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1. INTRODUCTION s

Attentively study instructions and instructions for application. The product can be used only by skilled medical personnel according to the present Instruction
for application. The producer and/or the authorized representative of the producer do not make any recommendations concerning a way of treatment. The
treating medical personnel bear responsibility for a method of application of a product and the choice of the patient. Non-compliance or violation by the present
Instruction for application leads to cancellation of a guarantee and can constitute danger to the patient. When using with other products, instructions for
application and statements for compatibility of these products should be considered surely. Before application check completeness, integrity and sterility of a
product and packing. Do not use a product in case of doubts in its completeness, integrity, or sterility.

2. ASSIGNMENT

Probes urogenital disposable sterile (further in the text — probes) are used at inspection in gynecology and urology and are intended for taking of biological tests
in the form of scrapes of epitelialny cages for researches in vitro:

. Sample brush - for taking of dabs from the cervical channel on a cytologic research or bacteriological, for taking of biological material from the urethral
(cervical) channel at men and women (urethra), allows to carry out by the PTsR method the cytologic analysis, can be also used during pregnancy.

. Type B "Folkman's Spoon" (Cervix spoon) - for taking of dabs from the cervical channel, an urethra and from a vaginal portion of a neck of the uterus
on a cytologic and bacteriological research.

. Type With Paypel (Endometrial suction curette) - for taking of an aspiration biopsy of endometrium.

. The type D Rambrush - for taking of dabs from the cervical channel on a cytologic research.

. Cervix scraper - for taking of material from a surface mucous vaginas on a cytologic research.

. Cervix brush - for taking of dabs from the cervical channel on a cytologic research or bacteriological by PTsR method.

. Cervical brush plus - for taking of biological material at the same time from the cervical channel and from an external neck of the uterus.
3. SCOPE

Probes are used in the conditions of stationary treatment and prevention facilities, in operational, surgical and urological offices and other specialized offices of
clinics and hospitals.
Specially trained personnel are allowed to use of probes: nurses, medical brothers, doctors urologists, doctors surgeons.

4. Indications to application
- allocations from an urethra;

- pain at urination or after it;
- puffiness and redness of genitals;
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- rashes; s
- frequent desires to urination;

- all inflammatory diseases of urinogenital system (uretrit, prostatitis, vezikulit, etc.);

- suspicion of any infections (gonorrhea, mycoplasmosis, clamidiosis, trichomoniasis, etc.);

- infertility;

- prevenlive inspection;

- detection of an infection at the partner/partner

- Need of taking of biological material from the cervical channel and an urethra on a cytologic research or bacteriological by PTsR method

- Need of taking of biological material from the urethral (cervical) channel at men and women (urethra) on carrying out the cytologic analysis
- Inspection on an onkotsitologiya

- Violation of a menstrual cycle

- Dab on cytology is taken before operation on bodies of urinogenital system

- Establishment of an intrauterine spiral or purpose of reception of oral contraceptives

- Presence at the patient of such diseascs as diabetes, obesity 2 and 3 degrees, herpes and HPV

- An itch and burning in genitals, unusual allocations from them, sudden pain in the bottom of a stomach

- Pregnancy planning

- Preparation for EKO or VRT

Indications to application (the Probe Type C of Paypel)

— abnormal uterine bleedings which reason was not set as a result of carrying out separate diagnostic scraping;

— planned dynamic observation of efficiency of hormonal therapy;

- bleedings against the background of hormonal contraception;

— bleedings at women are more senior than 40 years;

- the existence of signs of an atipiya of a ferruterous epithelium revealed at a preventive cytologic research of women who have no visible pathological changes on a
neck of the uterus;

— the endometrium thickening revealed at ultrasonography at the women accepting ZGT or at inspection in connection with uterus myoma, cysts of ovaries,
endometriosis, suspicion on hyper plastic processes of endometrium;

— studying of a status of endometrium at infertility;

- as an alternative to diagnostic scraping at the corresponding symptoms.

- the pathologies revealed during survey;

- need to specify the analysis at not clear clinical picture of a disease

5. Contraindications to application
- Inflammatory diseases of a vagina and neck of the uterus (the colpitis. tservitsit).
3
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- Infectious diseases of skin in the field of introduction of the probe a .

- An itch, rash, an unpleasant smell, allocations from the cervical channel

- It is impossible to take material during 48 h after sexual contact, use of lyubrikant, solution of vinegar or Lugol, tampons or spermitsid, syringing, introduction
to a vagina of medicines, candles, creams, including ultrasonography execution creams;

- Periods

- Treatment for a genital infection

- After inspection of a vagina

Additional contraindications to application (the Probe Type C of Paypel)

- Pregnancy;
- Inflammatory diseases of a vagina and neck of the uterus (the colpitis, tservitsit).

6. Possible side effects when using
- bad shared state,

- discomfort which can appear in a vagina during the day
- cmergence at women of insignificant bleeding which lasts no more than 2 days
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7. PRECAUTIONARY MEASURES AT APPLICATION ¢

- store in the dry, clean place, in the distance from direct heat sources

- before use to check integrity of sterile packing: in case of existence of damages or if packing is open to throw out the tool

- check an expiration date and correctness of model

- show consideration not to break sterility of the tool before use

- It is intended for disposable. Repeated sterilization is not allowed.

- Due to the risk of contact with the pathogenic organisms transferred by blood, the medical personnel are obliged to take, according to the established practice,
necessary standard security measures in treatment of blood and other liquids of an organism of the patient, according 1o rules of use and utilization of a product.
- Safe and effective taking of material is possible only in the presence at the attending physician of due experience, knowledge and preparation in application of
this method.

- Carefully! Risk of drawing damage! Always you remember that careless taking of material can put damage.

Type of contact of probes with a body:
Short-term contact with mucous membranes.

Preparation of a product for work

» Open packing of the probe.
« After the paticnt is ready to survey, get the tool from packing and get to work.

8. TRAINING OF THE PATIENT
Rules of preparation for an intake of biological material for performing P'I'sR-diagnostics
For obtaining reliable results analyses on identification of causative agents of bacterial infections should be carried out not less than through 2
weeks after the last reception of antibiotics and/or antibacterial medicines.
When taking biomaterial from an urogenital path it is recommended to refrain from urination and scxual contacts during 2
hours before test taking. At women material undertakes before periods or in 1-2 days after its termination.
It is necessary to remember that results of researches on existence of infections depend on the period of infection and a status of immune system therefore
the negative result completely does not exclude existence of an infection. In doubtful cases it is expedient to carry out the repeated analysis 3-5 days later.
Preparation for a biomaterial intake at men
Before taking of dab from an urethra the man needs to be prepared. 1-2 days are desirable to refrain from sexual contacts. Overnight it is necessary to
1ake a shower. And in the moming before a research not to urinate at least 2-3 hours. The matter is that, urine washes away microflora, pathogenic
microorganisms and cages from the surface of an urethra. In several hours their quantity increases again, and in an urethra enough separated accumulates to
take material on the analysis.
9, CARRYING OUT INTAKE OF MATERIAL

Scrape of epitelialny cages from an urogenital path of the woman.
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Material taking. Scrapes make from three points three different probes: the cervical channel, the back arch of a vagina, an urethra — in one test tutbe, se;‘i;ﬂy
rinsing each probe. If necessary take material from erosive and ulcer defeats. Separated take away in a small amount. Presence of impurity (slime, blood, pus) is
inadmissible since leads to degradation of the studied microorganisms.

ATTENTION! Never moisten in test tubes like Eppendorf (microcentrifugal probirkizonda) before a fence separated since they are filled or contain the
transport environment (can cause the naggers, irritation, a burn)!

Cervical channel: delete slime from the surface of a neck of the uterus with the pallet gynecologic, or the probe (then the probe or the pallet throw out). Enter
the probe into the cervical canal on 1-1,5 cm and rotate it during 3-5 sec. Take the probe, avoiding contact of walls of a vagina, and place it in a sterile
disposable test tube with the transport environment. Having shipped a working part of the probe on transport Wednesday, rotate the probe during 10-135 sec.,
avoiding solution spraying. Take out the probe from solution, driving him into the corner test tubes. Having wrung out excess of liquid, remove the probe and
close a test tube.

Back arch of a vagina. In case of excess of slime and plentiful allocations delete them with the pallet gynecologic, or the probe (then they are thrown out).
Carry out by the probe on a surface mucous in the field of the back arch of a vagina and an ekzotserviks and transfer the probe to a test tube with the transport
environment. Having shipped a working part of the probe on transport Wednesday, rotate the probe during 10-15 sec. avoiding solution spraying. Take out the
probe from solution, driving him into the corner test tubes. Having wrung out excess of liquid, remove the probe and close a test tube.

Urethra: before taking of scrape from an urethra process its external opening the dry sterile probe. Enter the probe into an urethra on depth of 1-1,5 cm and it is
accurate, without having wounded mucous, several rotational motions make scrape of epiteliainy cages. Transfer the probe to a test tube like Eppendorf with
the transport environment, Having shipped a working part of the probe on transport Wednesday, rotate the probe during 10-15 sec., avoiding solution spraying.
Take out the probe from solution, driving him into the corner test tubes. Having wrung out excess of liquid, remove the probe and close a test tube.

Scrape of epitelialny cages from an urethra of men.

Material taking. Before taking of scrape from an urethra it is necessary to refrain from urination within not less than two hours. In the presence of the
allocations which are freely flowing down from an urethra delete them with the dry probe (then it is thrown out). Enter the probe into an urethra on depth of 3-4
cm several rotational motions make scrape of epitelialny cages and transfer the probe to a test tube like Eppendorf with the transport environment. Having
shipped a working part of the probe on transport Wednesday, rotate the probe during 10-15 sec., avoiding solution spraying. Take out the probe from solution,
driving him into the corner test tubes. Having wrung out excess of liquid, remove the probe and close a test tube. Presence of impurity (slime, blood, pus) is
inadmissible since leads to degradation of the studied microorganisms.

Men's dab, scrape from an urethra for a microscopic research,
Material taking. Before taking of scrape from an urethra it is necessary to refrain not less than 2 hours from urination. Freely separated (slime, blood, pus)
delete with the dry sterile probe, to throw out the probe. Enter other probe into an urethra on depth of 3-4 cm, rolational motions clockwise (3—4 times) make
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scrape. Having taken out the probe from an urethra, apply dab with the same rotational motions in the opposite direction (counterclockwise) on all surfape' of
subject glass a thin coat.

ATTENTION! Not to rub, not to pound, not to apply the received material in glass with the point movements!
The prepared dab is dried up on air, avoiding hit of direct sunshine, far from heating devices.

The dried-up dab is placed in a first-aid plastic bag with the lock (gripper), the filled direction on joint stock company is attached the stapler to this packet and
sent to laboratory.

Female dab, urogenital scrape for a microscopic research.
Material taking. Scrapes make from three various points: cervical channel, back arch of a vagina, urethra.

Cervical channel: delete slime from the surface of a neck of the uterus with the dry sterile probe, enter other probe into the cervical canal on 1-1,5 cm and
rotate within 3—5 seconds clockwise. Take the probe, avoiding contact of walls of a vagina, and at once put dab with the same rotational motions in the opposite
direction (counterclockwise).

Back arch of a vagina. At excess of slime, plentiful and free allocations delete them with the sterile dry probe. Carry out by other sterile probe to areas of the
top arch of a vagina (or other name — costing the forward arch of a vagina) ... At once to apply the received material on subject glass, having deployed the
probe counterclockwise.

Urethra: Enter the probe into an urethra on depth of 1-1,5 cm and it is accurate, without having wounded mucous, several rotational motions clockwise make
scrape during 3-5 pages. At once to apply the received material on subject glass, having deployed the probe counterclockwise.

Dab is dried up at the room temperature, after full drying dab is placed in a first-aid plastic bag with the lock (gripper), the filled direction on joint stock
company (it is necessary to fill out all columns without crossed out sections, the diagnosis "Inspection” is not accepted!) attach the stapler to this packet and
send to laboratory.

