo, LO/MKEH OblTb 06y4YeH npakTuke
6esonacHOCTM oOpalleHns ¢ 6Guomartepuanom, CcTporo cobnwgatb Mepbl  MPeJOCTOPOXHOCTU U
MCNoNb30BaTh CPeACcTBa MHAMBMAYaANbHOW 3awnTbl. KopoHaBupyc SARS-CoV-2 oTtHocuTcs Ko Il rpynne
MaToreHHoCTu.

Habop peareHToB, B cooTtBetcTBMM C CaHllMHom 2.1.3684-21 «CaHUTapHO-3NNAEMNONOTUYECKNE
Tpe60oBaHUA K COLEPXaHWUI TeppuUTOpPUA TOPOACKMX W CEeNbCKMX MNOCeNeHWi, K BOAHbIM 06beKkTam,
NMUTLEBON BOJE M NMUTbEBOMY BOAOCHABGXEHMIO, aTMOC(HEPHOMY BO3L4yXY, MOYBAM, XU/bIM MOMELLEHUAM,
aKcnnyaTauuy NPou3BOACTBEHHBIX, OBLLECTBEHHbIX MOMELLEHWI, OpraHu3aLmMm U NpPoBefeHN0 CaHUTapHO-
MPOTMBO3NMAEMUYECKUX (MPODUNIAKTUYECKNX) MEPONPUATUIA» OTHOCUTCA K Knaccy B.

YTunvsauuo Unm yHUUTOXeHue, ae3vH(eKLno HabopoB peareHToB CneAyeT NpPoBOAUTL B COOTBETCTBUU C
CaHlMuH 2.1.3684-21 «CaHMTapHO-3NNAEMMUONOINYECKNEe TpeboBaHMA K COAepXaHW TeppuTOpuiA
FOPOACKMNX U CeNbCKUX MOCEeNEHNI, K BOAHbIM 06beKTaM, NUTLEBOW BOLE W NMUTLEBOMY BOAOCHAGXEHUIO,
aTMOC(epHOMY  BO34yXy, [MO4YBaM, >KW/bIM  MOMELLEHUAM,  3KCnayaraumm  MPOU3BOACTBEHHbIX,
O6LLECTBEHHbIX  MOMELLEeHW, OpraHu3auMm W MNPOBEAEHUI0  CaHUTAapHO-NPOTUBOANUAEMUYECKNX
(NnpohunakTnUyecknx) MeponpusaTuin» n MY 287-113 "MeTtoanyeckme ykasaHUs N0 AE3UH(EKLUN,
NpeacTepUNN3aLMOHHON OYNCTKE W CTEPUNU3ALMN U3AENNIA MELULMHCKOTO HasHayveHus".

(BbInosiHeHMe TecTa)

1. O6opypoBaHue N MaTepuanbi:

MepuaTku, Talimep.

CTepu/bHble TaMMOHbl [18 B3ATUA Ma3KoB M3 Hoca«M3penus gns nabopaTtopHbIX WCCNefoBaHWUi U3
MosIMMEpPHbIX MaTtepuanos», n.12. LLnatenn, NeTnn nofMmepHble U TaMMNOHbI-30HAbI, Mpou3ssogcTea Ningbo
Greetmed Medical Instruments Co., LTD, KuTtaii. PY Ne ®C3 2012/11857 ot 28.03.2012.

[o3aTop (NuneTka) prkKcupoBaHHOro o6bvema 100 MK,

AHanusatop nmMmyHogyopecueHTHbIn FIC-Q100N, PY o1 14.09.2022, P3H 2022/18249.

2. icnonb3yemble 06pasubl
Wcenepyemble 06pasubl NpeAcTaBsOT cO60 Ma3Ku M3 HoOca.

