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Pre-formulation Study

- Overview of course

- Type of stabilities;
physical, chemical and
microbial stability

- Stability testing

Pre-formulation study

- The concept and
scope of pre-
formulation

- Physicochemical
properties of
substances; role and
influence on product
formulation

- Characterization of
pharmaceutical
cosmetic and food
substance

- Impact of degradation
or impurity on product
stability
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Determination of
Chemical Stability
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Physical Stability of
Substances

- Factors affecting
physical stability

- Kinetics of solid-phase
transitions

- Methods for detecting
physical degradation
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Microbiological
Considerations
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Microbiological Tests
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Guideline for stability of
cosmetic product
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Stability Study of
Cosmetic Products in
Industry
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Introduction to Stability /Pre-formulation Study

1. FI9ILAZLANAITUAN

1).

7).

aa o

a3 39N, Pre-formulation Study. Tu: lanansAnaeulsznaysneds 157302 A3

Q

AIFLATNIINHIANNNAIAN NIRRT DI LATENA1979. Wernylan: nadtnaTulad

WNATMNTTN ADSSINATANARNT NANINYIRLLLIFAIT; 2559,

. Martin A. Physical Pharmacy 4" edition; Physical chemical principles in the

pharmaceutical sciences. Philadelphia: Lea&Febiger; 1993.

. Florence AT, Attwood D. Physical Pharmacy. London: Pharmaceutical Press; 2008.

p.24-26.

. Gibson M. Pharmaceutical Preformulation and Formulation: A Practical Guide from

Candidate Drug Selection to Commercial Dosage Form. New York: Informa Healthcare.

20009.

. Aulton ME. Pharmaceutics: The science of dosage form design 2" Edition. Spain:

Churchill Livingstone 2002. p.113-138.

. Niazi SK. Handbook of Preformulation: Chemical Biological and Botanical drugs. New

York: Informa Healthcare. 2007. p.57-79.

Racz |. Drug Formulation. New York: John Wiley and Sons. 1989. p.1-169.

2. L@ANASUATBYARIATY

1).

Florence AT, Attwood D. Physicochemical Principles of Pharmacy, 4th Edition. London:

Pharmaceutical Press; 2006. p.164-176.

. He X. Integration of physical, chemical, mechanical, and biopharmaceutical properties

in solid oral dosage form development. In Developing Solid Oral Dosage Forms. San

Diego: Academic Press; 2009, Pages 407-441.

3. land1suazlayakuzin

1).

Bdhler V. Vademecum for Vitamin Formulations. Stuttgart: Wissenschaftliche

Verlagsgesellschaft mbH. 1988.

Types of Chemical Degradation and Prevention Methods

1. AISILATLANAITUAN

1).

73 ﬁﬂzuﬂal‘fﬂ. Types of Chemical Degradation and Prevention Methods. Tu: 1enansAn

A01UTTNAUTIENITN 157302 ANHAIFAILAZNITINH AN ASANTNTDINA BN EUT
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6).

1Asaad1ena. fenglan: nedtnaTulagindanssn Asndarand NNINeNAEULEFAYT;

2559.

. Carstensen JT. Drug stability: Principles and practices. 2nd ed. New York: Marcel

Dekker; 1995.

. Connors KA, Amidon GL, Stella VJ. Chemical stability of pharmaceuticals: A handbook

for pharmacists. 2nd ed. New York: Wiley-Interscience Publication; 1986. p. 8-31, 135-

159.

. Martin A. Physical pharmacy: Physical chemical principles in the pharmaceutical

sciences. 4th ed. Philadelphia: Lea || Febiger; 1993. p. 284-323.

. Hadjiioannou TP, Christian GD, Koupparis MA, Macheras PE. Quantitative calculations

in pharmaceutical practice and research. New York: VCH Publishers, Inc.; 1993. p.
183-226.
anna UszAaaiiug. AnuasanInaesen (udiudga). npanns: anzindadnand

WPNINUNRENTAAR:; 2540. Wi 187-235.

LaNASUATaYARIATY

1).

5).

Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. I. Color

stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.

. Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm

Sci 1962;51(9):811-833.

. Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984;10(8&9):1297-

1342.

. Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm

1986;12(8&9):1259—1292.
Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to

ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.

LANAITUASTRNAUULUN

1).

Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. I. Color

stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.

. Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm

Sci 1962;51(9):811-833.

. Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984;10(8&9):1297—

1342.
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. Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm

1986;12(889):1259-1292.

. Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to

ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.

Chemical Kinetics and Stability

1. FI9ILAZLANAITUAN

1).

6).

Azana A3dnasau. Chemical Kinetics and Stability. lu: lanansAtaautlsznauseda
157302 ANHANAILAZNNITNHIANAIANTNTIBSNARSTTUTTLATEIA . Waylan:

nmaawmalulatiindenssu auzindaAans NM’FJV]EI’]ZTEIML?WJ?; 2559.

. Carstensen JT. Drug stability: Principles and practices. 2nd ed. New York: Marcel

Dekker; 1995.

. Connors KA, Amidon GL, Stella VJ. Chemical stability of pharmaceuticals: A handbook

for pharmacists. 2nd ed. New York: Wiley-Interscience Publication; 1986. p. 8-31, 135-

159.

. Martin A. Physical pharmacy: Physical chemical principles in the pharmaceutical

sciences. 4th ed. Philadelphia: Lea || Febiger; 1993. p. 284-323.

. Hadjiioannou TP, Christian GD, Koupparis MA, Macheras PE. Quantitative calculations

in pharmaceutical practice and research. New York: VCH Publishers, Inc.; 1993. p.
183-226.
ANNA UIzABINUE. ANAIANINTREN (RULILTUL). npanne: AnzindIAans

WAINENAENIAAR: 2540, W1 187-235.

2. L@ANASUATBYARIATY

1).

Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. I. Color

stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.

. Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm

Sci 1962;51(9):811-833.

. Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984;10(8&9):1297—

1342.

. Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm

1986;12(889):1259-1292.

. Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to

ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.
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3. Llan@nsuaziayaLusn

1).

Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. |. Color

stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.

. Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm

Sci 1962;51(9):811-833.

. Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984;10(8&9):1297—

1342.

. Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm

1986;12(889):1259-1292.

. Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to

ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.

Determination of Chemical Stability

1. AISILATLANAITUAN

1).

6).

v &

Azana A3dnasau. Determination of Chemical Stability. Tu: lanaisAaautlsznay
398397 157302 AMHNASAALATNNITNHIANAIANTNIBSNARSTTUTTLATESAE N,

wenlan: nedtwnaTulagindanssy Ansndarans NaNeNAEWLEFA9T; 25509,

. Carstensen JT. Drug stability: Principles and practices. 2nd ed. New York: Marcel

Dekker; 1995.

. Connors KA, Amidon GL, Stella VJ. Chemical stability of pharmaceuticals: A handbook

for pharmacists. 2nd ed. New York: Wiley-Interscience Publication; 1986. p. 8-31, 135-

159.

. Martin A. Physical pharmacy: Physical chemical principles in the pharmaceutical

sciences. 4th ed. Philadelphia: Lea ] Febiger; 1993. p. 284-323.

. Hadjiioannou TP, Christian GD, Koupparis MA, Macheras PE. Quantitative calculations

in pharmaceutical practice and research. New York: VCH Publishers, Inc.; 1993. p.
183-226.
ANNA UIzABINUE. ANAIANINTREN (RULILTUL). npanne: AnzindsAans

PPNINUNRENTAAD:; 2540. WiIN 187-235.

2. LANASUATBYARIATY

1).

Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. I. Color

stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.
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2). Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm
Sci 1962;51(9):811-833.

3). Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984:10(8&9):1297-
1342.

4). Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm
1986;12(889):1259-1292.

5). Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to
ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.

3. LANANTUASTRYALUEUEN

1). Garrett ER, Carper RF. Prediction of stability in pharmaceutical preparations. |. Color
stability in liquid multisulfa preparation. J Am Pharm Assoc 1955;44(8):515-519.

2). Garrett ER. Prediction of stability of drugs and pharmaceutical preparations. J Pharm
Sci 1962;51(9):811-833.

3). Mendenball DW. Stability of parenterals. Drug Dev Ind Pharm 1984:10(8&9):1297-
1342.

4). Grimm W. Stability testing in industry for worldwide marketing. Drug Dev Ind Pharm
1986;12(889):1259-1292.

5). Sungthongjeen S. Application of Arrhenius equation and Plackett-Burman design to

ascorbic acid syrup development. Naresuan University Journal 2004;12(2):1-12.

Physical Stability of Substances

1. ANFILASLANAITUAN
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