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The preparation method
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Theoretical section:

- Skin products technology.

- A general idea about the anatomical skin structure.

- Drug absorption via the various layers of the skin.

- Enhancement of drug absorption through the skin.

- Semi-solid preparations

- Raw material used in the manufacture of semi-solid
preparations.

- mechanism of action of surfactants contained in skin
preparations.

- Formulation development and ingredients of
oleaginous and hydrophilic ointments bases.

- Formulation considerations and ingredients of
oil/water and water/oil creams.

- Manufacturing technology of aqueous and oily gels.
- Gelling agents and cross-linking agents.

- theology and flow behavior of the skin preparations.
- Classification of suppositories
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UTICS.
- the structure of the rectum and the factors affecting
drug bioavailability through the rectal route.
- Suppositories bases.
- The preparation methods of urethral, rectal and
vaginal suppositories
- Skin preparations technology and skin penetration.
- Mechanism of action, formulation ingredients
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E number

4.1 E100-E199 (colours)

4.2 E200-E299 (preservatives)

4.3 E300-E399 (antioxidants, acidity reg-

ulators)

4.4 E400-E499 (thickeners, stabilizers,

emulsifiers)

4.5 ES00-E599 (acidity regulators, anti-
caking agents)

4.6 E600-E699 (flavour enhancers)

4.7 E700-E799 (antibiotics)

4.8 E900-E999 (glazing agents and sweet-

eners)

4.9 E1000-E1599 (additional chemicals)
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Classification by numeric range

E number range Subranges Description
100-109 Yellows
110-119 Oranges
120—-129 Reds
130—-139 blues & violets
200-209 sorbates
210-219 benzoates
220-229 sulphites
230-239 phenols & formates (methanoates)
290299 others
300-305 ascorbates (vitamin C)
306-309 Tocopherol (vitamin E)
310-319 gallates & erythorbates
320-329 lactates
330-339 >s & tartrates
400—409 alginates
400—499 Thickeners, stabilisers &]| 410419 natural gums

emulsifiers 420429 other natural agents
430439 polyoxyethene compounds
500-509 mineral acids & bases

100-199 Colours

200-299
Preservatives

300-399 Antioxidants & acidity
regulators

500-599 pH regulators & anti- 510-519 chlorides & sulphates
caking agents 520-529 sulphates & hydroxides

530-549 alkali metal compounds

620629 glutan & guanylates
600-699 Flavour enhancers 630-639 inosinates
640—649 others
700-799
Antibiotics 700-713

900-909 waxes

910-919 synthetic glazes

920-929 improving agents

930949 packaging gases

950969 sweeteners

990999 foaming agents

New chemicals that do not fall into
standard classification schemes

900-999 Miscellaneous

1100-1599 Additional chemicals 1100-1599
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» Acid value is below 0.2 mg (1 g),
saponification value ranges from 200 to 245
mg (KOH) (1 g), and lodine value is less than 7
g (100 g).

Acid Value:
It is the number of milligrams of KOH required

neutralizing the free fatty acids in I ¢
substance (fat). Low acid value or absence of

acid value is important for good suppository
bases.
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Saponification Value:

The number of milligrams of KOH required to
neutralize the free fatty acids and saponify
the ester contained in 1 g of a fat.

From saponification value we can know the type of
glyceride present (mono-, di- or tri-) and also
amount present.

Todine Value:

It is the number of grams of Iodine that reacts with
100 g of fat or other unsaturated material.

The possibility of decomposition by moisture, acids,
oxygen (which leads to rancidity of fats)
increases with higher iodine value.
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Pouring the melt into molds ~ Removing the formed
2202020192 55 SUPPOSitories 9

Uiw .2 -2020-2019 -2 555

Jin ihias 02 2020-2019 -2 £S5 S



01/10/2019

(Lubrication) Jxladll qull g8 <y 3

Base Lubricant
Theobroma oil Soap spirit
Glycerol-gelatin base liquid paraffin
Synthetic fats No lubricant required
Macrogols No lubricant required
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»If the PEGs

suppositories do not
contain at least 20%of
water to avoid the
irritation of the

mucous membranes

after insertion, they

should be dipped

in water just prior to

use.
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Displacement Factors of Selected

Materials
Acetylmorphine Hydrochloride 0.71
Acetylsalicylic acid 0.63
Beeswax 1.0
Benzocaine 0.68
Bismuth subgallate 0.37
Bismuth sbnitrate 0.33 0.33
Codeine phosphate 0.8
Glycerin 0.78
Phenacetin 0.6
Phenobarbital 0.84
[Phenobarbital sodium 0.62
Procaine 0.8
Quinine chlorohdrate 0.83
Sulfamide 0.6
Theophylline 0.63
Zinc oxide 0.2
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FIG. 19-6. Breaking test apparatus: 1, double-wall chairn-
ber; 2, test suppository; 3, constant temperature water
bath and pump; 4, rod; 5, disc for weights: 6, 200-g
weights.
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FIG. 19-5. Apparatus for measuring the liquefaction tirne
of rectal suppositories; the dimensions are irn millimneters.
The thermometer scale is divided into tenths of a degree
and a scale ranging from 32 to 45° is adequate. (From Set-

nikar, I., ard Fante!li,}S,fzogo_zgf{gz_(zzign. Sci., 51:566, 1962.)
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