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STATE SANITARY AND EPIDEMIOLOGICAL SERVICE OF UKRAINE

CERTIFICATE
of state registration
of the disinfectant

       № 05.03.02-08/1519	    from 08.04.2016

Disinfectant “POLYDISIN”
(name of the disinfectant)

25% - polyhexamethylenguanidine hydrochloride
 (content of active substances)

Private company “Termit”, Ukraine, 33017, Rivne region, village Horodok, Shteingel Street, 145 B, phone number 036-2-61-83-64, code of the Unified state register of enterprises and organizations of Ukraine: 21088370
(applicant, full name, location)

Private company “Termit”, Ukraine, 33017, Rivne region, village Horodok, Shteingel Street, 145 B, phone number 036-2-61-83-64, code of  the Unified state register of enterprises and organizations of Ukraine: 21088370 
(manufacturer, full name, location)
Healthcare institutions (including pharmaceutical/druggists), the prison system, institutions of rehabilitation and recreation, social security, sports facilities, laboratories of different subordination, training and education; in food and recycling industry (for disinfection of processed water for washing beets, vegetables, fruit, technological equipment, piping systems, surfaces which are in contact with food products); pharmaceutical, chemical, biotechnological, perfume and cosmetological and microbiological industries; military units, facilities services, recreation and entertainment services, communal purposes services, the restaurant industry and trade establishments, institutions (departments) of communication, banking institutions, military units, transport (including movable stock of all means of transport, railway stations, airports, sea ​​and river ports) etc.
(scope of application)

According to medical guidelines from 08.04.2016 №732-2016
             (the use according  to)
The Certificate is issued on the advice of the state sanitary and epidemiological expertise from 05/04/2016 № 05.03.02-04/11243 performed by the commissioner institution of the state sanitary-epidemiological service – State Institution “Institute of Medicine of NAMS of Ukraine”
(full name of the institution)

The Certificate is valid to: 08.04.2021 

           Temporarily in charge of the Chief Medical Officer of Ukraine                           S.V. Protas


 [Seal:] Ukraine, State Sanitary and Epidemiological Service of Ukraine, 
Identification code 37508109	
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[bookmark: bookmark2]ON HOW TO USE “POLYDISIN” IN ORDER TO DISINFECT AND PERFORM PRE-STERILIZATION CLEANING
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disinfection.
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GUIDELINES ON HOW TO USE “POLYDISIN” IN ORDER TO DISINFECT AND PERFORM PRE-STERILIZATION CLEANING

