Information for searching for alternative manufacturers/suppliers of products previously imported

from the EU and other countries ; .
No. Name of a product INN Qualitative characteristics of the product according to the specification Units of | Demand in HS code Name of the' plant in need of the
previously imported from measureme 2022 specified product
the countries of the EU nt (kg, 1,
and other countries million
pieces, etc.)
Pharmaceutical ingredients and auxiliary raw materials
ke 200,00  [3824999307  [LLC "Tortiva Med"

Cetostearyl alcohol (Type [Cetearyl alcohol +
A) emulsion Sodium Cetostearyl
Sulfate

Description:

Description: White or pale yellow waxy mass, plates, flakes or granules.
Solubility: Soluble in hot water to form an opalescent solution, practically insoluble in cold water,
slightly soluble in 96% alcohol

Acid number: No more than 2.0

Iodine number: Not more than 3.0

Saponification number: Not more than 2.0

Water: No more than 3.0%

Microbiological purity:

- total number of aerobes (OKA), CFU / g - no more than 103

- the total number of fungi (OKG), CFU / g - no more than 102

- Escherichia coli in 1 g - not allowed

Quantitation:

1) cetostearyl alcohol - not less than 80.0% in terms of anhydrous substance

2) sodium cetostearyl sulfate - not less than 7.0% in terms of anhydrous substance
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Steareth-2 Steareth-2 Description: kg 30,00 3402390000 LLC "Fortiva Med
White or yellowish-white waxy oily mass, granules, small balls or flakes. Hardens at a temperature of
about 45 °C
Color:
The color of the resulting solution should not be more intense than the standard BYS
Alkalinity:
When adding no more than 0.5 ml of 2 0.1 M hydrochloric acid solution, a yellow color should
appear
Acid number: Not more than 1.0
Hydroxyl number: Macrogol stearyl ether with 2 moles of reacted ethylene oxide per mole of
substance - (150 - 180)
lodine number: No more than 2.0
Saponification number: No more than 3.0
Ethylene oxide and dioxane: Not more than 0.0001% (Ippm) ethylene oxide and not more than
0.0010% (10ppm) dioxane
Water: Not more than 3.0%
Microbiological purity:
- total number of aerobes (OKA) in 1 g - no more than 103 CFU
- the total number of mushrooms (OKG)in 1 g - no more than 102 CFU
- the presence of Escherichia coli in 1 g - not allowed
Steareth-20 Steareth-20 Description: kg 20,00 3402390000 LLC "Fortiva Med"

White or yellowish-white waxy oily mass, granules, small balls or flakes. Hardens at a temperature of’
about 45 °C

Color:

The color of the resulting solution should not be more intense than the standard BYS
Alkalinity:

When adding no more than 0.5 ml of 2 0.1 M hydrochloric acid solution, a yellow color should

appear
Acid number: Not more than 1.0

Hydroxyl number: Macrogol stearyl ether with 20 moles of reacted ethylene oxide per mole of
substance - (40 - 60)

lodine number: No more than 2.0

Saponification number: No more than 3.0

Ethylene oxide and dioxane: Not more than 0.0001% (1ppm) ethylene oxide and not more than
0.0010% (10ppm) dioxane

Water: Not more than 3.0%

Microbiological purity:

- total number of aerobes (OKA) in 1 g - no more than 103 CFU

- the total number of mushrooms (OKG)in 1 g - no more than 102 CFU

- the presence of Escherichia coli in 1 g - not allowed