Female dab on joint stock company
With the diagnostic purpose material is received separately from ekto-and an endotserviksa by means of the pallet (from a vaginal portion of a neck of the
uterus) and from the cervical channel.

Before receiving material the neck of the uterus is bared in "mirrors”, no manipulations with a neck of the uterus are made: the neck is greased with nothing,
slime is deleted with the dry probe, the probe is thrown out. Other probe or a brush are entered into an external pharynx of a neck of the uterus, carefully
directing the central part of the probe on an axis of the cervical channel. Further tun on 360 ° (about 3-4 times clockwise are desirable), reaching thereby

7
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taking of enough cages from an ektotserviks and from a transformation zone. Introduction of the tool should be executed very carefully; it is necessary to' try
not to injure a neck of the uterus. Then the probe is displaid, and material is distributed on glass (counterclockwise). Transfer of a sample on subject glass
should happen quickly, without dehumidification and loss which stuck to the tool of slime and cages.

10. LIST OF EXECUTIONS AND COMPONENTS

Sample brush - for taking of dabs from the cervical channel on a cytologic research or bacteriological, for taking of biological material from the urethral

(cervical) channel at men and women (urethra), allows to carry out by the PTsR method the cytologic analysis, can be also used during pregnancy.

Type B "Folkman's Spoon" (Cervix spoon) - for taking of dabs from the cervical channel, an urethra and from a vaginal portion of a neck of the uterus

on a cytologic and bacteriological research.

Type With Paypel (Endometrial suction curette) - for taking of an aspiration biopsy of endometrium,

The type D Rambrush - for taking of dabs from the cervical channel on a cytologic research.

Cervix scraper - for taking of material from a surface mucous vaginas on a cytologic research.

Cervix brush - for taking of dabs from the cervical channel on a cytologic research or bacteriological by PTsR method.

Cervical brush plus - for taking of biological material at the same time from the cervical channel and from an external neck of the uterus.

11. CONSTRUCTION OF COMPONENTS OF PROBES OF UROLOGICAL DISPOSABLE STERILE

1. Universal type A, model 1
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Universal type A, model 2
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12. Technical requirements
12.1 Probes must comply with the requirements of Table 1. Tabic 2 and Table 3.

Table 1. Probes, first model.

Name of the probe Length of the probe, mm Mass of the probe,
Universal type A 177+8 2+1
Type B "Folkman's Spoon" 214+8 5+1
mfype With Paypel 276,8 +8 2|
Type D " Cervix brush " 202,2 + 10 3+l
Type E "Eyre's Pallet» 178+8 5+1
Combined type F 197,3+ 10 31
Type G " Cervix brush of a Komba". 198,88 31

Table 2. Probes, second model.

Name of the probe Length of the probe, mm Mass of the probe,
Universal type A 177+ 8 4+1
Type B "Folkman's Spoon" 214+8 31
Type With Paypel 278,5+ 8 21
mfype D " Cervix brush " 200, 2+ 10 2+]
Type E "Eyre's Pallet” 203+8 2+1
Combined type F 173,610 3%1

Table 3. Probes, third model.
Name of the probe Length of the probe, mm Mass of the probe,

Combined type F 201,5+10 3+1

Models of the probe of the Universal A Type differ in diameter. Diameter of a working part of model 1- 2+0,2 mm, model 2 - 2,5£0,2 mm.

Models of the probe of V Type "Folkman's Spoon" have the rounded-off form of different diameters. Diameter of a working part of model 1 since two ends is
equal to 3,8+0,3 mm, diameter of a working part of model 2 different since two ends and is equal 4,2+0,3 mm and 3, 5£0,3 mm.

Models of the probe of S fype of Paypel differ in length. Model 1 has length 276.8 + 8 mm, and model 2 - 278.5+ 8 mm.
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Models of the probe of the cytobrush D Type differ in length. Mode!l 1 has length 202,2 + 10 mm, and model 2 - 200,2+ 10. Length of a working part of 21,4£2
mm and 20,2+2 mm at models 1 and 2 respectively. Diameter of the handle — 2,940,2 mm. The mass of |1 model — 14+2 g, 2 models — 1242 g.

Models of the probe of the Eyre's Pallet E Type differ in length and weight. Model 1 has length of 178+ 8 mm, and the mass of 6,5+2 g, and model 2 has length
of 203+ 8 mm, and weight — 8+2 g. Also, at both ends of the pallet of Eyre various form and a rough working face. Eyre's pallet is made from the ends of
classical type and with the punched shovels.

Models of the probe of the Combined F Type differ in length. Length 1, 2 and 3 models is 197,3+ 10 mm, 173,6210 and 201,510 respectively. Length of a
working part of 30,642 mm, 39,122 mm and 33,5+2 mm respectively. Width of a working part at the first model of 18,6+1 mm, at the second model - 15,41
mm, at the third model — 181 mm.

Probes are urogenital disposable sterile:

« Type A "Universal” - made of white polypropylene, is a stepped shaped rod. tapering to the working part, covered with viscose pilc at a length of 25 + 0.2 mm
from the distal end. In the proximal part of the rod there is a cavity. At a distance from the distal end of the rod has a jumper that provides easy breaking off of
the working end with a part of the rod. To preserve the material taken, the broken part is inscrted into the cavity at the proximal end of the probe by the working
end. Total length 177 + 8 mm.

* Type B “Folkman's Spoon” - double-sided spoon-shaped probe 214 + 8 mm long, the ends of which have a rounded shape of different diametcrs, is made of
white ABS (acrylonitrile butadiene styrene).

» Type C "Pipc” - made from white polypropylene. The principle of material intake using the Pipel probe is based on the creation of a negative pressurc piston,
as a result of which the material is sucked into the tube. The probe has 4 side holes. A centimeter scale on the surface of the probe allows you 10 control the
depth of insertion into the uterine cavity. Overall length is 276.8 + 8 mm and 278.5 + 8 mm.

« Type D “cytobrush” - based on stainlcss steel bristles made of polyethylene, the handle of polypropylene pink, blue or white. The total length is 200.2 + 10
mm and 202.2 + 10 mm, the length of the working part is 21.4 + 2 mm and 20.2 + 2 mm. the handle diameter is 2.9+ 0.2 mm.,

* Type £ "Spatula Eyre” - is a double-sided blade probe. Both ends of the Eyre trowel have a different shape and a rough work surface. Eyre's spatula is made
with the ends of the classical type and with perforated blades. Overall length - 178 + 8 mm and 203 + 8 mm. Material: white polypropylene.

» Type F “Combined” - The shape of the working part is a flexiblc diamond-shaped frame or a flat polymcric trapezoid brush in white polypropylenc with a
spraying of cellulose csters. The handle is made of polypropylenc in white or blue. Total length

The lengths of 1, 2 and 3 models are 197.3 + 10 mm, 173.6 & 10 and 201.5 + 10, respectively. The length of the working part is 30.6 + 2 mm, 39.1 £ 2 mm and
33.5 + 2 mm, respectively. The width of the working part in the first model is 18.6 + 1 mm, in the second model - 15.4 + 1 mm. and in the third model - 18 + 1
mm,

* Type G " cytobrush combi® - is a two-sided probe, on the one hand, the end of Eyrc's spatula, on the other hand a cytobrush. Material: white polypropylene, a
bristic of a cytobrush from polyethylene is fixed on a basis from stainless steel. Overall length 198.8 + 8 mm. The length of the working part on the side of the
Eyre trowel is 25.3 + 2 mm, on the side of the cytobrush 35.6 £ 2 mm.

12.2 On the surfaces of products should not be cracks, shells, nicks, scratches. crumbled places, burrs, delamination. burns and other contaminants.
12.3 The kit must be sterile.

12.4 Sterilization of the kit is carried out by gas (ethylene oxide).
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12.5 Kits should be suitable for operation at an ambient air temperature from + 10 ° C to + 35 ° C, relative humidity not higher than 80% at 25 °C and
atmospheric pressure from 86 to 106.7 kPa.

12.6 Kits should be resistant to vibration loads with parameters: frequency range from 10 to 55 Hz, displacement amplitude up to 0.15 mm.

13. SAFETY REQUIREMENTS AND ENVIRONMENTAL PROTECTIONS

The probes delivered to the consumer are not toxic, do not contain the substances constituting danger to the environment and health of the person.

Products do not render sensibilizing or irritant action.

The components and substances demanding by production of especially strict observance ofrequirements of production and fire safety are not a part of probes.
At production of sets requirements of fire safety should be observed.

Production rooms should be equipped with all necessary fire extinguishing means.

Requirements to environmental protection

Main types of possible dangerous impact on the environment is pollution of an atmospheric air of the inhabited places, soils and waters as a result of
unorganized combustion and waste disposal of materials in the territory of manufacturer or out of it and also their any dump in the places which are not
intended for these purposes.

Production wastes should be exposed to utilization.

It is allowed to make recycling of materials and chemicals in the course of production on a contractual basis with the organization having the license for
recycling.

14. DATA ON OPERATION

Under no circumstances do not use a product after the expiration of the saving of sterility specilied on packing.
During the procedure it is necessary to use disposable sterile gloves.

Do not use a product in case it is known of incompatibility and/or inadequate interaction with substance.

The disposable device of single application is intended only for one patient!

Reuse is forbidden! Repeated sterilization is forbidden!

15. DELIVERY SET

Urogenital disposable sterile probes

Type A "Universal”, model 1 (View 214670)

Type A "Universal”, model 2 (View 214670)

Type B "Folkman's Spoon", model 1 (Type 182790)
Type B “Folkman's Spoon”, model 2 (View 182790)
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Type C "Pipe", model 1 (View 180850)

Type C "Pipe", model 2 (View 180850)

Type D "Cytobrush", model 1 (Type 182570)
Type D "Cytobrush", model 2 (View 182570)
Type E "Spatula Eyre", model 1 (Type 182790)
Type E "Spatula Eyre", model 2 (Type 182790)
Type F "Combined”, model 1 (Type 182570)
Type F "Combined", model 2 (View 182570)
Type F "Combined", model 3 (View 182570)
Type G "Cytobrush combi" (View 182570)

16. REQUIREMENTS TO MAINTENANCE AND REPAIR

Probes have completely finished construction and do not demand in use any interventions on maintenance and repair, except for utilization according to
standards of medical institution.

17. OPERATING CONDITIONS

Probes should be suitable for operation at an ambient air temperature from plus 10 °C to plus 35 °C, is not higher than 85% of relative humidity ata
temperature of 25 °C and atmospheric pressure from 86 to 106,7 kPa.
The contact of probes with an open flame and heating devices is not allowed.

18. MARKING

Packed units are applied:

- date of sterilization

- sterilization method

- CE sign

- shelf life

- brief instructions for use and disposal.
- amount in a package

- name and address of the manufacturer
- name and purpose of products

- baich number

- number of registration certificate

- the inadmissibility of the use of urogenital disposable sterile probes when packaging is damaged.
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-name of the official representative

Each packaging box must have a label on which the following should be printed:
- name and {or) trademark of the manufacturer;
- the address of the manufacturer;
- description of the contents of the package;
- item code;
- international standards conforming to the symbols “sterile”, “sterilized with cthylenc oxide™, “single use”, “read the instructions for use before use”
- batch number (series);
- date of sterilization (ycar-month);
- expiration datc (yecar-month);
- CE marking in accordancc with international standards
- quantity in a packing box
- barcode
- the inadmissibility of the use of urogenital disposablc sterile probes when packaging is damaged.
recycling information
| -name of the official representative

Model of marking
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Drawing additional information and signs on a packing box and on the packed units is allowed.

Transport marking - depending on types of the used vehicles. Marking is applied directly on a container or on labels: plywood, metal, paper or from fiber board.
At the same time the handling instructions put on a container should correspond to values: "Fragile. Carefully", "Protect from moisture".