1. [bookmark: bookmark5]GENERAL INFORMATION
1.1. [bookmark: bookmark6]Full name of the product: disinfectant “POLYDISIN”
1.2. Manufacturer: “TERMIT” Ltd. (Ukraine) according to technical specifications 20.2-21088370-007:2014.
1.3. Ingredients, content of active substances and excipients: 25,0% of polyhexamethyleneguanidine hydrochloride; excipients, flavouring agents, colourant, water up to 100%.
1.4. [bookmark: bookmark7]Product form and physico-chemical properties of the product.
The product is a transparent, easily movable liquid without impurities, easily soluble in water. Aqueous solutions are clear, colorless, odorless, non volatile, easily washed off with water from the treated surfaces, without causing metal corrosion, without damaging the objects that are made of different materials (metal, glass, rubber, plastics, linoleum, tiles, porcelain, pottery, wood) and also surfaces of medical devices and equipment with painted, galvanic, polymeric cover. General solutions of the product do not bleach fabrics, do not fix organic pollution, show drenching, washing and deodorizing properties that increase with the solution temperature rising to 30-90° C or when adding to them of soda ash in the amount of 30 g/l.
The product is not compatible with soaps, anionic surfactants, concentrated solutions of chlorine-containing compounds. 
Working solutions of the product are non-flammable, fire- and explosion-hazardous and environmentally safe.
1.5. [bookmark: bookmark8]Purpose of the product.
The disinfectant "POLYDISIN» is used to perform current, final and preventive disinfection:
 - for disinfection of medical devices with simple configuration (except endoscopes and instruments to them), laboratory ware, packaging; medical devices and equipment; surfaces of the the premises, hard furniture, sanitary and technical equipment, clothing, underwear, cleaning utensils, sick care items for infections of bacterial (including tuberculosis), viral (including hepatitis and HIV) and fungal (candidiasis, ringworm) etiology in infectious diseases, medical institutions, including clinical, diagnostic, biochemical, virological, bacteriological laboratories, emergency rooms, donor centers and centers of blood transfusion, apartments, children's institutions and so on during the current, final and preventive disinfection;
 - for disinfection, combined with pre-sterilization cleaning of medical devices (except for endoscopes and instruments to them) of simple configuration in healthcare facilities and health clinics;
- for disinfection of surfaces in the rooms during thorough cleaning of healthcare facilities, children’s institutions, etc;
- to deal with intra-hospital infections, as “POLYDISIN» provides prolonged disinfecting effect and does not cause the emergence of microorganisms resistance to the active substance of the disinfectant;
- for disinfection in pharmacies, schools and kindergartens, disinfection of premises, things of environment, sanitary and technical equipment on any stationary and moving objects, on moveable stock and facilities for providing air, road, rail and public transport including stations, moveable stock, subway stations, passenger cars of various types of warehouses, office and special purpose wagons, carriages restaurants, subway cars, cupboards and other items of department subordination ;
- in ambulances, on food processing industry enterprises, restaurant industry and trade industry, on public facilities and common public places - stations, hotels, dormitories, cinemas, hairdressers (hairdressers, manicure and make-up instruments); baths, saunas, swimming pools, public toilets, gyms, places of training, competition, training sessions etc.
- to disinfect the air and eliminate unpleasant odors with the help of method of spraying on different facilities, ventilation systems and air conditioning (household air conditioners, split systems, multizonal split-systems, roof air conditioners etc.).
- for disinfection on other epidemiologically significant objects whose activities require disinfection operations in accordance with the applicable sanitary, hygienic and anti-epidemic rules and regulations and regulatory guidance documents;
 - to deal with fungus;
 - for disinfection of wood as an antiseptic;
 - for paints and varnishes, as a preservative;
 - for mineral surfaces as a primer with disinfectant action;
- for concrete, brick, tile surfaces to prevent the destruction and the emergence of fungus, mold;
 - in water treatment as disinfecting reagent with flocculating properties;
 - for treatment of water storage tanks;
- flocculant for drinking water and wastewater treatment;
- for cleaning and disinfection of water in swimming pools;
- for disinfection of wells and water purification;
- for disinfection and cleaning of surface waters;
- for treatment of water made after washing the filters;
- ware and equipment made of plastic, metal, glass and bottle packaging containers;
- for cleaning and disinfection of municipal and industrial waste waters;
- for treatment of sludges formed in the process of cleaning of natural water and sewage;
- for disinfection of water in local treatment systems and additional treatment of water, staffed with membrane, sorption and other filtering equipment;
- for cleaning and disinfection of water for purposes of technical water provision;
- water disinfection and purification of piped drinking water intended for everyday use and in case of emergencies - natural disasters, hostilities and various accidents involving contamination of drinking water and water for household purposes.
1.6. [bookmark: bookmark9]Specific biological properties of the product, spectrum of antimicrobial action.
"POLYDISIN” - reveals bactericidal, tuberculocidal; virucidal (including pathogens of hepatitis, HIV, rota-, enteroviruses of influenza A (H5N1), A (H1 N1)) and fungicidal (including mushrooms Sapbiba, pathogenic dermatophytes and mold fungi) properties, highly active against pathogens of nosocomial infections.
1.7. [bookmark: bookmark10]Toxicity and safety of the product.
Due to the parameters of acute toxicity the product refers to Class 4 of low hazard substances when injected into the stomach and applied to the skin in accordance with All Union State standard 12.1.007-76 "Occupational safety standards system – Noxious substances. Classification and general requirements for security"; in recommended concentrations for the purpose of disinfecting, the agent does not irritate the mucous membranes of the eyes and upper respiratory tract, does not cause skin-irritating, skin-resorptive, sensitizing actions, does not show mutagenic, cumulative, embryotoxic, gonadotoxical and carcinogenic properties. Maximum allowable concentration for polyhexamethylenhuanidine hydrochloride is not defined.
Because of low volatility, there exists a low risk of inhalation exposure.

2. [bookmark: bookmark11]PREPARATION OF WORKING SOLUTIONS
2.1. The method and conditions for preparation of working solutions. Working solutions of the product are prepared in labeled containers that are made of any material, by means of dilution with water and subsequent stirring until it dissolves, with further exposure during one day. To prepare the working solutions of the product, drinking water is used.
To strengthen pre-sterilization cleaning of the agent, soda ash can be added to the solution (30 g/l).

2.2. [bookmark: bookmark12]Calculations for preparing the working solutions.
To prepare solutions of POLYDISIN with appropriate concentration, calculations presented in the Table 1 are used.
Table 1. Calculations for preparing of working solutions from “POLYDISIN” with 25% of active substance.

	Concentration of the working solution Polydisin (according to the product), %
	The amount of Polydisin needed to prepare 1 litre of the solution, ml
	Amount of water, 
ml
	Concentration of the working solution Polydisin (according to the active substance), %

	0,2
	2,0
	998,0
	0,05

	0,3
	3,0
	997,0
	0,075

	0,4
	4,0
	996,0
	0,1

	0,6
	6,0
	994,0
	0,15

	0,8
	8,0
	992,0
	0,2

	1,0
	10,0
	990,0
	0,25

	1,6
	16,0
	984,0
	0,4

	2,0
	20,0
	980,0
	0,5

	2,4
	24,0
	976,0
	0,6

	2,8
	28,0
	972,0
	0,7

	3,2
	32,0
	968,0
	0,8

	4,0
	40,0
	960,0
	1,0

	4,8
	48,0
	952,0
	1,2

	6,0
	60,0
	940,0
	1,5

	6,4
	64,0
	936,0
	1,6

	8,0
	80,0
	920,0
	2,0

	9,6
	96,0
	904,0
	2,4

	11,2
	112,0
	888,0
	2,8

	12,0
	120,0
	880,0
	3,0

	16,0
	160,0
	840,0
	4,0

	20,0
	200,0
	800,0
	5,0

	24,0
	240,0
	760,0
	6,0



Note: *To prepare 10 dm3 of the solution "Polydisin" the amount of the product and the volume of water increases in 10 times.


2.3. [bookmark: bookmark13]Term and storage conditions of working solution.
Working solutions remain active for at least 6 months from the date of the preparation, if stored in container with tightly closed lid.
Working solution "Polydisin" is used for the purpose of disinfection only once.

