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Good Manufacturing Practice and Process Validation
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Good manufacturing practice covers all aspects of production; from the starting materials, premises and
equipment to the training and personal hygiene of the staffs. Standardization of production process, quality control

of cosmetic products and process validation also include.

8. i’mqﬂsxaaﬁwmsw%m vineliiise
1. oBunBeMUMINLTRIRANN LA EN137A lWNINE A (Good Manufacturing Practice, GMP) uazn1s
ATIFALANNDNABIVDINITUIUNTINEN (process validation)
2. afuwasflsznauues GMP

3. a%u’]ﬁlﬂ‘izﬂ’)%ﬂ’]‘iﬁ’i’lﬁ]ﬁﬂﬂﬂ’l’]&lgﬂﬁﬂd“ﬂ?J\‘]ﬂit‘]J’J%ﬂ']’iNa(ﬂ

9. mMsuUsziiinua
6 @ a o ' a AV
9.1 NN IAAZL U NTUTHLAUHALLIFARINATWI ALY TTU AR5
AZLUURAUNAIIANA Souay 40
azuuugavlansnia Soeaz 40

dl v
AU NVDUNANNEY 30882 20



9.2 inawainsUsztinKe YssiunatdunssSoulasdanmat lapazlhinumiasii

AT JTAUNANIT ALY JTAUNANTT
138% 138%
> $apaz 80.0 A 60.0 - 64.9 C
75.0 — 79.9 B’ 55.0 — 59.9 D+
70.0 - 74.9 B 50.0 - 54.9 D
65.0— 69.9 C+ < J9uaz 50.0

10. LONADI9DI

1. @J’ﬁam‘swﬁmmmu%ﬁﬂmmﬁ%%msﬁﬁ RIBNITBABZNTINAITOINITURZE NITNITNRIDITUFD

NN

2. Willig SH, Stoker JR. (1992) Good Manufacturing Practice for Pharmaceuticals : A Plan for Total

Quality Control, Marcel Dekker, Inc., New York
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Overview of GMP
- General requirement
- Definition i.e. Batch component,
product, active ingredient, in-
process material, lot number,
control number, batch number etc.
21/11/54* 6 lszaunisnl n131@ GMP- Cosmetic nn. nlgiing Agawn
(0900-1200, Managing Director
1300-1600) - Applicability of current GMP Paragon Aesthetic Co.Ltd.

regulation

- dnax g9 TaenusuLLL, HAN

BRANUNIINNARNT

Note: douuaniidn Witlauasing. , e-mail

086-337-5050
081-423-3938

Paragon_a@hotmail.com
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24/11/54*
1300-1500

Overview of GMP (cont.)
- i.e.organization and personnel,
building and facility, equipment,
- control of components, production
and process,
- Packaging and labeling etc.
NMUNBLUNNEY

Visit OTOP Cosmetic Production Plant

HA.AT FE) A NAUBN

28/11/54

HACCP

Note: dounuaniidan litlaiuasing. , e-mail

A3 AN apzingd
AZNERTANVART

081 375 6054, 2747

1/12/54*
1300-1500

Overview of GMP (cont.)

- Documentation,

- Standard Operating Procedure
JNUNBUUNY

Visit OTOP Cosmetic Production Plant

HA.AT HE) A NAUBN

8/12/54*
1300-1500

Good environment and safety system

- Design and construction features

Ventilation, air filtration, air cooling

- Plumbing,

- Sewage and refuse

- Maintenance

- Controlled substance safeguard
GMP

- Regulation, Inspector view
NNUNBLUUNY

Visit OTOP Cosmetic Production Plant

HA.AT SE WA NAUBN

15/12/54*
1300-1500

NIUNBAUANNE
- Visit OTOP Cosmetic Production

Plant

HNA.AT FE) WA NAUBN

20-25/12/54

AUNANNNA

(HACCP ->> Final Exam.)
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HACCP (518 — 91UNaLWNNE — )
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9/1/55

Good laboratory system

General requirement

Testing and release for distribution
Analytical validation: accuracy,
bias, linearity, precision, sensitivity

and specification

/.07 41301 Algaid

16/1/55

Stability testing:

Stability protocol, test
methodology,
Test frequency

Special testing requirement

7A.A7 .A1301 a7l

23/1/55

Process validation

Definition and terms

Regulatory trends related to
process validation

Validation concept: design,
confirm, monitor, assess

Process to be validated
Establishing process robustness
using designed experiments
Identification and establishment of
operating ranges of critical process
variables

Phases in process validation

HA.AT FE A NAUBN

30/1/55

Statistical Process Control

HA.AT FE) A NAUBN
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