3. MeTop cbopa o6pasLoB

[locTaHbTe U3 yNakOBKW HOBbIA CTEPWbHbIA TaMMOH, BCTaBbTE€ €r0 B HOCOBOW XO4 MNPUMeEPHO Ha 5
CaHTUMeTpOB BrNy6b, MeANeHHO MPOBEPHUTE ero TaM HECKO/bKO pa3 M aKKypaTHO BblHbTE W3 HO3LPW.
3atem BO3bMUTe APYrOi HOBbIA CTEPUSIbHBIA TaMMOH U TakMM >Xe o6pa3oM cobepuTe obpasel, 13 Apyrown
HO34pW.

4. Vicnonb3oBaHWe 1 BO3MOXHOE XpaHeHMe 06pasLoB
WccnepgoBaHme nonyyeHHOro obpasua BbIMOMHUTL KaK MOXKHO 6bicTpee. OfiHAKO B C/lyvae HEBO3MOXHOCTH

He3ameA4/IMTeNbHOro0 MUCCNef0BaHUA MoMyYeHHOro obpasua, LONyCKaeTCs XpaHeHWe TaMroHa ¢ CO6paHHbIM
o6pa3uom B NIOTHO YKYMOPEHHOIN Npobupke He 6onee 1uaca Npu KOMHaTHOW TemnepaType, v He 6onee 48
4yacos npu Temneparype +2-8°C.

Ecnn TtamnoHbl ¢ obpasuamum MasKoB M3 HOCa MOCTYNUAM B YKYMOPEHHON Npobupke C XpaHeHus npu
TemnepaType+2-8°C, TO BHayane jailte UM JOWTM O KOMHATHOM TemMnepaTypbl, He OTKpbIBas NPo6upKy!

5. BHeceHMne 06pa3L,oB B NpobMpPKY Cc pasbaButesem
[lBa BbllleyKa3aHHbIX TaMMoHa NOrpysnTe B OAHY W Ty Xe Mpo6upKy, cofepxallyto pasbaBuTenb s
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obpasya, ANA TuWaTenbHOW NPOMbIBKM, MNepemMellnBaHns, MPUKMMaHUA K CTeHKaM W BblAaBAnBaHUA
pacTBOpa M3 rO/IOBOK TaMMOHOB, 3aTeM YTUAMU3UPYINTE MCNOMb30BaHHbIE TaMMOHbI, 3aBUHTUTE KPbILWKY
NPoOBMPKM 1N HECKONBLKO pa3 NnepeBepHUTE ee 419 Ny4Llero nepemMeLinBaHua CoOAep>XXnmoro.

BHVMAHWE! TMonyyeHHaa npoba go/mkHa OblTb BHeCeHa B TeCT-KacCeTy He nosgHee 15 MUHYT
nocsie U3BNeYEHNA TAMIMOHOB U 3aKPbITUSA KPbILLKN MPO6GUPKN.

BHUMAHWE! Ecnu cogepXXnmoe TaMnNoHOB 6yaeT MsoXo cMewaHo ¢ pasbaBuTenem ans obpasuos,
pe3ynbTaT MOXeT 6bITb HETOUYHbIM BM/I0Tb 40 HEAOCTOBEPHOCTH.

6. MeTog TecTupoBaHusA

6.1. AnnapaTHoe TeCTMpOBaHue (npumeHseTcsH K KO/MIN4YeCTBEHHOMY aHanmsaTtopy
nmmyHognyopecueHtHomy FIC-QIOON. PY ot 14.09.2022, Ne  P3H 2022/18249.

6.1.1 TecTupoBaHMe cnefyeT NPOBOAMTbL MPWM KOMHATHOW Temnepatype B YC/N0BMUAX [0CTATOYHOM
OCBELLEeHHOCTMU.

6.1.2 BknounTe npubop. Yo6eamtech, 4to ID-KapTa COOTBETCTBYET HOMePY MapTun Habopa.

6.1.3 BcTtaBbTe TD-KapTy B nopT gna ID-kapTbl npubopa v ybeauTtechb, 4To Ha3BaHWe Habopa M HOmep
NnapTUKW BepHbI MOC/e aBTOMaTUYECKOr0 CUATLIBAHUS.