3. [bookmark: bookmark14]METHODS OF USING THE PRODUCT FOR DISINFECTION AND PRE-STERILIZATION CLEANING
3.1. [bookmark: bookmark15]Objects of usage.
Working solutions of "Polydisin" are used for the purpose of disinfection and pre-sterilization of medical devices (except for endoscopes and instruments to them) of simple configuration, surfaces of the premises (walls, floor, ceiling, doors, window frames, etc.) in healthcare institutions, social security institutions, sports and recreational facilities, swimming pools, air, road, rail and public transport, food processing industry, restaurants, kindergartens, schools, living conditions, consuming industrial markets, for disinfection of surface, underground waters in tanks and containers, disinfection and purification of drinking water of centralized and decentralized water supply intended for use in everyday life and in case of emergency - natural disasters, hostilities and various accidents related to pollution of drinking water and water for household purposes, wood industry, disinfection of tools, equipment and utensils made of plastic, metal, glass and bottle packing containers, for disinfection and cleaning of open waters, domestic and industrial wastewaters, furnishings (hard furniture), surfaces of medical devices, vessels and equipment of galvanic, painted, polymer and other coating, hairdressing and manicure tools, sick care items, toys, underwear, clothing, utensils, sanitary equipment (tubs, sinks, toilets, etc.), discharges of patients and carriers of infectious agents, cleaning equipment.
3.2. [bookmark: bookmark16]Methods for decontamination of individual objects or neutralization of target objects.
The disinfection of objects with the the help of solutions "Polydisin" is performed with wiping, soaking, pouring and immersion in accordance with the modes listed in Tables 2-8.
3.2.1. The surfaces of the rooms (walls, floor, ceiling, doors, window frames, etc.) and furnishings (solid furniture) must be carefully wiped with a cloth or a brush which are soaked with the working solution of the product.
	 The norm of working solution "Polydisin" for surface disinfection by methods of rubbing is 100 cm3/m2 of surface. Surface disinfection in the premises with the help of rubbing is allowed to perform in the presence of patients (during disinfection in healthcare centres) and unauthorized persons (during disinfection of communal facilities). Surface disinfection in the premises with the help of rubbing method in children’s institutions and schools is performed with the absence of children.
	Surfaces exposed to considerable pollution and requiring regular washing, are processed with the help of solution "Polydisin" after each washing. Daily wet cleaning of premises with "Polydisin" is performed with lukewarm water without soaps and detergents.
3.2.2. Medical products are disinfected by means of dipping into a working solution "Polydisin" with appropriate concentration. Connector products that have cavities and channels, are disinfected unassembled. Channels and cavities should be completely filled with working solution via syringes of continuous type of action or electric pumps. The thickness of the solution layer over the products must not be less than 1 cm. After disinfection, the medical products with avoiding of their drying up, are immersed into the drinking water, washed with running drinking water during 4-5 minutes (with the speed of water supply 4 dm3/min.) and rinsed with distilled water. Channels and cavities of products of medical purpose are washed by the means of pumping the drinking water through them with a syringe of continuous type of action or with electric pumps.
3.2.3. The surfaces of medical devices, vessels, equipment, equipment with painted, galvanic and polymer coating are wiped with a cloth dipped in a solution of the agent with the following compliance with the relevant exposure.
3.2.4. Hairdressing, manicure and cosmetological tools are completely immersed in the working solution of "Polydisin", and after disinfection, preventing drying, are consistently washed with warm and distilled water for 4 minutes.
3.2.5.  Sick care objects of small size are disinfected by means of immersion in the working solution. Sick care objects of large size are disinfected with wiping cloth which is moistened in working solution of the product. After the disinfection sick care items are washed in the running warm tap water for 4-5 minutes.
3.2.6. The dishes are cleared out of uneaten food and completely immersed in the working solution of "Polydisin". The norm of using the working solution is 2 dm3 per set (a cup, a saucer, a soup plate and a dinner plate, a tea- and a tablespoon, a fork, a knife). After the disinfection the tableware, prevented from drying, is washed with a rough brush or a sponge and rinsed under the running drinking water during 4 min. The usage of warm water with the temperature 45+5° C should be the priority.
3.2.7. Toys of the small size are immersed completely into the working solution of “Polydisin”. Toys of the large size are disinfected by wiping with a cloth moistened in the working solution of the product. After the disinfection the toys, prevented from drying out, are rinsed with warm tap water during 4 minutes.
3.2.8. Underwear and bed linen, work clothes, piece by piece are immersed in the working solution of "Polydisin" at a rate of 4 dm3 per 1 kg of dry clothes. Preference is given to usage of working solutions "Polydisin", which is heated to 40°C. During the disinfection of the linen the temperature of the working solution is not preserved. After the disinfection the underwear and work clothes is washed and rinsed in a clean water.
                To achieve prolonged disinfecting effect, the fabric materials are not rinsed, but squeezed and dried.
3.2.9. Urine and mucus are disinfected in the working solution of “Polydisin” with casting method at a ratio of volume of disinfectant solution and secretions 1:1.
3.2.10. Faeces are disinfected in the working solution of “Polydisin” with casting method at a ratio of volume of disinfectant solution and faeces 2:1.
3.2.11. Surfaces of sanitary and technical equipment (tubs, sinks, toilets, etc.) are disinfected with the help of a wiping cloth or a brush moistened with a working solution of "Polydisin". To increase the cleaning properties, it is advisable to add soda ash to the solution (30 g/l).
3.2.12. Cleaning equipment is immersed into the working solution of "Polydisin". After disinfection it is dried in the open air.
3.2.13. Disinfection at municipal facilities, restaurants and catering enterprises and trade, air, road, rail and public transport, is carried out in accordance with the modes listed in Table 5, 6, 7, 8; disinfection at sports and recreation centres (swimming pools, saunas, baths, showers, massage rooms, etc.) is carried out according to the regimes recommended for disinfection during fungal infections (Table 8).
3.2.14. For disinfection of surfaces, contaminated with fungus, the surfaces are pre-cleaned mechanically from fungal plaque and wiped with a cloth or a brush moistened in 0,3% solution of “Polydisin” (exposition 60 min.).  To prevent the growth of fungus, the surfaces are disinfected in a working solution of the product once per month.
3.2.15. Disinfection of medical devices of simple configuration (except endoscopes and instruments to them), is combined with pre-sterilization cleaning, and performed with the help of immersion into a working solution of the product. Immediately after the use, the medical products, without washing with water, are immersed into the working solution of "Polydisin" at the temperature of 50-60° C (during the cleaning and disinfection the temperature of the working solution is not preserved). Connector products that have cavities and channels are disinfected unassembled. Channels and cavities are filled completely with the working solution via syringe of continuous type of action or electric pumps. The thickness of the solution layer above the products should not be less than 1 cm. After disinfection of every medical product, it is purified in the same solution of "Polydisin" with the help of a rough brush (rubber products and polymers are washed with using of cotton-gauze pad or gauze) for 0.5 minutes and, prevented from drying, immersed in the drinking water for 10 min., successively washed under running drinking and distilled water for respectively 4 and 5 minutes. Channels and cavities of the medical products are washed by pumping the drinking and distilled water through them with the help of a syringe of continuous type of action or an electric pump. After washing with distilled water, medical products, which are made of heat-stable materials are dried with hot air at a temperature of 85° C to remove moisture completely. Medical products that are made of thermally labile materials are dried at room temperature to remove moisture completely.
3.2.16. Plastic, metal, glass and bottle packaging is treated by the method of irrigation or rinsing according to the instructions with the following washing with distilled water.
Table 2. Modes of disinfecting with the help of solutions of "Polydisin" under intestinal and droplet infections of bacterial (except tuberculosis) etiology