19. PACKING IN THE TERRITORY OF THE RUSSIAN FEDERATION

All products should keep within individual packing.
Construction of individual packing should provide tightness of products, not allow penetration of microorganisms.
Products should be laid in a consumer pack which should provide protection against external mechanical damages.
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Each consumer packing with products together with the instruction for application, should be laid in a box or is papered. The box or a packet should be tied up
by a twine or are pasted over with a paper tape, a tape glue on a paper basis or a polyethylene tape with a sticky layer so that packing could not be opened
without violation of integrity.

Mass gross of a box should be, no more than 3 kg

Density of material should be, not less than 70 g/m2;

Tensile strength in a dry status should be: in the longitudinal direction not less than 5,4 kN/m, in the cross direction not less than 2,3 kN/m

Thickness should be 52 microns with a tolerance of +2 microns;

Tear resistance should be, not less than 8 kN/m;

The air permeability should be, not less than 0,2 microns/Pa with;

Durability on breakdown should be, not less than 240 kPa.

20. TRANSPORTATION AND STORAGE IN THE TERRITORY OF THE RUSSIAN FEDERATION

Transportation of probes can be carried out by all types of the covered vehicles according to the rules of transportation of goods existing on each type of
transport.

Transportation of freight by the marine transport should be made according to "Safety rules of sea transportation of general (reights”. A type of sending -
containers and small sending.

Probes should be suitable for transportation at an ambient air temperature from minus 50 °C to plus 50 °C, is not higher than 80% of relative humidity at a
temperature of 25 °C and atmospheric pressure from 86 to 106,7 kPa.

Storage of probes in transport packing in the warehouses of the manufacturer (consumer) excluding probability of influence of moisture and aggressive
environments at distance not less than 1 m from heating devices, should be carried out at an ambient air temperature from +5 °C to +40 °C and relative air
humidity up to 80%.

Probes in a transport container should be steady against influence of vibration loads with parameters: range of frequencies is from 10 to 55 Hz, with an
amplitude of movement up to 0,35 mm and mechanical blows with parameters: peak shock acceleration up to 100 ms-2, duration of action of shock acceleration

of 16 ms, frequency of blows is up to 120 min.-1.
When loading, unloading, storage and transportation the measures protecting sets from damages and pollution should be taken.

21. MANUFACTURER'S GUARANTEES

The manufacturer guarantees compliance of probes to requirements of the present instruction for application at observance of service regulations,

transportations and storages.
Warranty period of the validity (term of saving of sterility) — 5 years from the date of sterilization.
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Probes with expired for sterilizations to repeated processing arc not subject.
In case of detection of defects or the wrong functioning to fill out the form of claims placed in a cardboard box, and save faulty products.

22. DATA ON UTILIZATION IN THE TERRITORY OF THE RUSSIAN FEDERATION

Probes are not subject to repeated application.

Utilization is carried out according to the SanPiN 2.1.7.2790-10 (on a class of waste of B) and the joint venture 2.1.7.1386-03.

Utilization is also subject consumer and transport packings. Utilization should be exposed separately paper, a tree, polyethylenc and plastic according to rules
of collecting, account and utilization of packing.

Probes afier use is liable to destruction according to the norms and laws operating in the territory of the Russian Federation which regulate utilization of
potentially infected medical waste.

Official representative of the producer: LLC "Unicornmed”. 192019, St. Petersburg. Melnichnaya strect, 18, letter A, tel : (812) 702-33-04.19.

23. DATA ON CLAIMS.
Claims nanpsiats: LLC "Unicornmed”, 192019, St. Petersburg, sMelnichnaya street. 18, letter A, tel .: (812) 702-33-04.19, info@unicmed.ru.

List of applicable standards in the Russian Federation

1) GOST R 50444-92 Devices. devices and medical equipment. General technical conditions

2) GOST 19126-2007 Metal medical instruments. General technical conditions

3) GOST R 1SO 10993-2-2009 “Medical Products. Evaluation of the biological effects of medical devices. Part 2 "Requirements for the treatment of animals”
4) GOST ISO 10993-2011 “Medical products. Biological impact asscssment of medical devices:

- part 1 "Evaluation and research”;

- part 5. "Studies on cytotoxicity: in vitro methods";

- part 7. "Residual ethylene oxide content afier sterilization”;

- part 10 “Investigation of irritant and sensitizing effects™;

- Part 13 "Identification and quantification of degradation products.”

5) GOST ISO 10993-7-2016 Medical products. Evaluation of the biological effects of medical devices. Part 7. Residual cthylene oxide content after
sterilization.

6) GOST 1SO 10993-12-2015 "Sample preparation and standard samples™;

7) GOST I1SO 10993-13-2016 Medical products. Evaluation of the biological effects of medical devices, Part 13. Identification and quantification of products
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1. BBEAEHUE

BHMMaTENIbHO 03HAKOMbTECH C MHCTPYKUMAMMW U YKa3aHUSMMW N0 NPUMEHEHMIO. MPOAYKT MOXET UCMO/b30BaThCA TObKO ONbITHBIM MeAULNHCKAM
MepcoHasoM B COOTBETCTBUU C HAC YosiLLel VIHCTpYKL el No NpuMeHeHnto. Mpon3BoANTENb M/UN YNONHOMOYEHHbI NpeACTaBUTENb NPOU3BOAMTENS HE falOT
HWKaKNX PEKOMEHAALMIA OTHOCMTENbHO crnocoba neveHus. Slevalyuii MeAULMHCKUIA NepcoHan HeCeT OTBETCTBEHHOCTL 3a CMNOCO6 MPUMEHEHUS MPOAYKTA U
BbIGOP 60/1bHOr0. HecoboeHe NN HapyLUEHNe HAacTOALWEeN VIHCTpYKLMeid No NPUMEHEHUIO BEAET K aHHY/IMPOBAHUIO rapaHTUM 1 MOXET NpeLCcTaBNAaTb
onacHoCTb AN1s nauueHTa. Mpu “cnonb30BaHUM C APYTUMU MPOAYKTaMU, JOMKHbI 06513aTe/IbHO YUMTLIBATLCA UHCTPYKL MU NO NPUMEHEHWIO W 3aIBNIEHUSA O
COBMECTMMOCTU flaHHbIX NPOAYKTOB. Mepes NPUMEHEHNEM NMPOBEPbTE KOMMEK HOCTb, LEIOCTHOCTb U CTEPUBHOCTL NPOAYKTA U YNaKoBKU. He ncnonb3yiite
MPOAYKT B C/ly4ae COMHEHMWI B ero KOMMAEKTHOCTM, LLeNOCTHOCTH, MM60 CTEPUNBHOCTH.

2. HASHAYEHWE

30HAblI yporeHuTasnbHble O4HOPa30Bble CTepW/bHble (Aanee MO TEeKCTY - 30HAbM) WCMOMb3YHTCA Npu 06CNefoBaHUM B TUHEKONIOTUW W YpONioruv u
npegHasHayeHbl 415 B3ATUSA 6MON0rMyeckmx npob B BUAE COCKOOOB anuUTeNnManbHbIX KNeTOK A/1f UCCNeL0BaHUA B N1ab0paToOPHbIX YCNOBUAX:

. I'vn A «YHuBepcanbHblit» (Sample brush) - pans B3ATMA Mas3KOB M3 LePBMKALIHOrO KaHajla Ha LUMTON0rNMYecKoe WCCnefoBaHne Wam
bakTepuonornyeckoe metogom IMUP, ana B3sung 6MONOrMYECKOro maTtepuana U3 MOYeMCnyCcKaTe/lbHOro (LepBMKANbHOI0) KaHana y MYXYMH U XKeHLWH
(ypeTpbl), N03BONAET MPOBECTU LMUTONONMYECKUIA aHa (M3, YaKxKe MOXET 6blTb MCMO/b30BaH BO BpeMs 6epeMeHHOCTH.

. Tun B «Jloxxka ®onbkMmaHa» (Cervix spoon) - /wa B384Ma Ma3KOB M3 LiepBUKANbHOIO KaHana, ypeTpbl U C BRaralMWHON NOPUUK LWERKN MaTKU Ha
LUTO/IOrMYEeCKOe 1 6aKTepMonornyecKoe nuccnefoBaHue.

. Tun C «Marinens» (Endometrial suction curette) - 4na B3aTUA acnupaLMoHHOK 6MONCUN 3HLOMETPUS.

. Tun D «UutoweTka» (Rambrush) - ons B3aTMA Ma3KoB U3 LEPBUKaSIbHOK KaHasa Ha LUTON0rM4yeckoe ucciefoBaHue.

. 1'vn E «Wnatens Sitpa » (Cervix scraper) - AN B3ATUA MaTepuana ¢ NOBEPXHOCTU CNM3NUCTON BaranuLa Ha LMTON0rM4yeckKoe nccneoBaHue.

. Tun F «KombuHupoBaHHbIli» (Cervix brush) - ans B3ATMA Ma3kK0B W3 LUEPBUKANbHOrO Kanana Ha UWTONONMYecKoe WccnegoBaHue wunmu
6ak Tepuonorunyeckoe metogom MLP.

. Tun G «Lutouietka kombu» (Cervical brush plus) - gns B3aTMA 6M0N0rMYECKOro MaTepnana 0HOBPEMEHHO U3 LIEPBMKANbHOIO KaHana u ¢ Hapy»HoW

LWENnKN MaTKW.
3. OBZTIACTb MPUMEHEHWA

30HAbI NPUMEHSAOTCA B YCNOBUAX CTaLMOHApHbIX 1€4e6HO-NPOPUNAKTUUECKNX YUPEXAEHWUA, B OMNepauMOHHbIX, XUPYPTMUYECKUX W YPONOTUYECKUX
OTAENEHNAX U APYTUX CNeLnann3npoBaHHbIX OTAENEHNAX KANHWUK U 60bHUL,
K ncnonb3oBaHWI0 30HA0B JOMNYCKAeTCca cneunanbHO 06YUYeHHbI NepcoHan: MeAcecTpbl, MeabpaThbs, Bpauu Yponoru, Bpadyn Xupypru.

4. TMoka3aHuAa K MPUMEHEHUIO
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-BLLACTICHUA H3 YPETPLL;

-6onb NpH MOUCHCITYCKAHHH HJIH TIOCHIE HEro;

-OTeYHOCTb H KPACHOTA MOJIOBBIX OPraHos;

~BbICHINAKUA;

-4acThie NO3bIBb! X MOYECHCIYCKAHHIO;

-BCE BOCHAIMTENbHBIC 3a001CBAlMA MOYETIONOBOH CHCTEMbI (YPETPHT, IIPOCTATHT, BESHKYIHT M T.1.);
-NO/I03peHHe Ha N1o0bie HHPCKLHUHE (TOHOpEs, MHKOTUIA3MO3, XJIAMH/IHO3, TPHXOMOHHA3 H T.A.),
-Gecnnonue;

-npodunakTHieckoe ofcaeNoBaHue;

-BBBJICHUE HHEKUUN Y naprHepmn/napricpa

-Heo6XxoauMocThb 838THA GHOJNOIMYECKOIC MATCPHANA H3 HEPBHKANLHOIO KAHANA H YPETPbl HA ITHTONOrHYECKOE HCC/IEI0RAHHE HiW HAKTCPHOIOTHYCCKOS
mctoaoM I1LP

-Heo6X0aMMOCTh B3ATHA GHONOTHYECKOIO MATEPHAIA H3 MOYCHCIYCKATEIBHOIO {1IEPBHKAILHOIO) KaHana y MyXuHH H XXCHIIHH (YPETpbl) HA IPOBEACHHC
IHTONOrHYECKOTO aHaNln3a