6.1.4 Pabota ¢ npubopom onucaHa B PykoBoacTBe N0 3KchnyaTaumuM  AHanusartopa
nmmMmyHognyopecueHTHoro FIC-Q100N. PY oT 14.09.2022, Noe P3H 2022/18249.

6.2. BHeceHune npobsl.

6.2.1 OTKpoiiTe ynakoBKy Habopa, U3BNEKNTE N NOMECTUTE TECT-KACCeTY Ha YUCTbIA U POBHbIA CTON.

6.2.2 BosbMuTe gosatopom (NMneTkoi) n3 npobupkn 100 MKN roToBOM cmecu obpasya u pasdbaBuTens
06pasLa 1 BHECUTe ee B OTBEpPCTUE AN5 BHECEHMS NPOObl HAa TeCT-KacceTe.

6.2.3 Uepe3 15 MWUHYT nocsne BHECEHUS NPOObI M NOCNe TOro, Kak B OTBEPCTUMN AN BHECEHMS NPO6bl He
OyfeT BUAMMOW >XWAKOCTW, BCTaBbTe TECT-KAacCeTy B COOTBETCTBYIOLWMIA CNOT aHanM3aTopa M HaxXmute
«BbICTPbIN TECT», YTOObI NONYUNTL Pe3ynbTaT TecTa.

BHMUMAHWE! He TecTupyinTe KacceTy aHanm3aTopoMm, ec/in nocfie BHeCeHWS B Hee Mpoo6bl
npowuno 6onee 20 MUHYT.

Wnu nocne BHeceHMs Npobbl 1 Nocne TOro, Kak B OTBEPCTUM AN BHECEHUS NPO6bl He 6yaeT BUAUMONA
XUAKOCTH, HXXMUTe «CTaHAAPTHBIN TeCT» 1 BCTaBbTe TeCT-KacceTy B COOTBETCTBYHOLLNIA CNOT Ha npubope,
4yTOObI AOXAATLCA pe3ynbTarta Tecta. B fjaHHOM ciyyae oTcyeT 15 MUHYT BbINOJIHAETCA aHa/IM3aToOpoM.

6.2.4 CynTaiiTe C 3KpaHa aHanu3aTopa U/unn pacneyaTaiiTe pe3ynbTaTbl TeCTa.

7. YUTeHne pe3ynbTaToB

7.1. Ovana3oH onpefeneHns KOHUEHTpauuu HykeokancugHoro 6enka kopoHasupyca SARS-CoV-2:
0,025-20,0 Hr/Mn, 3Ha4YeHWA 3a rpaHMLamMmn AaHHOro guanasoHa oTobpaxaroTca Kak: >20 Hr/mn.

7.2. IHTepnpeTnpyeTcs Kak:

- oTpuyaTtensHblid; < 0,025 Hr/mn;

- cepas 30Ha: 0,025 Hr/mn - 0,05 Hr/mn;,

- NONOXUTENbHBIA: > 0,05 Hr/MA.

7.3. BblleyKa3aHHble auanasoHbl NpuBefeHbl TOIbKO Ans crpaBku. Kaxpaasa nabopatopus [0MXKHA
YyCTaHOBUTb CBON COBCTBEHHbI HOPMasbHbIN peepeHCHbIV AMana3oH B O/TOCPOYHON NPaKTUKE.

[MapkupoBka]

MakeT Ana TecT-KacceTbl AOM>KEH COAEP>KaThb CeAyloLWw Yy UHpopMaLuio:
- HaMeHOBaHMe NPOU3BOANTENS U ero afpec, TeneoH;

COKpaleHHoe HauMeHoBaHue npouseogutensd «D1IANOBIO»;

- «Habop peareHToB»;

- «TecT-KacceTa»;

-rpagmyeckmnin cumeon REPC yKasaHMeM YyNoSHOMOYEHHOrO nua v ero agpec, TeneoH, canT, aeKTPOHHas
noura;

- COKpalleHHOe HauMeHOBaHWe MeJULUHCKOT0 N3aenus;