	№

	Disinfection objects
	Concentration of the solution, % according to the product 25,0
	  Exposition,
min
	Method of disinfection

	1
	Surface of the premises (floor, ceiling, walls, doors), solid furniture etc.
	0,05
0,1
	60
30
	Cloth wiping with disinfectant solution

	2
	Devices, equipment with painted, galvanic, polymer coating
	0,05
0,1
	60
30
	Cloth wiping with disinfectant solution, immersion

	3
	Instruments from stainless steel
	0,1
0,2
	30
20
	Immersion into the solution with the following rinsing with water

	4
	Ware without leftovers (glass, porcelain, metal)
	0,05
0,1
	30
	Immersion into the solution with the following rinsing with water

	5
	Ware with leftovers (glass, porcelain, metal)
	0,3
0,5
	60
30
	Immersion into the solution with the following rinsing with water

	6
	Unspotted linen
	0,1
	30
	Soaking in the solution with the following washing and rinsing

	7
	Linen spotted with discharges
	0,3
0,5
	60
30
	Soaking in the solution with the following washing and rinsing

	8
	Medical purpose products from metal, glass, rubber
	0,5
0,3
	30
60
	Cloth wiping with disinfectant solution twice or immersion into the solution with the following rinsing

	9
	Toys from painted wood, plastic, 
metal
	0,1
	30
	Cloth wiping with disinfectant solution or immersion into the solution with the following rinsing

	10
	Sanitary equipment (tubs, sinks, toilets), cleaning instruments
	1,0
0,5
	30
60
	Cloth wiping with disinfectant solution or immersion into the solution with the following rinsing, or double irrigation with the interval of 30 min.

	11
	Laboratory vessels from glass, plastics
	1,5
	60
	Soaking in the solution with the following rinsing

	12
	Urine
	1,5
	60
	Pouring with the solution in the ratio 1:1

	13
	Faeces
	2,0
	30
	Pouring with the solution in the ratio 1:2





Table 3.  The disinfection modes of the objects by the means solution "POLYDISIN" for drip infections of virus etiology (flu, paraflu, adenoviral, respiratory-syncytio, rhinovirus infections, etc.)
	№
№
	The objects of disinfection

	Solution concentration, % 
by the specimen
25,0

	Exposition,
min.
	The way of disinfection


	1
	Surfaces in the rooms (a floor,
a ceiling, walls, doors), hard furniture etc.

	0,05
0,1
	60
30
	Wiping with the rags moistened in means working solution


	2
	Devices, facilities, equipment with lacquer, electrolyte and
polymeric coating
	0,1
0,1
	30
30
	Wiping with the rags moistened in means working solution


	3
	Utensil without leftovers

	0,1
	30
	Immersion in the means working solution
with following irrigation


	4
	Utensil with leftovers

	0,3
0,5
	60
30
	Immersion in the means working solution
with following irrigation