-O0cie/10BaHNEe HA OMKOLUTONOTHIO

-[{apymenne mercIpyansHoro udKna

-Mazok Ha nironorvio GepyT nepea onepatHeli Ha oprasax MOHEN0JIOBOH CHCTEME

-YCTaHOBNEHHE BHYTPUMATOYHO CIIHPATH K00 HAazHANMCHHE NPHEMA OPAJIbHLIX KOHTPALCTHBOB

-Hanuuue y nasinenta Takux 3aboncpannii, Kak caxapHniii jaber, oxmpenuc 2 # 3 creneny, reprec u BITH
-3ya K %oKeHHe B 00NACTY HOJIOBLIX OPralioB, HCOOBIYHBIC BHIACIICHHS W3 HUX, BHe3anias Horb BHH3Y XKHBOTA
-flnannposanne OepeMerHoCTH

-lloaroroBka k DKO uin BPT

TMoxalanns x npumenenmio (3ona Tun C «[ladinens»)

- allOMa/IbHBIE MATOMHBIE KPOBOTEYEHHA, NPHYHNA KOTOPLIX He GbUla YCTAHOBIEHA B Pe3yIIbTATC TIPOBCACHHA PA3IETBHOTO AHAIHOCTHYECKOI'O BLICKAOIHBAIINAL

- NAIAIIOBOE AHHAMHYECKoe HabnoneHue 3a HPPCKTHBIOCTHIO NOPMOHAILHOH TEpalng,

— KpPOBOTCUCHHSA Ha (PoHE NOPMOHANLHON KOUTPAUCTILIMH,

- KPOBOTCHCHNA Y XeHIUMH cTapine 40 Jer;

~ HATHYHC MIPU3HAKOB aTHINHAN KEJIEIUCTOTO HIUTCINA, BLIBICHHOE NPH NPOQHIIAKTHHECKOM LIUTONOrHUCCKOM HCCICIOBAHHH KEHIWH, Y KOTOPLIX HCT BUIHMBIX
NAaTOJOTHUECKUX H3MCHEHHHA Ha INeHiKe MATKHK,

~ YTOJILCHKE JHAOMETPHA, BhiswiieHHoe npu Y3 y skenimmn, npuanMatonmx 30T wim npu 06cica0Ba1MA B CBA3H € MHOMOH MaTKH, KHCTAMH AHYIIHKOB,
IHIOMCTPHO30M, TIOKO3PEHHEM HA FHIIEPILIACTHYUECKUC TIPOLICCCHI FHIOMETPHS,

— M3YYCHHC COCTOSHHA SHJIOMETPHS 11pH Beciuionun;
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- KaK aJibTepHaTBa AUarHOCTUHECKOMY BbICKab/1MBaHWUIO npn COOTBETCTBYHOLWNX CUMNTOMaX.
- BbIAABJIEHHbIE BO BPEMA OCMOTpPa NaTtonornn;
-HeO6X0,CI,I/IMOCTb YTOYHUTb aHan3 Mnpun HEeSICHOI KNNHNYECKOW KapTuHE 3ab60eBaHus

5. NpoTrBONoKasaHnA K NPUMeHEHNIO

-BocnanuTensHble 3a60/1eBaHWs BRaranviia u WwWeikn MaTku (KoMbnuT, LepBuLLmT).

-NHdekLMoHHbIe 3a60/1eBaHNA KOXWN B 061aCTN BBEAEHUA 30HAA

-3y4, CbiMb, HENPUATHBINA 3anax, BblJeNeHNs U3 LePBMKaNbHOIO KaHana

-Henb3q 6paTtb MaTepuan B TeyeHue 48 4 nocse Nos0BOr0 KOHTaKTa, UCMonb30BaHMA NOOPUKAHTOB, pacTBopa yYKCyca uan J1iorons, TamnoHoB Unu

CNepmMuumMaoB, CNpUHLEBaHUS, BBELEHNA BO Bflaraavuie MeankaMeHTOB, CBeYei, KPeMOB, B T. Y. KPEMOB A1 BbIMOHEHUSA YNbTPa-3ByKOBOI0 UCC/eL0BaHNS;
-MeHcTpyayun

-JleyeHne OT FeHUTANbHOW MH(EKLUN
-Mocne o6cnefoBaHNs Bnaranuila

[ononHuUTeNbHblE NPOTMBOMNOKa3aHMA K nNpumeHeHUto (3oH4 Tun C «lMannenb»)
-bepemMeHHOCTb;

-Bocnanu renbHble 3a60/1eBaHWs BRaranumila u Wweiku MaTku (Konbnus, LepBULNT).

6. BO3MOXHble No604UHble /1A/Q BAX MPU UCMO/b30BaHUN
- NN10X0e 06Llee COCTOSHUE,

-ANCKOM(OPT, KOTOPbIA MOXeE3' MOSIBUTLCS B 06/1aCTW BNaranniya B Te4eHne aHS
-BO3HVKHOBEHWE Y XXEHLMH He3HaYUTeNbHOI0 KPOBOTEYEHNUS, KOTOPOE ANTCA He 6onee 2 CyTOK
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7. MEPbI NPEJOCTOPOXKHOCTH NP NPUMEHEHHUH ‘ .
~ XpaHHTb B CYXOM, YHCTOM MeCTe, BAAJIeKe OT NPAMbIX HCTOMHUKOB Temia
- nIiepe HeNoJIb30BAHHEM NPOBEPUTD NENIOCTHOCTD CTEPHALHON YIAKOBKHU: B CYYae HANHYHA NOBPEKACHHI WIH CCNH YNIAKOBKA OTKPHITA, BHOPOCHTH
HHCTPYMENT
- POBEPHTD CPOK FOAHOCTH M MPABHIILHOCTL MOACIH
- OTHECTHCH BHHMATCILHO, YTOOK HE HAPYITHTD CTEPHALHOCTH UHCTPYMEHTA Nepell HCNO/b30BAHHEM
- Tpeaxa3snaveHo A9 OAHOPA3OBOTO HCMOJBL30BaHKA. He nomyckaeTca moBTOpHO# CTepuansaliMy.
- B ¢BA3K ¢ pHCKOM KOHTAKTA ¢ GONE3HCTBOPHLIME OPraHM3MaMH, NEPEHOCHMBIMH KPOBBIO, MEMLIMHCKHI nepcoHan o6a3aH, COrnacHo yCTanoscHoH
| NpaKkTHKE, NPHHAMATb HEOGXOAMMbIE CTAHIAPTHBIE Mephl 6C30MIaCHOCTH B OOPALICHUH ¢ KPOBBIO H IPYTHMH KHAKOCTAMYU OPIrann3Ma 00nbHOTO, B
| COOTBETCTBHH C NPABHIIAMH HCIIONL30BAHNA H YTHIIH3AIKH NPOAYKTA.
- BezonacHoe B 3)PEKTUBHOE B3ATHE MATEPHANA BOZMOKHO TONLKO IIPH HAHYHH Y JICHAILCTO Bpaya JOJKHOTO ONbITA, 3HAHUH H NOAOTOBKU B IIPHMEHEHHH
JaHHOTO METOAA.
- Ocropoxno! Puck nanecenns nospexaenns! Beeraa noMHHTE 0 TOM, TO HEOCTOPOIKHOE BINTHE MATEPHANA MOKET HAHECTH NOBPEXKICHNE,

THD KOHTAKTA 30H/10B C TEHOM:
Kparkocpounblii KONTaKT ¢ CAM3HCTHIMA 0000YKaMH,

TMoaroToBka H3AEAHN K paloTe
* DBckpoiiTe ynakosky 3on1a.
* llocne Toro, kak nauueHT(ka) Gyaer 1roTon(a) K OCMOTPY, JIOCTaHbTE N3 YNIAKOBKH MIICTPYMCHT H MPUCTYNHTE K paboTe.

8. NOATOTOBKA MNMAUUEHTA

Tpasnia noarotoeky k 3a6opy Gnonorudeckoro Matepuana ans nposeaeHns [11P-anarnoctuxn

Jlis nonyueHns JOCTOBCPHLIX Pe3yNLTATOB aHANH3bI Ha BHIABICHHE Bo30yauTencit GakrepuanbHbiX HHHEKIHN JIOIHKHB NIPOBOAWTLCA IC MCHCC YCM uepes 2
HEJIENU NOCIie NOCIIENHENe IPHEMA BHTHOHOTHKOB W/HHM anThGaKTCpHAILIILIX NTPENapaTos.

TTpu B3aTHA GHOMaTEPHAIA U3 YPOTEHUTAILHOI'O TPAKTA PCKOMEHAYCTCA BO3ACPKATLCA OT MOUCHCTIYCKAHHS W NOJIOBLIX KOHTAKTOR B TEYeHHe 2
YacoB Nepel B3ATHEM NPOOHL. Y xKeHUINH MaTepua OepeTca 1iepeil MeHCTpyalMei Kam Yepes 1-2 na nocnc ¢e oxoHyanus.

HeobX0ANMO MOMHHTB, YTO Pe3y/bTaThl HCCNEIOBAHUA HA HanHuue MHOEKIUA 3aBUCAT OT NCPHOJA HHOHUHPOBAHHS H COCTOSHUA HMMYHHON CHCTEMbI,
NI02TOMY OTPHLIATCABHLIH PE3y/IbTaT NOJIHOCTBIO HE HCKNIOYAET HANUYHA HHCKIMH. B COMHUTENBHBIX Cydasx uenccoodpasiio NpoBecTH NOBTOPHLIH aHann3
cnycta 3-5 mici.

IMoarorosxa k 3afopy Guomarepuaia y My*xaun

[lepen B3ATHCM Ma3Ka H3 ypeTpbl MYXYHHE HYXHO TNMOATOTOBHTHCA. JKenatenhHO 1-2 CYTOK BO3AEPHATLCA OT HOJNOBLIX KONTaKTOB. BeucpoM
HAKAHYHE HYKHO HPHHATL AYIl. A YTPOM MCPea HCCICAOBAHHEM He MOUHTLCH XOTa Obl 2-3 waca. Jleno 8 TOM, 4TO, MOY3 CMBIBACT C NMOBCPXHOCTH YPCTPhI
MHKpodIopy, NaToreHHbie MHKPOOPTaRH3Mbl M KJICTKH. 38 HCCKONbKO YacOB HX KOJIHHECTBO CHOBA YBEIHUHBACTCH, ¥ B YPETPE CKAILIMBAETCA AOCTATOUHOC
KO/THYECTBO OT/IENIAEMOL0, JUisl TOIo YTobbl B3ATL MATCPHAN Ha allau3.
9. NIPOBEJAEHHME 3ABOPA MATEPHAJIA
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Cockof >TATETHATLHBIX KIETOK H3 YPOTCHHTANLHOI0 TPAKTA KCHIIHHAIL.

Baste Marephana. CocKoGH NPOH3BOAAT M3 TPEX TOUEK TPEMS Pa3HLIMM 30HIAMH: HEPBAKAIBHBIH KaHA, 3aaHM#i CBOJA BIAraiMiIa, yperpa — B OOHY
NpoGHPKY, HOOUEPEAHO OMONACKHBaAs KaxaulH 3014, [1py HeoGxonumocTH GepyT MarepHan M3 IPO3HBHO-AIBCHHBIX NOpMKEHUH. Otaensemoe 3a0HpAIOT B
neGonbioM Konuyectse. [TpHCyTCTBAE NpAMeceii (3L, KPOBb, THOM) HEAOTYCTHMO, T. K. IPHBOJMT K ICrPaallHi HCCNE1yEMEIX MHKPOOPraHH3MOB.

BHUMAHME! Huxorna ne cmaunpaiite B npoGHpKax Tina «nneHaopd» (MUKpoueHTprYKHEIE NPOOHPKHIOHAK) Nepe 3a00poM OTACIACMOTO, T. K. OHH
3aNONHEHL] MM COASPKAT TPARHCIOPTHYIO cpely (MOKET BLI3BATh 3y, pasapaxeHue, oxor)!