- HOMep napTuu,

- rpadmyeckuin cumson IVD;

- YCNOBUSA XpaHeHus,;
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- rpadmyeckmnii cumson «Homep cepumn»;
- rpacuyecknii cumBon «CofeH [o»;
- CPOK rofHOCTW.

dTUKeTKa KOpo6KM Npo6UpPOK ¢ pasbaBuTeneM o6paslia JON>KHA COAEPXKATb CNefyLLy0 UHOPMaLWio:
- COKpallleHHOe HanMeHOBaHWe MeANLNHCKOro U3Aenus;

- HOMep napTuu;

- CPOK rofHOCTY;

- 06Bbem B NpPo6UpPKe;

- KONIMYeCcTBO NPOGUPOK B KOPOOKE;

- «Pa3baBuTens obpasyax.

STukeTKa KO-KapThl JOMXKHA COAEPXKATb CNefyoLLy0 MHGOPMALMIO:
- COKpalleHHOe HavMeHoBaHMe MeANLUHCKOro U3aenus;
- HOMep nmapTum;

Ha kKa>kpoil noTpebnTenbCkoin (BTOPUYHON) ynakoBKe (KapTOHHOW KOPO6Ke) fo/mKHA 6blTb HaHeceHa
cnegyrouias nHpopmauns:

- HaMMeHOoBaHWe NPOU3BOAUTENSA, afpec, TeNethoH, NOroTUM,;

- COKpaweHHoe HanmeHoBaHue npoussogutend «DIANOBIO»;

- rpauyecknin cumeon REPC ykasaHMeM YMNO/SHOMOYEHHOr0 /nuua W ero agpec, TeneoH, CcaurT,
3/1EKTPOHHAA MnoyTa,;

- NOJIHOE HavMeHOoBaHWe MeAULIMHCKOro U3fenus;

- COKpalLl,eHHOe HauMeHOBaHVe U3aenns;

- HOMep napTuu;

CPOK roAAHOCTY;

Homep PY. paTa;

«Habop peareHTOB»;

KO/INYeCTBO TECTOB;

- YCNOBUSA XpaHeHus,;

- rpatmyeckunii CMMBON «M3roToBuUTENbY;

- rpaguyecknii cumon REPC ykaszaHMem yno/sIHOMOYEHHOro nuua B P®, agpec, Homep TeneoHa, Ccair,
3/1eKTPOHHAs MoYTa,;

- rpamyecKunii CMMBON «KOIMYECTBO TECTOB B YNaKOBKe» (419 nakeTa c TeCT-KacceTamm)

- rpagmyeckunini cumson 1VD;

- rpadmyeckuii cumaon «XpaHuTb Npu Temnepatype 4 °C - 30 ®Cx;

- rpadmyeckuii cumson «OCTopoXHO! O6paTUTECh K MHCTPYKLMMW MO NPUMEHEHUIOY;

- rpatmyeckunii cumson «MNpoYTUTe MHCTPYKLMIO MO NMPUMEHEHUIO»;

- rpadmyeckunii cmMBon «3anpeT Ha MOBTOPHOE NPUMEHEHUEY;

- rpadmyeckunin cumeon «bronornyeckas onacHoOCTb»;

- rpatmyeckunin cumeon «Homep cepmm»;

- rpadmyeckuii cumeon «lFogeH fo»;

- rpadmyeckunii cumMBoN «JlaTa N3roToBNEHNSAY;

- Hagnucb «4ns NPoheccoHasbHOTO NPUMEHEHNS».