	5
	Clean linen

	0,1
	30
	Soaking in the means working solution with following washing and rinsing


	6
	Excrement polluted linen
	0,5
	30
	Soaking in the means working solution with following washing and rinsing


	7
	Objects of patient care

	0,2
0,3
	60
30
	Wiping with the rags moistened in means working solution or immersion in the means working solution

	8
	Medical appointment products, made from rubber, glass, metal, plastic and etc. materials
	0,5
0,3
	30
60
	Immersion in the means working solution

	9
	Toys, made from painted wood,
plastic, metal

	0,1
	30
	Immersion in the means working solution or wiping with the rags moistened in means working solution with following irrigation


	
	Laboratory utensil

	1,0
	60
	Soaking in the means working solution with
following rinsing


	1
	Sanitary-technic equipment
(bathtubs, sinks, toilet bowls etc.)

	0,2
0,3
	60
30
	Wiping with the rags moistened in means working solution with following irrigation

	1
	Cleaning inventory
	0,5
1,0
	60
30
	Full immersion in the means working solution

	1
	Urine
	1,5
	60
	Perfusion by the solution in the ratio 1: 1


	1
	Fecal matter
	2,0
	30
	Perfusion by the solution in the ratio 1: 2






Table 4.  The disinfection modes of the objects by the means solution "POLYDISIN" for tisis

	№
№
	The objects of disinfection

	Solution concentration, % 
by the specimen
25,0

	Exposition,
min.
	The way of disinfection


	1
	Surfaces in the rooms (a floor,
a ceiling, walls, doors), hard furniture etc.

	0,5
1,0
1,0
	90
30
30
	Wiping with the rags moistened in means
working solution


	2
	Utensil without leftovers

	1,0
2,0
	30
15
	Immersion in the means working solution
with following irrigation


	3
	Utensil with leftovers

	1,0
1,5
	60
30
	Immersion in the means working solution
with following irrigation


	4
	Medical appointment products, made from rubber, glass, metal, plastic and etc. materials
	1,0
1,5
	60
30
	Double wiping with the rags moistened in means
working solution with following irrigation



	5
	Toys, made from painted wood,
plastic, metal

	1,0 
	30
	Immersion in the means working solution
with following irrigation


	6
	Sanitary-technic equipment
(bathtubs, sinks, toilet bowls etc.)

	1,5
1,0
24,0
	30
60
60
	Wiping with the rags moistened in means
working solution with following irrigation or double irrigation at intervals of 30 minutes


	7
	Cleaning inventory
	1,5
1,0
	30
60
	Full immersion in the means working solution




Table 5.  The disinfection modes of the objects by the means solution "POLYDISIN" for mycotic infections (candidiasis, dermatomycosis)

	№
№
	The objects of disinfection

	Solution concentration, % 
by the specimen
25,0

	Exposition,
min.
	The way of disinfection


	1
	Surfaces in the rooms (a floor, a ceiling, walls, doors), hard furniture etc.

	0,3
0,5
1,0
	60 (candidiasis)
120(dermatophytes)
90 (dermatophytes)
	Wiping with the rags moistened in means
working solution


	2
	Utensil without leftovers

	0,2
	30 (candidiasis)
	Immersion in the means working solution
with following irrigation


	3
	Utensil with leftovers

	0,5
	30 (candidiasis)
	Immersion in the means working solution
with following irrigation


	4
	Clean linen

	0,2
1,5
	60 (candidiasis)
60 (dermatophytes)
	Immersion in the means working solution
with following irrigation


	5
	Excrement polluted linen
	0,5
0,3
1,5
	30 (candidiasis)
60 (candidiasis)
60 (dermatophytes)
	Immersion in the means working solution
with following irrigation


	6
	Sanitary-technic equipment

	1,5
	90
	Wiping with the rags moistened in means
working solution


	7
	Medical devices made from rubber, metal
	1,0
	90
	





Table 6.  The disinfection modes of the objects by the means solution "POLYDISIN" for infections of virus etiology (viral hepatitis B, HIV)
	№
№
	The objects of disinfection

	Solution concentration, % 
by the specimen
25,0

	Exposition,
min.
	The way of disinfection


	1
	Surfaces in the rooms (a floor, a ceiling, walls, doors), hard furniture etc.

	0,5
1,0
	90
30
	Wiping with the rags moistened in means
working solution


	2
	Utensil without leftovers

	1,0
	30
	Immersion in the means working solution
with following irrigation


	3
	Utensil with leftovers

	1,0
1,5
	60
30
	Immersion in the means working solution
with following irrigation


	4
	Clean linen

	1,0
	60
	Soaking in the means working solution with
following washing and rinsing


	5
	Excrement polluted linen
	2,0
1,5
	60
30
	Soaking in the means working solution with
following washing and rinsing


	6
	Objects of patient care

	1,5
	30
	Wiping with the rags moistened in means
working solution or immersion in the means working solution

	7
	Sanitary-technic equipment
(bathtubs, sinks, toilet bowls etc.)

	1,5
	30
	Wiping with the rags moistened in means
working solution with following irrigation




Table 7.  The disinfection modes of the objects combined with presterilizing clearance of the devices of medical appointment (except endoscopes and the instruments for them) by the means solution "POLYDISIN" 

	№
№
	The manipulation stages
	Solution concentration, % 
by the specimen
25,0

	Temperature of the solution, °С
	Exposition,
min.