LiepBuKanbHbil Kanaji: YAAUOT C/IH3b ¢ MOBEPXHOCTH WEHKH MATKM IUNIATENEM TWHEKOIOTHYECKHM, NHGO 30HIOM (mocne usero 3oua mGo mnarens
BHOpachBaloT). BROAAT 30HA B epBUKANbHBIH KaHAT Ha 1-1,5 cM 1 BpamaloT ero B Teuenue 35 cox. H3pnekaior 301z, n36eras KacaHua CTEHOK BIIAraIALNA,
A NOMEINAIOT €10 B CTCPHIBHYIO OAHOPa30BYIO NPOOHPKY ¢ TpaHCTIOPTHOH cpenoi. Ilorpysus paGoyyio 4acTs 30H7a B TPAHCMIOPTHYIO Cpeay, BpamaloT 3011 B
Teucume 10-15 cex., u3beras pasGphIsrMBaHUA pacTBopa. BHHAMAIOT 30HA M3 PacTBOPA, NPHKKMAs €ro K CTeHke npoGHpkH. OTxap U30BLITOK KUIKOCTH,
yJIJISIOT 30HA M 3aKphIBAIOT NPOOHPKY.

3anunit cBox Buaranviua. B cayuae H30bITKAa caM3W U OOUIBHBIX BBHLAECNECHWH YAANMOT MX LUNATENEM THHCKOJOTHYSCKHM, Jnbo 30110M (NOCKe 4ero ux
BbiOpackBaioT). [IpOBOAST 30HAOM NO TOBEPXHOCTH CNMZHCTOH B OONACTH 33AHETO CBOJA BIIarajMiila W 3K30LEPBHKCA W NEPCHOCAT 30HA B podMpKy ¢
TpakctiopTHo# cpenoii. [Norpy3us pabouyio 4acTh 30H/1a B TPANCNOPTHYIO CPE/ly, BPallaloT 30HI B TEYCHHE 10-15 cek. u3beras pa3OpLISTHBAHHA PACTROpA.
BLIEUMAIOT 30HA M3 PACTBOPA, NPHKHMAS €T0 K CTEHKE MPOGHPKA. OTKaB H3GLITOK XKM/IKOCTH, YAAISIOT 30H1 U 3aKPLIBAIOT MPOGUPKY.

VpeTpa: nepes RITTHCM cockoBa u3 ypeTphl 06pabaThIBAIOT €€ HAPYXKHOC OTBEPCTHE CYXHM CTEPHILHBIM 30HAOM. BBOAST 3011 B ypeTpy Ha ruyouny 1-1,5 cm
M AKKYPaTHO, HE NOPAHMB CIM3UCTYIO, HECKONBKHMH BpAIIATENbLHBIMH IBHXXEHUSMH NPOU3BOAAT COCKOG SMMTENIHANLHBIX KICTOK. TTepenocaT 30HR B
1poGupKy Tuna «niienaopd» ¢ TpaHcnopTHo# cpenoii. [lorpysue pabouyio 9acTh 30HAA B TPAHCTIOPTHYIO CPEdy. BPaMIAIOT 30HA B TeUEHUE 10-15 cek.,
u3beras pa3bpH3rMBAHMS PACTBOPA. BEIHMMAaIOT 30HA W3 PACTBOPA. NPUKHUMAL €ro K CTeHke NpoOupkH. OTKaB M3OHITOK XHAKOCTH, YAANsOT 30HA H

34KpBIBAIOT NPOOHPKY.

Cockol INHTEHANBHBIX KJICTOK H3 YPETPhI MYKMHH.

Baatne marepuana. INcpea B3atHeM cockoba U3 ypeTpsl HEOGX0AMMO BO3ACPKATECH OT MOYCHCNYCKAHHA B TEHEHUE HE MEHEE ABYX acos. ITpu nanuunsu
cBOGOIHO CTEKAIONIMX M3 YPETPH BHUIENEHUH YAANMOT MX CYXUM 30HJOM (NIOCNE Yero ero BRIKHAbBAIOT). BBoAsT 30HA B ypeTpy Ha riyGumy 3—4 cmM.
HECKONBKHMY BPAILIATENLHEIME IBHKEHHAMH (IPOU3BOIAT COCKOG SMUTENHMATLHEIX KICTOK ¥ TIEPEHOCAT 30H/ B POGUPKY THIIA «3nneHgopd» ¢ TpaHcnopTHOH
cpenoii. [lorpy3us pabouyio YacTh 30HAA B TPAHCIIOPTHYIO Cpeay, BpamatoT 301 B Teuenne 10-15 cex., n3berad pa3Opbisrusanus pactsopa. BHHUMaIOT 3014
U3 pacTBOpa, NPIKHMAA €ro K CTCHKE NpoSHpKA. Ornkas H30LITOK KHAKOCTH, YUAIAIOT 30HA U 3aKPLIBAIOT npobupky. [pHcyTcTBHe npuMeceit (Can3k, KPOBb,
FHOW) HENONYCTHMO, T. K. IPHROJIHT K AETPaJAlHK HCCHEAYEMBIX MHKPOOPFraHH3MOB.

My:xckoii Ma30K, 0CK00 H3 YPeTPbl A/ MUKPOCKONHUECKOTO HCC/IC10BAHHS.

6
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Bastne Marepuana. Ilepen B3sTHeM cockofa U3 yperpbl HEOOXOAMMO HE MEHee 2 4acoB BO3AEPKATHCA OT Modencnyckauus. Csoboano OTAENAEMOC (cm3e,
KPOBE, MHOM) yAaNMIOT CYXUM CTEPHILHBIM 30HIOM, 30H7 BLIGpOCHTL. JIpyroii 30HA BBECTH B ypeTpy Ha riiyOnHY 3—4 CM, BpallarebHEIMH ABMXCHUSIMH N0
vacoBoif cTpenke (3—4 pa’a) MPOH3BOAAT COCKOG. BRIHYB 30HA #3 ypeTphl, HAHOCAT MA3OK TAKHMH € BpaIaTe/lbHbLMHM JIBHXKEHHSIMH B OOpaTHOM
HanpaslIeHHH (MPOTHE YacOBOH CTPEsIKi) Ha BCIO MOBEPXHOCTh NPEAMETHONO CTEKNA TOHKHM CJIOEM.

BHHUMAHME! lMonyuenusii MaTepaan B CYEKN0 He BTHPATD, HE PACTHPATH, He HAHOCHTb TO4YEYHBIMH JABHKCHHAMH!
[TpHroTOBNIEHHBIA MA30K BHICYLIMBAIOT HA BO3AyXE, H30eras monanaHus NPAMbIX COMHEYHRIX ay4eH, BAAIH OT 060rperaTeIbHBIX NPHOOPOB.

BLICYIICHHEIH Ma30K MOMEIIAKT B WHAWBHAYaNbHBIH TONMSTHIICHOBLIA MAKeT ¢ 3aMKOM (rpHnnep), 3anonHeHHoe Hampapienue Ha AK nmpHkpenysor
CTEIUICPOM K JAHHOMY MaKeTy H OTNPARILIOT B naboparopuio.

Kenckuit Ma30K, YPOreHHTAALHBIH cockol 11t MHKPOCKONWYICCKOT0 HOCACAOBIAHNS.
BasThe marepuana. CockoObl NPOM3BOAAT H3 TPEX PA3IHTHBIX TOYEK: UCPBHKAIbHLIA KaHall, 3aHHI CBOJ| BlIaranuing, yperpa.

LlepBukankHblii KaHAN: YAANSIOT CAK3b C MOBEPXHOCTH LICHKH MATKH CYXHM CTEDHILHBIM 30H/10M, BBOAAT APYTOi 30HA B LIepBAKANbHLLA kaHan Ha 1-1,5 cm u
BpAalAIOT B TeYEHHWE 3-5 CeKyHA Mo 4YacOBOH cTpenke. M3pnexaloT 30HA, u3beras kacaHus CreHOK BJIAraluiia, M Cpasy HAHOCAT Ma3OK TaKHMH Xe
BpAINATENIBHRIMH JBMKEHHAMH B o0parHoM HAaNpaBieHHH (IPOTUB YaCOBOM CTPEKH).

3annuii cBon Braranuma. Ipu u30biTKe ciuan, 06MIBHLIX H CBOOOAHKX BHIZCACHHAX YAAIAIOT X CTEPHIIBHBIM CYXHM 30HAOM. JIpYrHM CTEPHILHBIM 30HI0M
MPOBOJAT B OONACTH BEPXHETO CBOJAA BAranMiua (MM APYI'O€ Ha3BaHWe — MEpeMnil CBOA BIAraiHIla ¢Tof) ... [lonyuennni#i MaTepHan cpasy HAIECTH Ha
[IPEAMETHOE CTEKIO, PA3BCPHYB 20HA NPOTHB YacCOBOH CTPENKY.

Vperpa: BeoasT 30421 B ypeTpy Ha rayduny 1-1,5 ¢M 1 aKKypaTHO, He NOPAHHB CIH3KUCTYIO, HECKONLKHMH BPAIATCILIBIMA ABIKCHAAMH TI0 HACORON CTPCIIKE
npou3roaar cocxob B Tevenue 35 c. MNonyyennsiit MaTepuan cpasy HAHECTH HA NIPEAMETHOE CTEKIIO, PA3BCPHYB 30HA TIPOTHB HACOBOH CTPEJIKH.

Ma30K BHICYIIMBAIOT MpPH KOMHATHOM Temneparype, nocie NoNHOTO BHICHIXAHUA Ma3oK IMOMELIAIOT B HHAMBHAYAIbLHbIA NONHITHICHOBLIA NMakeT ¢ 3aMKOM
(rpunmep), 3anonneHHOe HanmpasieHue Ha AK (3anonnath Heobxoaumo Bee rpadnr Ges mpouepkoB, amarnos «OOcneaosanue» He HpUHEMaeTcA!)
APUKPESNIAIOT CTCILUICPOM K JAHHOMY NAaKeTy W OTNpaBAsioT B JIabopaTopHio.

Kencxknii mMazoxk Ha AK
C AMArHOCTHYECKOH LE/IBI0 MaTepran MoayyaoT pasfeNbHO H3 3KTO- ¥ YHAOUEPBHKCA C NOMOIIBIO MMNATCAA (H3 BAAraAMIIHON MOPUXH LWICHKN MaTKK) ¥ M3
LEPBHKAIBHOTO KaHana.
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Mepes nonydvyeHMeM MmaTepumana WenKy MaTKy OOHaXalT B «3epKanax», HUKaKMX MaHUNynauuid C LWEeNKOW MaTKM He MNPOM3BOAAT: LUEWKY HUYeM He
CMa3blBatoT, CNN3b YAANAT CYXUM 30HLOM, 30HA BbIKMALIBAOT. [pYron 30HA WAN WETKY BBOAAT B HapY>XHbI 3€B LUENKN Ma3Ku, OCTOPOXXHO Hanpasnss
LEHTPa/bHYK 4acTb 30HAA MO OCWU LEEPBUKANLHOrO KaHana. [anee nmoBopaumBatoT Ha 360 ° (kenaTenbHO A0 3~ pa3 Mo 4acoBOW CTPENKe), AOCTUras TeMm
camblM B3ATUSA AOCTAaTOYHOrO KOMMYeCTBA KNETOK C 3KTOLEPBMKCA U C 30HbI TpaHchopmauumn. BeefeHne NHCTPYMeHTa AO/HKHO BbINMOMHATLCA OYeHb 6GEPEXHO;
Heo6XO0AMMO CTapaTbCA He MOBPeAUTb LWenKy maTKu. 3aTem 30H[ BbIBOAAT, U Matepuan pacnpegenstoT Ha cTekne (NPOTMB 4acoBOM cTpenku). MepeHoc
obpasua Ha NpefMeTHOe CTEKNO AO/MHKEH MPOMCX0AUTL 6bICTPO, 6€3 NOACYLMBAHUSA Y NOTEPU NPUANMLLUNX K MHCTPYMEHTY CNU3N M KIIETOK.