TpaHcnopTHasa (rpynnosas) ynakoska:

- HaumeHoBaHWe NPOV3BOAUTENSA, afipec, TeNedoH;

- COKpaLlleHHoe HanMeHoBaHue npoussoantens «DIANOBIO»;

- rpaguueckunii cumson REPC ykasaHumeM ynonHomoyeHHoronuua B P®, agpec, HoMep TenedoHa, caiT,
3/M1eKTPOHHAdA noyTa;

- NOSIHOE HanMeHOBaHWe MeJULMHCKOTo 13genus;

- KO/INYeCTBO HabopoB;

- YCN0BUA XpPaHeHus;
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rpaMyecknin CUMBON «FOAEH [0»;

rpagpuyecknii CUMBON «faTa U3roTOBEHNS»;

rpaMyeckmin CUMBON KHOMEP CEPUN»;

rpamyecknin CUMBON «Y NONHOMOYEHHOE NINL0»;

rpamyecknii CMMBON «M13roTOBUTENbY;

rpamyeckmin cumson «XpaHnTb Npu Temnepatype 4°C - 30®C»;
rpacuyeckuini cuMmBon «OCTOpoXXHO! OBpaTUTECH K MHCTPYKLMMN MO NMPUMEHEHWNIO»;
rpamyecknii cumson «MpouTUTE MHCTPYKLMIO NO NPUMEHEHUIOY;
rpamyecknii CMMBON «bepeyb OT MPAMbIX CONTHEYHbIX NTyYeit»;
rpacmyecknii cumBon «bepeyb OT Bnarm»;

macca HeTTo;

Hagnuch «[ng npodeccMoHanbHOro NPUMEHeHNs».

CumBonbl, NCcnosib3yeMble Ha ynakKoBKE N 3TUKETKaX

Cwnmson 3HaueHve Cumson 3HayeHune
MpoyTnTe NHCTPYKLUMIO MO
l"ofeH po I
NPYMeHeHUo
1 1HOMep napTum 1 NMD [nsa AnarHoCTUKM VH BUTPO
. M3rotoBuTesnb
« 30-C TemnepaTypHblii
4°C » AvanasoH .
REP YNONHOMOYEHHbIVW NpeacTaBuUTeNb
OcCTOpOXKHO!
O6paTtuTechb K
KonnuectBo TecToB B Habope
WHCTPYKUMM NO
NPUMeHEHMN IO
He ucnonb3osatb
A brvonornyeckas onacHocTb
LOBaX bl

Bepeub OT NpsAMbIX

. bepeub oT Bnaru
COJTHEYHbIX NyYyel

[aTa n3rotosneHus

[YnakoBka]

- MakeT Ans KacceTbl pasamepom 59+2,9 x 129+6,5 MM 13 PONbIN aNtOMUHMEBOI BMECTE C OCYLLUUTENEM;
- Kopobka ansg npobupok ¢ pazbasuTenem obpasya pasmepom 70+3,5 x 50+2,5 x 25+ 1,3 MM 13 KapTOHa,;
- MoTpebutenbckasa Kopobka Habopa pasmepom 190+9,5 x 125+6,3 x 78+3,9 MM U3 KapTOHa;

- Macca Habopa: 307,8 r (+/- 5%).
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KomnnekTtayms Habopa: 20 nakeToB ¢ KacceTamu, 2 Kopobku rno 10 npobupok ¢ pasbasuTtenem obpasua, I1D-
KapTa, MHCTPYKLUMA N0 MPUMEHEHWNIO YNaKoBaHbl B NOTPe6UTENLCKYHO KOPOOKY.

[TpaHcnopTMpOBKa U XpaHeHue]

CnepfyeT nepeBo3nTb B OPUTMHANIbHOW YNakoBKe NPOU3BOAMTENS, 3allULLaloWein NPoayKLUNI0 OT BHELLIHUX
BO3[eiCTBMI, Ha BCEX BUAAX TPaAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBUMN C
npaBunaMun NepeBo3oK, LeNCTBYIOLMMMN Ha TPaHCMOPTe A4aHHOro BUAa Npu Temnepatype ot +4-30 °Cs
TeyeHune BCEro Cpoka rogHoCTu.

Mpv NpoBefeHUN NOrpy304HO-Pasrpy30UHbIX PaboT v TPaHCNOPTUPOBAHUM CIeAYEeT CTPOr0 BbIMOHAThL
Tpe6oBaHWA MaHUMYNALMOHHbLIX 3HAKOB, HAHECEHHbIX HAa YNaKOBKEe Y TPAHCNOPTHOW Tape.