	1
	Immersion of the devices in the means working solution

	1,5
	50-60
	30

	2
	Washing of each device in the same means solution, in which immersion was accomplished, by badger or brush (rubber  and polymeric devices are washed by using a cotton-gauze tampon or a gauze napkin). The channels of the devices are washed by means working solution using a continuous type of action syringe
	1,5
	Not supported during the manipulation
	0,5

	3
	Immersion in drinking water

	
	Not regulated
	10

	4
	Rinsing of each product under running
drinking water

	
	Not regulated
	3

	5
	Rinsing of each product under purified water
	
	Not regulated
	0,5






4. SAFEGUARD MEASURES DURING THE WORK WITH THE MEANS
4.1. Necessary measures of skin care, respiratory system and eyes during the work with the means.
Staff  that disinfects the objects using the working solution "POLYDISIN" by means of wiping, immersion, soaking, pouring, should be provided with means of individual protection: special clothing according to GOST 12.4.103, rubber gloves according to GOST 20010, goggles according to GOST 12.4.013, a respirator of GOST 12.4.028.
4.2. Precautions during the preparing of the working solutions
	Work, related to the preparation of working solution "Polidizin", should carry out according to the precautions that protect the skin and eyes - in the protective clothing (the medical coat, hat, rubberized fabric apron, rubber gloves) and goggles.
The industrial premises, where do "the work of the working solution preparation of the disinfectant", must be equipped with generally exchange ventilation system in accordance with SNIP 02.04.05 and GOST 12.4.021, provided with drinking water and canalization. Heating, ventilation and air conditioning must qualify SNIP 02.04.05.
4.3. The utilization methods of means.
The means is biodegradable. Used disinfectant working solutions are utilized using diluted water with following draining into the sewer network.
The parties of the disinfectant with expired validity or substandard because of the violations of the storage conditions are to be returned to the plant manufacturer.


5. THE SIGNS OF ACUTE POISONING. FIRST AID MEASURES IN CASE OF POISONING

5.1. The symptoms of acute poisoning.
The phenomena of irritation of conjunctiva and upper respiratory tract, tearing, swelling and conjunctival hyperemia, tickling in the throat, cough, in case of hitting them with native forms of means.
5.2. First aid measures for acute (respiratory) poisoning by the means.
Any damage to the respiratory tract because of means aerosol, the victim should be brought outdoors or in a well-ventilated room, given with a warm drink and be ensured with peace.
5.3. First aid measures in case of hitting eyes by the means.
When eyes are hitted by the means it is necessary to rinse immediately with running water for 10-15 min. If necessary, address  to a doctor.
5.4. First aid measures means in contact with skin.
In case of accidental contact theproduct with skin it is necessary to wash it under running water. If the product hitted the working clothes you should remove it and thoroughly rinse skin under clothes with running water.
5.5. First aid measures in case of hitting stomach by the means.
In case of accidental hit of the means in the stomach you need to drink several glasses of room temperature water with adsorbent, if necessary, address to a doctor.
5.6. Specific means antidotes. 
Not registered.



6. PACKAGING. TRANSPORTATION. STORAGE
6.1. Means packaging.
Means "POLYDISIN" is packaged in the glass and plastic containers (flacons, bottles, cans, etc.) in size of 0,025; 0.05; 0.1; 0.25; 0.5; 1.0; 2.0; 3.0; 5.0; 25.0; and 250.0 dm³.
6.2. Conditions of means transportation.
Means "POLYDISIN" is transported in the manufacturer packaging in road, rail, maritime or air transportation under the rules of the relevant category of the goods conditions to prevent damage of the packaging and low temperature.
6.3. The terms and conditions of storage medium.
Means "POLYDISIN" is stored in a manufacturer packaging in the inaccessible warehouse at ambient temperature but not below -5 ° C.
Warranty period is 36 months from manufacture date.



7. The control methods of means quality
7.1. The list of indicators which are to be measured.
Table 9.  The indicators which are to be measured.
	№
№
	The indicator name

	The solution norm with mass fraction, 15,0-30,0%


	1
	Appearance

	Transparent, easily mobile liquid. Allowed
availability opalescence and sediment, which is not a
reason for rejection.