10. MEPEYEHb MCIMOJIHEHN N COCTABHbIX YACTEW

. fun A «YHuBepcanbHbllii» (Sample brush) - ana B3aTMA Ma3KoB U3 LLepBUKa/IbHOTO KaHana Ha LMUTOI0rMYecKoe uccnefoBaHune nunm
bakTepnonormnyeckoe metogom MLUP, ang B3aTna 6M0ONOTMYECKOro Mateprana u3 MOYenCcnyCcKaTenbHoro (LEepPBUKanbHOr0) KaHana y My>U4uH 1 XXeHLMH
(ypeTpbl), NO3BONSAET NPOBECTM LUTONO! MYECKMIA aHaNn3, TaKXKe MOXET 6bITb UCNOJIb30BaH BO BPeMs 6epeMeHHOCTH.

. Tun B «J1oxxka ®onbkmaHa» (Cervix spoon) - Ans B3ATUS Ma3KOB U3 LiepBMKANIbHOTO KaHana, ypeTpbl ¥ C BNarauLLHON Nopuun Wekkn MaTKy na
LMTONOrMYEeCKoe N 6aKTepMONOrnYeckoe UCCnesoBaHume.

. Tun C «Marinenb» (Endometrial suction curette) - 4na B39TMA acnMpayMOHHOW GUONCUN IHLOMETPUS.

. Tun D «T]mi0luetka» (Rambrush) - ons B3aTMA Ma3KoB M3 LLEPBMKa/IbHOI0 KaHana na LMTonornyeckoe nccnegoBaHume.

. Tun E «LWnatens 3iipa » (Cervix scraper) - 414 B3ATMA Ma3epuana c NOBEPXHOCTU CNM3NCTON Baranmwa Ha LnMia0rnyeckoc nuccnefoBaHue.
. Tun F «KombuHupoBaHHbIi» (Cervix brush) - onsa B3aTna Ma3koB M3 LLepBUKanbHOr0 KaHaia Ha LMTON0rMyeckoe ucciefoBaHne uam

6akrepuonoruyeckoc metogom MLP.

. Tun G «LutouweTtka kom6u» (Cervical brush plus) - gns B3aTna 6M0N0rMYeckoro Mas eprana 04HOBPEMEHHO M3 LLIePBMKaNbHOIO KaHana u ¢ Hapy»HoW
LEeNKN MaTKW.
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Tun B «Jloxxa GoabkMans», Moxeas 2
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7.Tun G «LnToLueTka KOMOU»
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12. Texunueckue rpefoBanns

12.1 30HABI ZOMKHH COOTBETCTRORATH TPeOOBaHMAM Ta0MHIK 1, Tabnkub 2 1 Tabnuus 3.

Ta6maua 1. 3oHAb!, nepsas MOJEIb.

Haspauwe 30HA2 Jlnuna 30HIa, MM Macca 30182, I
Tun A «YHuBEpCansHbIi» 177+ 8 2+
Tun B «JIoxka GonbKMaHa» 214+ 8 5+1
Tun C «llafimens» 276,88 2+1
Tun D «L{uTomerka» 202,2+ 10 3x1
Tun E «lInarens Diipa» 178+ 8 5zl
Tun F «KomOuunpoBaHHbIH» 197,3+ 10 3+]
Tun G «lI [uroleTka koMOu». 198,8 £ 8 3+l
Tabmuua 2. 30HABl, BTOpas MOAEIb.
Ilazeanue 30Haa Jimana 3o1ga, MM Macca 3083, I
Tun A «YHHBepcanbHBIH» 177+ 8 4+1
Tun B «Jloxxa Ponskmanay 214+ 8 3+1
Tun C «[Tajinenn» 278,5+ 8 21
Tun D «{aTomerka» 200,2+ 10 2+1
Tun E «llInatens Jiipa » 203+ 8 2+1
Tun F «KKoMOMHUPORAHHBIHY 173,6+10 3]

‘Tabnuua 3. 3oHAbI, TPETEA MOXEIb.

Hassanue 3o011aa

JlmiHa 30812, MM

Macca 3oHaa, r

Tun F «KombuHupoBanslit»

201,510

3x1

Monenn 308a2 Tuna A «YHHBepcanbhbii» oTaHEaoTCA AramMeTpoM. uamerp paGoucti yactu Moaeny 1 — 2+0,2 Mm, mozenu 2 - 2,5+0.2 mMm.

Mozaean 3ouza Tuna B «Jloxka PonbkMaHa»y UMEIOT 3aKPYITIEHHYK GOpMy pasHbIX auaMerpos. Juamerp paGouyeii vacTv MoAeaM 1 € 1BYX KOHUOB paBeH
3,8£0,3 MM, inamerp paGouell 4acTs Moaenn 2 pazHbIi ¢ ABYX KOHIOB 1 paseH 4,2+0,3 mm u 3, 5+0,3 Mm.

Mopenu 3ouaa Tuna C «[laiinens» ornayaotcs /UIMHONK. Moaens 1 umeeT aauny 276.8 + 8 MM, a Mozens 2 - 278,54 8 MM.

Mogenu 3ouaa Tuna D «L{WTomerka» oTIH4a0TCa AMHOA. Mozacas 1 umeet minny 202,2 £ 10 MM, a Moaens 2 - 200,24+ 10. Jinmia paGoyeit gactu 21.4£2 mm
# 20,242 MM y Moaeam 1 u 2 cootBercTBeHHO. [luamerp pyuku — 2,9+0,2 mm. Macca 1 monenn — 1442 r, 2 Mopenw — 12+2 .
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Mozenu 3ouaa Tuna E «[llnarens DHpa» oTIHYAIOTCA /VTHHOH H Maccol. Mozens 1 umeet annny 178+ 8 MM, a Maccy 6,542 r, a Mozens 2 umeet auHy 203+
8 MM, a Maccy — 8£2 r. Taxxke, y 06ouX KoHIOB wmarens Diipa paznunas GopMa u wepoxosarad pabouas nopepxuocTs. [llnarens 3iipa npox3soanTes ¢
KOHUAMH KJIACCHYECKOIO THIIA H ¢ NepPOPHPOBAHHLIMHU NONATKAMH.

Moxaenu 3ouna Tuna F «Kom6Guuuposanauii» omagaorcs AnuHo#. Jinuda 1, 2 n 3 monenu cocrasiser 197,3+ 10 MM, 173,6£10 0 201,5+10 cooTBETCTBEHHO.
Jnuua paGouett uacth 30,642 Mm, 39,1%2 MM u 33,542 MM coorsercraenno. Lilnpuna paGoyeit wacTh y nepsofi Mogenn 18,61 mM, y Bropo#t Monenu —
15,441 MM, y Tperseit Mozens — 1811 mm.

30HABI YPOreHHTAIbHBIC OJHOPAIOBLIC CTEPHILHEIE:

. Tun A «YHHBEpCAIbHBI» - MPOH3BEAEH U3 NOMMOPONIEHa GeNoro uBeTa, MPEACTABAAET coboil cTynenyaTslii PUrypHbli cTepkeHs, CyXHBaIOMMICH

K paGoueii wacTH, IIOKPHITOH BHCKOSHBIM BOPCOM Ha JHHE 25+0,2 MM OT AHCTanNbHOrO KOHUA. B mpokcHMManbHOH HacTH CTCPXKHA HMEETCS MON0CTh. Ha
| PACCTOAHHM OT AMCTATLHOTO KOHUA CTEPKEHb MMEET IEPEMBIYKY, 00ECNeuHBalomylo JIETKOE OTaMEBaHHe paboucro KOHIA ¢ HacThbio CTEPKHS. Ans

COXPAHEHHA B3SATON0 MaTepHaia OTIOMAEHHAS YaCTh BCTABIAETCA paboyHM KOHLOM B 110JI0CTh HA MPOKCHMATBHOM KOHLE 30HAA. Obman anuna 1778 MM.

. Tan B «Jloxka DojibkMaHa» - ABYCTOPOHHMI JIOXKKOOOPasHbIi 30HA AMMHOH 214:8 MM, KOHIIB KOTOPONO MMEIOT 3aKpyrIeHHYIO (OpMY pasHbix
JMaMeTpoB, ipousBeacH u3 ABS (akpunHaTpunGyranuenctipon) 6esoro usera.
. Tun C «llalinens» - npousse/ieH W3 NonHnpomwicHa Genore usera. Ilpunuun 3a6opa MaTepHana ¢ TOMOWbIO 30HAa [afinesns OCHOBAH Ha CO3NAHUM

NOpLIHEM OTPHIATEILHOTO AABNEHYS, B PE3YNBTATE KOTOPOro Marepuall 3acachiBacTcs B NPoGHPKy. 30HA mMeer 4 Gokosbix oTBepcTHd. CalTHMETpOBas
IIKana Ha NOBEPXHOCTH 30H/A MO3BOJIAET KOHTPOJIHPOBATH [yGHHY BBEICHHS B MONOCTS: MATKH. Jitnsa obuwas 276,8+8 MM n 278,58 Mm.

. Tun D «I{uToineTKa» - HA OCHOBE H3 HEPXKABCIOMICH CTANM 3aKpenneHa 1eTHHA W3 DOJIMITHICHE, PYYKa #3 NOJIMNPOIKICHA PO30ROro, ronyboro HiM
Genoro usera. nuxa obmas 200,2+10 Mm u 202,2+10 MM, JuHa paboueit yacty 21,422 MM B 20,242 MM, HaMeTp py4ky — 2,940,2 Mm.
. Tun E «lllnarens Ditpay - npeacraenser coboli AsycTopoHHHil nonarkoobpasneili 3oma. Y oGoMX koHnos iwnarens Dipa pasiuiHas Qopma u

mepoxosaras pabouas nosepxHocTs. Llnatens Jiipa NpoMIBOAMTCA ¢ KOHUAMH KJIACCHHECKOIO THNA H € MEPPOPHPOBAHHLIMY JIOTIATKAMH. Jimua obwas -
178+8 MM 1 20348 MM, Marepuai: Gebiii DOTHIPONMICH.

. Tun F «KomBuunposanubiit» - Gopma paboueit uacTu - rukan paMka B BEIC pomMba WIH TIOCKas OAAMCPHAR 1IleTKa B BH/le Tpaneuuu Geaoro upera
W3 MOJMIPONHICHA C HAMbLICHHEM COXHLIX 2dHpOB LeMoNno3sl. Pytka U3roToRneHa U3 Nounponunexa 6enoro win cunero usera. Jlnna obuas

Jlinuna 1, 2 0 3 Momenu coctasnser 197,3+ 10 MM, 173,610 u 201,5+10 coorsercrBenno. nuna paGoueh yactu 30,6+2 MM, 39,12 MM 1 33,52 MM
cooTBercTBenHo. LlInpnua paboueit yacTu y nepsoii Mozenu 18,61 MM, y Bropoli Mojiend — 15,4+1 MM, y TpeTheh mojient — 1841 Mm.

. Tun G «[{uTomerka KoMOH» - MpeAcTaBNAeT COGOH ABYCTOPOHHHHE 30HA, C OAHON CTOPONEI KOHEN wnarens S#pa, ¢ APyro# CTOPOHEI MHTOILETKA.
Marepuan: Gelbiii NONHIPONMIEH, LETHHA LUTOIETKH W3 MIONMOTHIICHA 3aKPEIUIEHA HA OCHOBE H3 HepXkasetomiel ctaum. /imna obmas 198,8+8 mm. Jlnuna
pabougit yacTH co cTOpOHH! nimatend Jiipa 25,342 MM, O CTOPOHBI LIATOIETKH 35,642 MM.