Mpy HecobGMOLEHUN YCNOBMIA TPaHCMOPTUPOBAHUSA W XPaHEHWs MeAWLMHCKOe u3genve He MNOANEXUT
1CNonb30BaHMo!

Ha6op cTabunieH npu nomeLLeHny B NMeHOMIACTOBOM KOHTENHepe M TPaHCMOPTUPOBKE Mpu TemnepaType OT
-20° Cpo + 30 ° C B TeueHue 6 gHel.

[Cpok rogHocTun]

CPOK TOAHOCTU W3MeNns YCTAaHOB/IEH B COOTBETCTBMM C NPOBELEHHbIMU ucnbiTaHuamu no FOCT P UCO
23640 B peasibHOM BpeMeHW 12 MecsLEeB CO fHA U3rOTOBMEHUS.

Habop C NCTEKLIMM CPOKOM TOAHOCTM He NMPUMEHSAETCS.

[YTununsauma v yHnutoxkeHue]

Habop peareHTOB, B cooTBeTCTBMM ¢ CaHlMuH 2.1.3684-21 «CaHuUTapHO-3NNAEMUONOTMYECKE TpeboBaHMS
K COAepXaHUIo TeppUTOPUIA TOPOACKUX W CeNIbCKUX MOCeNIeHUIR, K BOAHbIM 06beKTaM, MUTLEBON BOLE W
MAUTbEBOMY BOAOCHaOXeHUIo, aTMOC(epHOMY BO3LyXY, MOYBaM, XW/bIM MOMELEHMAM, 3KCnayartalmm
MPOM3BOACTBEHHbIX,  OOWECTBEHHbIX  MOMELLEHWI, opraHm3aunM 1 MNPOBEAEHNI0  CaHMUTapHO-
NPOTMBO3ANUAEMUYECKMX (MPODUNAKTUYECKUX) MEPONPUATUIA» OTHOCUTCA K Knaccy B.

YTUnnsauuio uam yHUUYTOXEHWe, Ae3nH(eKLmio HabopoB peareHToB cnefyeT NpoBOAWTL B COOTBETCTBUNY C
CaHlMuH 2.1.3684-21 «CaHMTapHO-3NNAEMMNONOTNYECKNE TpeboBaHWA K COAEPXaHWUK TeppuTopuii
FOPOACKUX N CEeNbCKUX MOCENeHW, K BOAHbIM 06beKTaM, MUTLEBON BOAE M MUTLEBOMY BOAOCHAGXEHUIO,
aTMoC(epHOMY  BO3f4yXYy, MOYBaMm, D>KWIbIM  MOMELLEHWAM, 3JKChayatauuu  MPOU3BOLCTBEHHbIX,
OOLLECTBEHHbIX  MOMELLEHWIA, OpraHM3auunm 1 MPOBEAEHUIO  CAHMTAPHO-MPOTUBOINNAEMUYECKNX
(NnpohunakTMyecknx) meponpusaTuiny n MY 287-113 «MeToauyeckne yKasaHus No  Ae3nHMeKUun,
npeacTepuIN3aLnoOHHON OYNCTKE U CTEPUAN3ALUN N3LeNNA MEAULNHCKOTO Ha3HaYeHMs».