	2
	Scent

	Must comply with the smell of used raw materials


	3
	Colour

	From colorless to light brown colour


	4
	The concentration of hydrogen ions (pH)

	6-11

	5
	The spissitude at the temperature 20 ° C g / cm³

	1,035

	6
	The refractive index at the temperature 20 ° C 

	1,2500 -

	7
	Mass fraction of solids,%, not less than

	25,0 -

	8
	Mass fraction polyhexamethyleneguanidine
hydrochloride,%, not less than

	25,0



7.2. Determination of the mass fraction of active matter.
Means sample is weighed accurate to 4th decimal place. Sample is diluted in water at measuring bottle of 500 сm³, the dimension is made to calibration mark and is mixed thoroughly. Solution is kept for one month.
7.2.1 Preparation of bromfenol blue solution with a mass fraction of 0.2%. Bromfenol blue in size of 0.10 g is weighed. The result is noted accurate to 4th decimal place. Mass fraction of dry matter is determined in accordance with GOST 29188.4.
Determination of the mass fraction polyhexamethyleneguanidine hydrochloride.
7.2.2. Instruments, reagents and auxiliary materials:
Analytical balance of general purpose of 2nd class accuracy with maximum weighing limit of 200g according to GOST 24104;
Set of weights G-2-210 according to GOST 7328;
Cylinders 1-50-2 according to GOST 1770;
Flasks 1-50 (100) (500) (1000) -2 according to GOST 1770;
Pipettes 1-2-1 (10) according to GOST 29169;
Waterpots B-75-110 XC  according to GOST 25336;
Flasks K-1-250-29 / 32 TC according to GOST 25336;
Glasses B-1-100 (250) TC according to GOST 25336;
Burette 1-1-2-25-0,1 according to GOST 29251;
6709.
7.2.3 Preparation for the test.
7.2.4 Preparation of standard sodium dodecyl sulfate (fiksanal) according to normative document;
Bromfenol blue (indicator) according to the normative document, a solution with a mass fraction of 0.2%;
Chloroform, analytically pure according to GOST 20015;
Sodium sulfate, chemically clean according to GOST 4166;
Sodium carbonate, chemically clean according to GOST 83;
Distilled water according to GOST sodium dodecylsulfate solution.
In the measuring bottle of 1000 cm³ tank the content of ampul is dissolved in water and the dimension is made to calibration mark and is mixed thoroughly. Sodium dodecylsulfate of molar concentration (С12Н25SO4Na)=0,00347 mol / dm³.
7.2.5 Preparation of buffer solution with pH 11:
3.50 g of sodium carbonate and 50.00 g of sodium sulfate are weighed. The result is noted accurate to decimal place. The sample is dissolved in 25 cm ³ of ethyl alcohol at measuring bottle of 50 сm³, added to calibration mark and mixed thoroughly. The solution is kept for one month in a glass of dark glass in a dark place.
7.2.6 Testing:
Means is weighed (0,35-0,45) g. The result is noted accurate to 4th decimal place. The sample is dissolved at measuring bottle of 100 сm³, added to calibration mark and mixed thoroughly. 10 сm³ of prepared solution using a pipette is put in a flask with grated stopper with a capacity of 250 сm³, 50 сm³ of chloroform, 50 сm³ of buffer solution, 1 сm³ bromfenol blue solution are added and titrated with standard sodium dodecylsulfate. After adding each portion of sodium dodecyl solution the flask is closed witn stopper and shaked strongly. Titration is carried to full conversion of blue color of the upper layer to purple.
7.2.7 Collation:
Mass fraction of poliheksametylenhuanidina hydrochloride (X) in percentage is calculated by the formula
0,00064 × V1 × V2 × 100
Х =                         V3 × m                         (1)
where 0,00064 - mass of poliheksametylenhuanidinu hydrochloride, corresponding to 1 сm³ molar solution of sodium dodecyl sulfate concentration (S12N25SO4Na) = 0.00347 mol / dm³, g;
V1 - volume of sodium dodecyl molar concentration (S12N25SO4Na) = 0.00347 mol / dm3 spent
titration сm³;
V2 - volume of solution samples cc;
V3 - volume of solution samples taken for titration сm³;
m - mass of the sample, g
For the test result is taking the arithmetic mean of two parallel determination, the absolute difference between them does not exceed the permissible difference of 1.5%.
7.2.8 The determination of the mass fraction polyhexamethyleneguanidine hydrochloride may be determined by arhentometryc titration.
Solutions, reagents, equipment:
- universal  ionomer E universal -74 or similar device with a measurement error no more
than 0.05 pH;
- electrodes: silver (indicator electrode) and silver chlorine (reference electrode);
- magnetic stirrer of any type;
- nitric acid according to GOST 4461, a solution with a mass fraction of 25%;
-  solution of silver nitrate molar concentration c (AqNO3) = 0.1 mol / dm³ (0,1 m.), is prepared according to GOST 25794.3;
- burette capacity of 25 (50) cm³, 0.1 cm³  value of a point according to GOST 29251;
- glass of GOST 25336;
- cylinder with capacity of 100 cm³ according to GOST 1770.
7.2.9 Preparation for analysis
Inclusion meter pH and electrode preparation is carried out according to the operating instructions
7.2.10 Analysis
Sample means of 0.2000 g is placed in a glass for potentiometric titration, dissolved in
100 cm³ of distilled water, 5 cm³ solution of nitric acid is added.
The glass with a means  solution put on a magnetic stirrer and immerse electrodes. The electrodes connect to a pH meter and a blenders switches on. After setting start to balance titration solution of silver nitrate of molar concentration c (AqNO3) = 0.1 mol / dm³ (0.1 n.). Near the equivalence point of solution of silver nitrate add in portions of 0.1 cm³,  intensively mix solution to establishing a new equilibrium electrode potential and record important potential solution (E, mV).
For potential jump determine the exact volume of silver nitrate solution, spent for titration, by the second derivative or graphical methods.
7.2.11 Processing of the results
Mass fraction of polyhexamethyleneguanidine hydrochloride (X) in a percentage determine by the formula: 
V × 0,017768 × 100
                                                  Х =                 m
where V - volume of solution polyhexamethyleneguanidine hydrochloride of molar concentration of c (AgNO3) = 0.1 mol / dm³ (0.1 n.), spent  for sample  titration, cm³;
0.017768 - weight of polyhexamethyleneguanidine hydrochloride, corresponding to 1 cm³  of silver nitrate solution of molar concentration c (AgNO3) = 0.1 mol / dm³ (0.1 n) g;
m - mass of means sample, g.
According to the analysis result it is taken the arithmetic mean of the results of two parallel values, the absolute difference between them should not exceed the allowed difference of 0.4%.
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                        Conclusion of the state sanitary and epidemiological expertise
   from 05.04.2016			№ 05.03.02-04/11243
Disinfectant “Polydisin” – (active substance: 25% - polyhexamethylenguanidine hydrochloride)
(object of the expertise)