12.2 Ha 10BepXHOCTAX H3JENAH He 10KHO OLITL TPSIIMH, paKOBWH, 3a00MH, LAPANHH, BHIKPOIIEHHLIX MECT, 3aYCCHUCE, pacclioeHnit, (IPHIKOTOB U APYIHX
3arpA3HCHUMN.
12.3 HaGop jionkeH GLITh CTEPHIBHBIM.
12.4 Crepunuzanus Habopa OCYIMECTBIACTCH '430BBIM CHOCODOM (OKHCB ITH/ICHA).
12.5 HaGophb! 10/kHBI GBITH TPHIOTHEIMH /1% FKCIUTYATALHM IPH TEMIIEPATYpPE OKpYyXKaloiero Boiayxa ot nioc 10 °C no mmioc 35 °C. oTHOCHTENbHOH
BA2XHOCTH He Bhille 80% npu Temneparype 25 °C u arMocdephom aasnenun ot 86 xo 106,7 lla.
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12.6 Habophi AOMKHB 65ITh YCTOKUMBEI K BO3ACHCTBHIO BUOPALMOHHLIX HATPY3OK C NapaMeTpaMH: AnanasoH 4acToT ot 10 1o 55 I'n, amnantynoit
nepemewucHus 10 0,15 mm.

13. TPEBOBAHHS BE3ONMNACHOCTH U OXPAHBI OKPYXXAIOIEN CPEABI
30HABI, TOCTABNAEMEIE TOTPEOUTENIO, HE TOKCHYRB, 1iC COAEPKAT BEUIECTB, IIPEACTABISIONNX ONACHOCTD /U1 OKPYXaloLIeH CPeIbl H 310POBbA HENOBEKA.
H3nesnsa He 0Ka3bIBAIOT CCHCHOMIIN3UPYIOWIETO WIIW Pa3ApaXaloiero AeHCTBHS.

B COCT4B 30HIIOB He BXOJAT KOMMOHCHTHI M BellecTpa. Tpefyiolue NpH Npon3BoacTse 0cobo cTpororo cobmoncHus TpeboBaHni 1IPOH3BOACTBCHHON H
noxapiioif 6e30MacHOCTH.

Mpu usrorosncuuy HaGOPOB NOMKHBI cobIoNaThe TpeGoBalina noxapHoi G6e30nacHoCTH.
[ [pon3BOACTBEHHBIE 1IOMEIIEHHS A0IIKIIBI OLITh 06OpyAOBaHLI BCEMU HCOOXOIMMBIMH CPEACTBAMM 110KAPOTYLICHHS.
TpeGosanus Kk oxpaiie OKpYXatoueh cpeist

OCHOBHBIMH BH/IaMH BO3MOXXIIOTO ONTACHOTO BO3ACHCTBHA Ha OKPYXXaloiylo cpeny ABNAETCA 3aIpA3NCHHC a'moc(bepnoro BO3/lyXa HACCIICHIBIX MCCT, NOYBHI H
BOABI B PE3YNBTATE HEOPIAHW3OBAITHOTO CKHIMAHHA W 3aXOPOHCHHA OTXOA0B MATCPHANOB HA TCPPUTOPHH MIPCANPHATHA-HITOTOBUTENA HIIH BHC CTO, 4 TAKKC
I'IPOH‘.'GBOJ'IBHOﬁ CBAJIKW MX B HE [IpCAHASHAYUCHHDIX W18 3THX uene Mecrax.

Orxosn 1HPOH3IBOACTBA JO/IKHBI NOJBCPIAITHCH YTHIIN3ALIHH.

,llonycxae'rcn YTHIANZAIKIO OTXOI0B MATEPHANOBR H XHMHKATOB B IIPOLUCCCC NPOH3BOACTBA IIPOHIBONUTD HaA JOTOBOPHON OCHOBE C opmnmauucﬁ. nMeloei
JIHICH3NWIO HA YTHIIH3AUHKY OTX0/108.

14. CBEAEHHA OB SKCILIYATAUHH

Hu npH KakuX 00CTOATENBCTRAX HE HCTIONL3YHTE MPORYKT NOCJIE HCTEHEHHS CPOKA COXPAHEHHS CTEPHIBHOCTH, YKA3AHIIOTO Ha YNIZKORKE.
Bo Bpems npoueaypbl HeoGX0/IMMO HCTIONL30BaTh ONHOPA3OBkIE CTEPHIILHLIC ICPHATKH.

He Hcnob3ylTe NPOAYKT, B CyHae eCiin HIBCCTHO O IECOBMECTHMOCTH H/HIM HEHAMNICKALLCM B3aHMONEHCTRIN C BEILICCTBOM.
Onuopasonoe YCTPOHCTBO 0AHOKPATHOTO IPHMEHEHHS NPCAHAIHAYEHO TONLKO 119 OXHOTO NannenTal

Mosropnoe uenoab3opanne anpemeno! llopropnas cTepuaHIaUBY 3anpemenal

15. KOMIUIEKT NOCTABKH

3onan yporeHHTANbHbIC O/IHOPA30BbIe CTEPHILABIC
Tun A «Yuusepcanshbiii», moaens 1 (Bua 214670)
Tun A «YHupepcanbHbiin, Moacasb 2 (Bun 214670)
Tun B «Jloxka ®onbkmanar». Moacas 1 (Bua 182790)
Tun B «Jloxka ®onkkmana», mogens 2 (Bua 182790)

37

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

1Y




Tun C «[Mainens», mogens 1 (Bug 180850)

Tun C «Maiinenb», mogens 2 (Bug 180850)

Tun D «UuTtoweTka», mogens 1 (Bug 182570)

Tun D «LunTouweTka», mogens 2 (Bug 182570)

Tun E «LWnatens ditpa », mogens 1(Bug 182790)
Tun E «LWnaTtenb ditpa », mogens 2 (Bug 182790)
Tun F «KoMb6uHMpoBaHHbI», mogens 1 (Bug 182570)
Tun F «<KoM6HMPOBaHHbIN», mogens 2 (Bug 182570)
'mn F «Kom6uHMpoBaHHbIN», mogens 3 (Bug 182570)
Tun G «LintoweTtka kombu» (Bug 182570)

16. TPEBOBAHNA K TEXHNYECKOMY OBCNYXWUBAHNIO N1 PEMOHTY

30HAbl MMEKT MOMIHOCTbIO 3aKOHYEHHYHD KOHCTPYKUUIO K He (be6yr0T B npouecce 3Kcnayatayun Kakmx-nmbo BMeLLaTeNbCTB MO TEXHNYECKOMY
06Cﬂy)KI/IBaHI/IIO N PEMOHTY, 3a UCKTIOYEHUNEM YTUNN3aLUMN B COOTBETCTBUI CO CTaHAapPTaMn MEANLUHCKOIO yYpexxaeHu4.

17. YCNOBUA SKCINTYATALNN

30HAbl AO/MKHbI ObITb NPUTOAHLIMU ANA 3KCMAyaTauMm Npyu TeMnepaType oKpyXxarwero sosgyxa ot natoc 10 °C go nntoc 35 °C, 0OTHOCUTENIbHON BNaXXHOCTH
He Bbile 85% npu Temnepartype 25 °C n atMocepHom gasneHuu oT 86 fo 106,7 kMa.
Hc gonyckaeTcsi KOHTaKT 30HA0B C OTKPbITbIM MIaMEHEM WM HarpeBaTebHbIMU Npubopamu.

18. MAPKMPOBKA

MapKupoBKa AoMKHa cogepXxaTb cnegyrouine faHHble:
Ha ynakoBaHHble eIHULbI HAHOCATCS:

- laTa cTepunusayum

- Me To4 cTepununsaymmu

- 3Hak CE

- CPOK rogHoCTH

- KpaTKasi UHCTPYKLMA M0 NPUMEHEHMNIO U YTUIN3ALNN.
- KONMYECTBO B YNaKOBKe

- HAMMEeHOBaHMWe W afpec M3roToBUTENSA

- HAMMEHOBaHMe 1 Ha3HayYeHne NPoAYKLUK

- HOMep napTun

- HOMep perucTpaLMoHHOro yA0CTOBEPEHNUA

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



- HEAoONyCTUMOCTb NCNOJ/1Ib30BaHNA 30HAO0B YPOTr€HUTa/IbHbIX OAHOPAa30BbIX CTEPUMbHbIX NP NOBPEXAEHNN YNaKOBKWH,
-HanMeHoBaHWNe 0(*)VILI,I/I8J'IbHOI'O npeactasnuTend

Ha Ka)K,EI,OM yI'IaKOBO‘-IHOI\/'I K0p06Ke OOJKEH ObITb HaKNeeH APNbIK, Ha KOTOPOM MeYvyaTHbIM cnoco6om OOJIXKHbI ObIrb HAHECEHbI:

- HaMMeHOoBaHmWe ¥ (M) TOBapHbIA 3HaK NPeAnpUATUA-U3rOTOBUTENS;

- afpec NpegnpuATUA-U3roTOBUTENS;

- ONuMcaHne COAEP>XXMMOTr0 YNaKoBKK;

- KO n3genus;

- COOTBETCTBYIOLLME MEXAYHAPOAHbIM CTaHAapTam YCN0BHble 0603HAYEHUA «CTEPUSIBHO», «C TEPUIN30BAHO OKUCbIO 3TUNEHA», «O4HOPA30BOr0
MCMONb30BaHUA», «4UTaTb MHCTPYKLMIO MO MPUMEHEHWNIO Nepes UCNOoIb30BaHUEM

- HoMep napTun (cepun);

- paTa czepunmsaumnm (rog-mecsy);

- laTa OKOH4YaHuA cpokKa rogHocTtu (rog-mecsu);

- COOTBETCTBYIOLLEE MEXAYHAPOAHbIM CTaHAapTaM 0603HayeHne Mapkuposku CF

-KO/INYeCTBO B YNaKOBOYHON KOpPOOKe

- WITPUX Kog

- HeJOMYCTUMOCTb UCMOb30BAHNA 30HA0B YPOTreHUTabHbIX 04HOPA30BbIX CTEPUbHBIX NPU MOBPEXAEHNN YNAKOBKMU.
-UH(opMaLma No yTuamsaymm

-HaMMeHOBaH1e oL ManbLHOro NpeAcTaBUTeNs

O6pasel, MapKUpoBKY
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[onyckaeTcs HaHeCeHUe A0NONHUTENbHOW UH(OPMALLIMM 1 3HAKOB Ha YNaKOBOUYHYH KOPOGKY M Ha ynaKoBaHHbIe eANHULLbI.

TpaHcnopTHas MapKUpOBKa - B 3aBUCMMOCTU OT BMAOB MCNOMb3YEMbIX 3PaHCMOPTHbLIX CPeAcTB. MapKMpoBKa HAHOCU3CHA HEMNOCPELCTBEHHO Ha Tapy WaM Ha
APNbIKK: haHepHble, MeTaNMYecKne, 6ymMaxHble UAN U3 APEBECHOBONOKHUCTON NAUTbl. pn 3TOM MaHUNYAALMOHHbIE 3HAKW, HAHECEHHbIE Ha Tape, AO/MKHbI
COOTBETCTBOBATHL 3HaYeHUAM: "Xpynkoe. OCTOpoXxXHO", "bepeyb oT Bnaru".

19. YNAKOBKA HA TEPPUTOPUN PD

Bce n3aenus 4oMXKHbl YKNa;1biBaTbCsA B UHAWBUAYANbHYIO YNAaKOBKY.
KOHCTPYKLUMS UHAUBKUAYANbHO YNaKOBKM A0MHa 06ecneynBaTh i epMETUYHOCTb U3AENNIA, HE OMYCKaTb NPOHMKAHWS MUKPOOPraHW3MOB.
N3penms 0omkHbl 6biTh YNI0XKEHbI B NOTPEOUTENLCKYIO 3apy, KOTOpas A0/KHa 06ecrneynBaTh 3alMTy 03 BHELLUHUX MEXaHUUYECKMX MOBPEXAEHWIA.
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Kaxgasa notpebuTtenbckasa ynakoBKa ¢ U3LeMAMU BMECTE C UHCTPYKLMEN N0 NPUMeEHEHUIO, AO/MKHA 6bITh Y10XKeHa B KOPOOKY UK 3aBepHyTa B bymary.
Kopo6Ka unn nakeT fO/MKHbI ObITh NepeBsA3aHbl WNaraTom Uiy oKneeHbl 6YMaXKHOM NEHTON, IEHTOMN K/1eeBOW Ha BYMaXHOW OCHOBE MW MOMNITUIEHOBOW
NenTow C NMUNKUM CNOeM TaK, YTO6bl ynakoBKa He MOra 6bITb BCKpPbITa 6€3 HapyLUeHUs LesoCTHOCTM.