[FapaHTUliHbIe 0653aTeNbLCTBA]

N3roToBMTeNb rapaHTUpPyeT COOTBETCTBME MEAMLUMHCKOrO u3genus BceM Tpe60BaHWMAM HOPMATUBHON
OOKYMEHTauun npu cobM4eHNn YCNOBUIA 3KCMayaTauun, TpaHCMOPTUPOBaHUA U XpaHeHus. [apaHTuu
NPON3BOAUTENS PACNpPOCTPAHAIOTCA Ha W3[enne A0 WCTEYEeHWUA CpoKa ero rofHOCTW, YKa3aHHOro Ha
YNaKOBKe, N OTHOCATCA K HEOTKPbITOMY, HEMOBPEXAEHHOMY M NPaBUIbHO XPaHALLEMYCA U3LENNIO.
MepguunHckoe wmsgenue cootseTcTBYOT 1SO 13485, HauuoHanbHbIM cTaHgaptaMm P® © HOpMaTUBHbLIM
JIOKYMEHTaMm B 4acTu TpebOBaHWII 6Ge3omacHOCTM WU 3dekTMBHOCTN (cM. CBeAeHWS O HOPMaTUBHOIM
LOKYMeHTauum).

Kpyrnas neyaTb KomnaHuu LaHbayH naHo buo-Tex Ko.
NnTpa. (Shandong Diano Bio-tech Co. Ltd.)

[MpounseoanTens]

Shandong Diano Bio-tech Co. Ltd.

Building C6, Chang'an Industrial Park, CuishanWest Street, Xin’an Street, Angiu City, Weifang City,
Shandong Province, China /

«LWaHbayH AnaHo brno-Tex Ko. Jltg.»

3paHune C6, npombilweHHbIM Napk YaHra, 3anagHas ynuua Llyiiwans. ynuua CuHaHb, ropog AHbLO, ropog
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Boiigan, npopununs Llansayn, Kutaii

[Ynonnomouennoe anuo]

Ha teppuropin Poccuiickoit ®eaepauun no BONpocaM KavecTBa MEAHIMHCKOrO Haliehns W obpaleHus ¢
nuM obpamatitecs: 000 “BHO ®OKYC”, Poccus, 109387, r. Mockea, yn. Tuxas, n. 28, od. 216;
Ten.: +7 916 9006584; biofocus@yandex.ru ; www.biofocus.ru
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HOTAPUNAJIbHOE CBUAETE/TIBCTBO
(MepeBof)
(2022) JJ.C.W.J.Z.Zi.No. 338

3assutenb: LWaHbayH AnaHo Buo-Tex Ko. /ita. (Shandong Diano Bio-tech Co.
Ltd.), mecTo HaxoxaeHus: 3gaHme C6, NPOMbILLNEHHbIA NapK YaHra, 3anagHas
ynuua LlyiwaHs, ynmya CrHaHb, ropof AHbLO, ropog BaiitaH, NpoBUHUMS
LlaHbAYH, YHUPULMPOBAHHbIA KOZ COLMANbHOTO KpeaunTa:
91370784MA3B Y89A9U.

3aKOHHbIN npeacTaBuTenb: LLIBHMMH AH, My>KUUHa, poanncs 2 ceHTabpsa 1948 r.,
Bnageney ygocrtosepeHusa nnyHoct Ne 1101071948090200109.

MpeameT HOTapuanbHOro 3aBepeHus: MoAnuch U neyvatb.

HacToswum ygoctoBepsieTcs, 4To LLISHMUH AH, 3aKOHHbIN NpeacTaBuTeNb
WaHbayH OnaHo Buo-Tex Ko. fita. (Shandong Diano Bio-tech Co. Ltd.)
npuwen B Mo ouc 26 ceHTA6pa 2022 r. 1 NocTaBuA CBOK NMOAMNUCHL U NeyvaTtb
LLaHbayH OuaHo bro-Tex Ko. Jita. (Shandong Diano Bio-tech Co. Ltd.)
B MOEM MPUCYTCTBUWN Ha NpUIaraeMoM K HacTOsALEeMY 3aAB/IEHUN HA KMTaCKOM K

aHT/INACKOM A3bIKax.

Hotapuyc: AH Meun (Yan Mei)
[MeKMHCKas HoTapmasibHas KOHTopa
LI3nHusH KuTalickoi HapogHoi

Pecnybnuku

1V 50535122 26 ceHTA6ps 2022 .