Code according to State Classification of Products and Services: 20.20.14
(code according to State Classification of Products and Services, according to Ukrainian Classification of Goods of Foreign Economic 
Activity)

Healthcare institutions (including pharmaceutical/druggists), the prison system, institutions of rehabilitation and recreation, social security, sports facilities, laboratories of different subordination, training and education; in food and recycling industry (for disinfection of processed water for washing beets, vegetables, fruit, technological equipment, piping systems, surfaces which are in contact with food products); pharmaceutical, chemical, biotechnological, perfume and cosmetological and microbiological industries; military units, facilities services, recreation and entertainment services, communal purposes services, the restaurant industry and trade establishments, institutions (departments) of communication, banking institutions, military units, transport (including movable stock of all means of transport, railway stations, airports, sea ​​and river ports) etc.
(scope of application and realization of the object)

Private company “Termit”, Ukraine, 33017, Rivne region, village Horodok, Shteingel Street, 145 B, phone number 036-2-61-83-64, code of the Unified state register of enterprises and organizations of Ukraine: 21088370
(country, manufacturer, address, location, phone number, fax, E-mail, WWW)

Private company “Termit”, Ukraine, 33017, Rivne region, village Horodok, Shteingel Street, 145 B, phone number 036-2-61-83-64, code of the Unified state register of enterprises and organizations of Ukraine: 21088370
 (applicant for the expertise, address, location, phone number, fax, E-mail, WWW)

Domestic Product.	
(contract data for supply of the object of expertise to Ukraine)

Object of the expertise meets the safety criteria / indicators:
Due to the parameters of acute toxicity the product refers to Class 4 of low hazard substances when injected into the stomach and applied to the skin in accordance with All Union State standard 12.1.007-76 "Occupational safety standards system – Noxious substances. Classification and general requirements for security"; in recommended concentrations for the purpose of disinfecting, the agent does not irritate the mucous membranes of the eyes and upper respiratory tract, does not cause skin-irritating, skin-resorptive, sensitizing actions, does not show mutagenic, cumulative, embryotoxic, gonadotoxical and carcinogenic properties. Maximum allowable concentration for polyhexamethylenhuanidine hydrochloride is not defined.
 (safety criteria / indicators)
      The necessary conditions of use / application, storage, transportation, disposal, destruction are:
      In compliance with "The Guidelines on the use of disinfectant “Polydisin” for disinfection and pre-sterilization cleaning".
The product has antibacterial properties on Gram-negative and Gram-positive bacteria (including     Mycobacterium tuberculosis), virucidal, fungicidal (including pathogens of candidiasis, dermatophytes, etc.),  algaecide properties (microalgae). It is an effective means to destroy and prevent the development of biofilms  (biological fouling). There is the effect of prolonged disinfecting action, the term of which depends on the concentration of the working solution of the product, the application conditions and exposure.
Work related to the preparation of working solutions of “Polydisin” must be performed in overalls (whites, jacket, hat, apron, rubber gloves, goggles) in compliance with the rules of industrial and personal hygiene. All the work with the use of working solutions of the product should be performed in overalls, protecting the skin of the hands with rubber gloves.
(terms of use, application, storage, transportation, utilization, destruction)

According to the results of the state sanitary and epidemiological expertise, the disinfectant “Polydisin” - (active substance: 25% - polyhexamethylenhuanidine hydrochloride), according to the the applicant’s model, meets the requirements of the current sanitary legislation of Ukraine and, if the requirements are followed properly, it can be used in the stated field of application.
When the formula or the manufacturing technology are changed, and that can change the properties of the object of the expertise or cause adverse effects on human health, the scope and conditions of application of the expertised object, this conclusion becomes invalid.
Shelf life: Guaranteed by the manufacturer
The label is required.
(information on the label, instruction, rules etc.)

The conclusion is valid to: 30.04.2021 (for the state registration in SSES of Ukraine)
Responsibility for the compliance with the conclusion requirements rests with the applicant.
in accordance with the current legislation of Ukraine
(safety record subjected to border control)

in accordance with the current legislation of Ukraine
	
(safety record subjected to 	customs registration)

Current State Sanitary and Epidemiological Surveillance is performed in accordance with the requirements of this conclusion: By using the product, the control should be carried out according to “The Guidelines on how to use disinfectant “Polydisin” in order to disinfect perform pre-sterilization cleaning”.
(safety record subjected to the current state sanitary and epidemiological surveillance)
      01033, Kyiv, Saksaganskogo Str., 75, phone:
reception: (044) 284-34-27, e-mail:
yik@nanu.kiev.ua;
State Institution "Institute of Medicine                           expert committee secretary: (044) 289-63-94,
of NAMS of Ukraine"	                              e-mail: test-lab@ukr.net
	         (name, location, phone, fax, E-mail, WWW)

Expertise protocol							№ 4586 from 03.04.2016
(protocol №, date of approval)

Deputy chairman of the expert committee					Cherniuk V.I.
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