iy
S

|

N
U5287an1560U51839 (COURSE SYLLABUS) AInsdenFUAIENS
SHEIY PHM 527 UUNUILAR  1(1-0-2)
Fa3un vvedagtiunudmnssundveans ngy 01

Contemporary Topics in Pharmaceutical Engineering

AANSANET 2 Unshnen 2567
KISy uUnAnyiinendendvmanstudi 5

L
919158¢doU

1. p5.085. 1501 NiwEna
- Ny wglAn anavngy (Usemagungy 31nn)
. ANYIUAYTA LNETANIAS (VSN 91.10. wnllnoad (1979) 911n)

. 0.0N.UTEE3T LEARNUS (AMZLNFYAIENT WINeSeTde tadunseiesh)

o B~ W N

. Qmugumsﬁ LA TEENYl (Nesdnsyng nsaminedunadayan)
91910HSURAYAUTIEAYT  NA.AT.AQYNUNNT YTININS UAZ SA.AT.NEL.I3WY Aanoau
navanuiigon  Tuuns 9:00-12:00 u. wes 8N-101
v 1UAUnaU PHM 417 wialulagndunssy 3
PHM 418 Uuinisinalulagindunssy 3
PHM 421 indvgnannnssy 1
PHM 422 YdRnsindugnaiingsy 1
Y 109AUTIU -
A193UNY LI
N1500NLUUNITNAROUTIERA N1TAIUANAMNINIALDIAENANATA N15VE18UTUIUNITHER
weluladussytm sruviuareniafilansgaamnssu
Principles of statistical experimental design; statistical quality control, pharmaceutical scale-
up technique; packaging technology, industrial water and air systems applied in the field of
industrial pharmacy.
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1. John Sharp, Quality in the Manufacture of Medicines and Other Healthcare Products, Part
one: Principles. London, Pharmaceutical Press; 2000.

2. Oliver Schmidt, Pharmaceutical Quality Systems. Colorado, Interpharm Press; 2000.

3. World Health Organization. Annex 2: WHO Good Manufacturing Practices for Pharmaceutical
Products: Main Principles, In: Forty-eighth Report of the WHO Expert Committee on
Specifications for Pharmaceutical Preparations (WHO technical report series; no. 986). 2014,
p. 77-136.

4. Pharmaceutical Inspection Co-operation Scheme (PIC/S). Guide to Good Manufacturing
Practice for Medicinal Products (PE 009-12: Introduction, Part |, and Annexes).
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1. International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Pharmaceutical Quality

System Q10.



2. Pharmaceutical Inspection Co-operation Scheme (PIC/S). Recommendations on Validation
Master Plan Installation and Operational Qualification, Non-sterile Process Validation,
Cleaning Validation.

3. International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Quality Risk
Management Q9.

4. International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use: ICH Harmonised Tripartite Guideline: Pharmaceutical

Development Q8(R2).
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