Macca 6pyTTO KOPO6GKU f0/MKHA ObITb, He 60nee 3Kr

MnoTHOCTbL MaTepmnana fomxKHa 6blTb, HC MeHee 70 r/m”?,

MPOYHOCTb Ha pacTsHXKEHME B CYXOM COCTOSIHUM A0/KHA OblTb: B NPOAO/IbHOM HanpaBfieHUn He MeHee 5,4 KI1/m, B noONepeyHOM HamnpaB/ieHUN He MeHee 2,3
KH/m

TonuimHa gomkHa 6biTb 52 MKM C JOMNYCTUMbIM OTKNOHEHNEM 2 MKM;

ConpoTusneHve paspbiBY AOXKHO 6bITb, He MeHee 8 KH/m;

Bo34yXonpoHnLaemMocTb AO/KHA ObITh, He MeHee 0,2 MKM/Ta c;

MPOYHOCTbL Ha HPOAaBNMBaHME JO/MKHA 6bMN b, He MeHee 240 klMa.

20. TPAHCIMNOPTUNPOBKA N XPAHEHWVE HA TEPPUTOPUN PP

TpaHcnopTMpoBaHMEe 30HLOB MOXET OCYLLEeCTBAATLCA BCEMW BWAAMWU KPbITbIX 3PaHCMOPTHbLIX CPEACTB B COOTBETCTBUM C NpasBunaMy NepeBO3KW rPy30B,
[eNC'1BYOWMMM Ha KaXX40M BMAe TpaHcnopTa.

TpaHcHOpIMpoBaHMe rpy3a MOPCKUM TPaHCNOPTOM [O/DKHO NPOM3BOAUTLCA B COOTBETCTBUM C "lMpaBunamm 6e30MacHOCTY MOPCKOW NepeBO3KW reHepasbHbIX
rpy3os". Bug oTnpaBku - KOHTeliHepaMn 1 Menkas oTnpaska.

30HAbl JOMKHBLI ObITb NPUrOAHLIMW ANS TPAHCNOPTUPOBAHUA MpPU Temnepatype OKpyXKawouiero Bosgyxa oT MuHyc 50 °C fgo nntoc 50 °c, 0IHOCUTCNLHOWA
BNaXHOCTK He Bbiwe 80% npu Temnepatype 25 “C n aTMocthepHoM gasneHnn ot 86 go 106,7 klMa.

XpaHeHue 30HA0B B TFPaHCMOPTMOA ynakoBKe Ha CKnafjax u3rotoButens (noTpebutens) , UCKOYAOLWMX BEPOATHOCTb BO3AENCTBMA BNarv M arpeccuBHbIX
Cpef, Ha pacCcTofAHUN He MeHee 1M OT HarpeBaTeNbHbIX NPUBOPOB, AO/HKHO OCYLLECTBAATLCA NPU TeMMepaType OKpy»Kawouiero sosgyxa ot +5°C go +40 °C u
Ol HOCMTENbIOW BNaXHOCTN Bo3ayxa 4o 80%.

30HAbl B 1paHCMOPTNON Tape AO/MKHbI 6biTb YCTOWYMBLI K BO3AENCTBMIO BMOPALMOHHbLIX Harpy3ok ¢ napametpamu: fuanas3oH 4actot oT 10 go 55 Iu,
amnAnTygoin nepemewieHms o 0,35 MM M MexaHMYECKMX yAapoB C mapameTpamu: MUKOBOE YAapHOe YCKOpeHue ao 100 MC”, 4NMTENbHOCTb AelCTBUSA

yZapHoro yckopeHus 16 mc, yactoTa ygapos o 120 Mun".
Mpu norpyske, BbIrpy3Ke, XpaHeHUN Y TPAHCNOPTUPOBAHUMN AO/MKHbI ObITb MPUHATHI MEPbI, NPeA0XPpaHAtoLWL e Habopbl OT MOBPEXAEHUI U 3arpsA3HeHI.

21. TAPAHTN N3ITOTOBUTEJTA

MpeAnpuUaTUe-N3roToBUTE/b rapaHTUPYeT COOTBETCTBME 30HA0B TPe6OBAHMAM HACTOSLENA UHCTPYKLUN NO NPUMEHEHMIO NPU COGMOAEHUN NpaBUN
aKcnayaTaymm, TPaHCNOPTMPOBAHNSA U XPaHEHMS.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



1'apaHTuWIiHbIA CPOK rogHOCTU (CPOK COXpPaHEHUS CTEPUSIbHOCTK) - 5 NeT co AHA CTepuamsannn.

30HAbl C UCTEKLWIMM CPOKOM CTEpUIM3aL UM MOBTOPHON 06paboTKe He Moanexar.

B cnyuyae o6HapyxeHus feddeKToB UM HEMPaBUIbHOTO MYHKLMOHWPOBaHWSA 3an0NHUTb 61aHK NPeTeH3UA,MOMeLLEeHHbI B KAPTOHHOW KOPOGKe, 1 COXpaHuTe
HemcnpasHble N3enns.

22. CBEAEHWA Ob YTUNN3AUNN HA TEPPUTOPUN PO

[MOBTOPHOMY NPUMEHEHUIO 30HAbl HE MOANeXaT.

YTtunusauma ocyuectensercs cornacHo CaHMnH 2.1.7.2790-10 (no knaccy otxogoB b) n CI 2.1.7.1386-03.

YTunnsaunm Tak Xe nognexar notpebuTensckas n TPAHCNOPTHAA YNakoBKU. YTUAN3ALUMN AO/KHbBI NO4BepraTbCa OTAeNbHO 6ymara, 4epeBo, NOM3TUMIEH U
njacTmacca B COOTBETCTBUM C npaBuiamMmn cbopa, yuyéta n yTuamsaumm yrnakosKuy.

30HAbI NOC/e UCMONb30BaHNA NOANEXUT YHUUTOXEHUIO B COOTBETCTBUM C LENCTBYIOLWMUMY HA TeppuTopun PO HopMamMy 1 3aKOHaMU, KOTOPble PeryanpytoT
yTUAN3aLui NOTEHLNANBHO UH(ULMPOBAHHBIX MEeAULUHCKUX OTXOA0B.

OduumnanbHbIi npeacTaBuTenb npomssoauntens: OO0 «KOHMKopHMe», 192019, CaHkT-IMeTepbypr, yn. MenbHuuHas, 4.18, nutepa A, Ten.: (812) 702-33-04.

23. CBEAEHNA O PEKTAMALWAX.
Peknamaumu Hanpenate: OO0 «HOHMKopHMef», 192019, CaHKT-MeTepbypr, yn. MenbHUYHas, 4,18, nutepa A, ten.: (812) 702-33-04, info@ unicmed.ru.
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CBUAETENBCTBO

/PomboBugHas am6nema (nepesog)/: CCPIT Kutaiicknin CoBeT COAeACTBUA MeXAYHapOaHOM
TOproene

CoBeT cofieiicTBMS MeXAyHapofHoli Toprosne sensetcs Manatoil MexayHapoaHOR Toprosau
KuTaiickoii HapogHoii Pecny6auku
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CoBeT cofieiicTBUSA MexayHapogHoli Toproene Kutanckoin HapogHoii Pecnybnmnkm

Manata MexayHapoaHoii Toproen Kutaiickoin HapogHoii Pecny6imku

CBUAETENBCTBO
PeructpaupoHHbIii Homep: 193210B0/001256

HacToAwnm yaocToBepsaeTca MNOA/IMHHOCTL nedaTty KomnaHun «LizaHcy HAga TexHonomxku Tpyn Ko.,
Ntp.» (Jiangsu Yada Technology Group Co., Ltd.) Ha npunaraeMomMm JOKyMEHTe,

CoBeT COfIENCTBUSA MeXKAYHapPOAHO TOProesie

KuTarickoii HapogHoi Pecny6amKn

Mopnuck ynonHomMo4veHHoOro mua: (YxkaH LiveHb)
Jata: 03 noHa 2019 roga

MevaTb: «CoBeT COAECTBUSA MeXKAYHAPOAHOI Toproene

KnTaiickoii HapogHoii Pecny6anku *MeyaTb A8 YA0CTOBEPEHUS LOKYMEHT OB»

CailT ans nposepku cepTudukaTa: http:/Amw\WZLxu)iixn))vm validate.htnij
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YTBEPOXKOAKO

CeHepa/bHbIN AUPEKTOP

«3aHcy Apa TexHonomxun Tpyn Ko.. f1Tg.»
(Jiangsu Yada Technology Group Co.. Ltd.)
/Mognuce/nmy KOHU3OHL (Liu Yon”un)
Mevats:

«L3aHcy Apa TexHonogxku Tpyn Ko.. /1Ta.»
(Jiangsu Yada Technology Group Co.. Ltd.)
3210030948084

31 masa 2019 rog.

MHCTPYKLUNA
no NMNPUMEHEHWIO

YporeHUTa/ibHble 04HOPa30Bble CTePU/IbHbIE 30H/bI

«LU3saHcy Apa TexHonogku Tpyn To., JIta.» (Jiangsu Yada Technology Group To.. Ltd.), KuTai
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YTBEPIKAALO

CeHepanbHbIN AUPEKTOP

«L3aHcy Apa TexHonogxn Tpyn Ko., JiItg.»
(Jiangsu Yada Technology Group Co., Ltd.)
/Mopnuce/iuy KOHH3OHL (Liu Yongjun)

Meyatsb:

«L3aHecy Apa TexHonogxu Tpyn Ko., Nltg.»
(Jiangsu Yada Technology Group Co., Ltd.)
3210030948084

31 mas 2019 rog.

TeKCT HapyCCKOM A3blKe

MepeBo/ yKa3aHHOT0 AOKYMEHTA C aHTIMIACKOTO U KW TANCKOT0 A3bIKOB Ha PYCCKNA A3bIK BbIMONHEH NEPEBOAUMKOM
PomaHuau flapbeit CepreesHoii. MepeBoj SBASie T CA MPaBUIbHbIM, TOYHBIM U MOJHBIM.
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Poccuiickas degepayus

CaHkT-MeTepbypr

[BeHajuaToro Mionsa ABe TbiCAYM AeBATHaALATOro roga

Pcn~t-Metenbypra CcBUAETENbCTBYHO MNOAJIMHHOCTb
A, TapuH Wropb Bnagumunposuny, HoTapuyc

nognucy nepesofumka PomaHuaun fapbu CepreesBHbI.

Mognuce chenaHa B MOeEM NMPUCYTCTBUN.
JIn4yHOCTbL NojgnucaBLUEero JOKYMEHT yCTaHOB/IeHa.

3aperncTpupoBaHo B peecTpe; Ne.78/63-H/78-2019-24-156.

B3bliCKaHO rocygapCcTBeHHOM’ xagakrten py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr

.B. NapuH
bl P

W idi
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Poccuiickas degepayuns
CaHkT-lMeTepbypr
[BeHaguaToro nwonga fBe TbiCAYM fleBATHALLATOro roga

A, TapuH Wropb Bnagumuposud, HoTapuyc CaHkT-IeTepbypra, CBUAETENbCTBYHO BEPHOCTb KOMWM

C NPefCcTaBNeHHOro MHe [OKYMeHTa.
Nnctbl 1-86 NpeaocTaBNeHHOr0 AOKYMEHTa ABMATCA KOMUEN.

3aperncTpupoBaHo B peecTpe: Ne 78/63-H/78-2019-24-157.

B3bickaHO rocya’iitiieHHoii noV518Hel (Mo Tapudy): 910 py6. 00 Kon.
YnnayeHo 3a p|*&3auue ycnyr npaBoaro n"exHmyeckoro xapakrepa: 3680 py6. 00 kon.

4b - W -
W ‘4" ' n.B. lapuH
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