MeyaTb MeKNHCKOR nOTapmaybHO KOHTOPLI Li3nHYaH KnuTaiickoit HapoaHoi Pecny6nnku
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HOTAPNAJTIbHOE CBUWAOETEJ/IbCTBO
(MepeBopg)
(2022) JJ.C.W.J.Z.Zi.No. 339

3assuTenb: WaHbayH OuaHo buo-Tex Ko. /itg. (Shandong Diano Bio-tech Co.
Ltd.), mecTo HaxoxpaeHusi: 3aaHue C6, NpoMbILWIEHHbIA NapK YaHra, 3anagHas
ynuua Lyhwanb, ynuua CuHaHb, ropof AHbUt, ropof BaidaH, npoBuHUMA
LLlaHbayH, YHUPULNPOBAHHBIN Koa couuanbHoro KpeauTa:

91370784MA3BY89A9U.
3aKOHHbI npeacTaBuTeNb: LLISHMUH AH, My>X4uMHa, poannca 2 ceHTabpa 1948

r., Bnageney ygoctoesepeHnsa nnyHoctn Ne 110107194809020019.
MpeaMeT HOTapManbHOro 3aBepeHns: COOTBETCTBME MepeBoa OpUrnHany.
HacToslwmnM y[A0OCTOBEPSAETCS, 4YTO Mpunaraemas K HacTOALWEMY AOKYMEHTY
aHrINICKas  BEpPCUS  COOTBETCTBYET  OPUrMHAaNbHOW  KUTaWCKOW  Bepcumn

HOTapuasnbHOro ceptudgumkara c Homepom (2022) J.J.C.W.J.Z.Zi. No. 338.

Hotapuyc: AH Meun (Yan Mei)
[MeKnHCKaa HoTapuanbHaa KOHTopa
L|3nH4YsH KuTalickoin HapoaHo

Pecny6/nKu

IV 50535127 26 ceHTa6ps 2022 T.

MeyaTb MEKUMHCKOW HOTapuanbHOl KOHTOpPbI Li3nHYsH KuTaickoii HapogHoii Pecny6anku
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Mepesos AaHHOIO TEKCTa BbINOMHEH NepeBofunkoM KoTnaposbiM AHTOHOM Vropesnyem.
MOJTHNCb

Poccuiickas depgepaums
"opog Mocksa
LecAaToro okTa6psa ABe ThiCAYM ABajLAaTb BTOPOro roga

A, PoanHa YnbsHa AnekceeBHa, BPEMEHHO MCNOMHAKOLWAN 0653aHHOCT M HOTapuyca ropoga Mocksbl Kopcrka

Bnagumupa KoHCTaHTVHOBMYA, CBUAETENLCTBYIO NOAAMHHOCTL NognucKu nepesogyunka KoTnaposa AHTOHa
Wropesunya.

Moanuck caenaHa B MOeEM NpUCY TCTBUN.
JINYHOCTb NoAnNMcaBLLEro AOKYMeHT yCTaHOBNEHA.

3aperncTpuposaHo BpeecTpe: M 77/2138-H/77-2022-"P ~
YnnayeHo 3a CoBepLleHe HOTapuanbHoro geicTens: 400 p Okon.

MepboBas neyaTb
HoTapuyca ropoga MocCKBbI

Kopcuka B.K. noanuncb Y A PoanHa
NHH 770474847174

Bcero npoLuHypoBaHo, Y*oHyMepoBaHo
N CKpEMn/eHo neyarbo _2°nncTt(axos)

BPWO Hotapuyca noanncob

Poccuiickas ®efepauns
opos Mocksa
[Jlecatoro olcrabps fBe Tbicaumn gBajLuatb BTO|
A, PoguHa YnbsHa AnekceeBHa, BpEMEHHO vcron>9inmas 0 &3aHHOCT?

HoTapuyca ropoga Mocksbl Kopcuka Bragumupa Ko
CBWAETENBCTBYO BEPHOCTL KOMWUK C NpeAcTas/ieHHoe™
3aperncTpupoBaHo B peectpe: Xa 77/2138-H/77-2
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