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doyd: Tny

fiegj: 47/70 myjthuIuiiadodr 2, ouu 113U1-A51A AN, 10, 0. LNWAIMEY, 0. 1aNE, 9.
aynss1s, 10540
Tns.: 08-1932-2374, E-mail: cpramote2000@yahoo.com

-1 Q o o a a =4
MIANYY: AYEATUMNA (UHan) 1) 2517

3 ' v A (%
mnmumummsamﬂmquu:

D

2)

3)

4)

5)

ﬁﬂ?nmﬁ'mmsmmﬁanmmgnﬁewmnizmum's vSinluleuail $1im,
UANGANINAI TN (Validation Consultant)
AiFvimnglunuzihauveadiinauauznssumsemisuaze (ov.) Augilonisnsae
ABUANYNABIVDINTZUIUMIHANLINTUTHMY 2558 (Guide to Pharmaceutical Process
Validation Based on ASEAN Process Validation Guideline)
owsenrslunuzndymansang 6 aoniu 1dun uminedoquasiysi
WINGAeFs v umInedvasuaiunsuns unInndeysw uminadeusiaa uay
UMINRAER RO URTUNI 21N A

IMOINTUTTOWRABAIY GMP LAy Validation YoIdNINNUANZNTINMITOIMITHDLE
(0.6.), anundrnssuurallszmalnondsnssumnauurszmealneg uag
AANAAFNINMIgAmIMNssuuralszinalne

¥
o 1w [] % o d a .
Avamsuasfnedsiiefudua iy WSy aoudan (PM Consult) 1Wu513 Third Party

Validation Service 182 In-House GMP/Validation/Quality Engineering/Statistics Training

Service

o i L4 4‘ a
ﬂ'l!!ﬂu\iﬁu'lﬂﬂTN]‘IﬂHﬂﬂﬂl

2558:

115r¥1@ 11 GMP/Validation Y94 National Biopharmaceutical Facility (NBF) —
Phase 2 uvIngaemalulagwszeeundisuy3 Insuvaunayuifiou (KMUTT,
Bangkhuntien Campus) (UN31AY - A1AN 2558)

2556 — 2556: INUINTOUTUAIU GMP/Validation ¥841AFIA5 National Biopharmaceutical

Facility (NBF) — Phase 1 naTulagumiinsdsmalulad wszveundisuys
U NYUIREU (FINAN - §aIAY 2556)

2553 -2555:  NUSn¥181U GMP/Validation ¥94lasemsneadnemsnaniaduileaiu

o 7 o o
1¥n3a 2009 A uu1As§IU WHO-GMP 3nmsindanssu Wunaa asvys
Tudafauminendomaluladnszeeumndisus
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2552 —2555:

2551 - 2554:

2547 - 2552:
2547 - 2550:

2546 —2548:
2541 —2545:
2524 —2540:
2517 -2523:

/SN GMP/Validation veslnsamsneatuemswaandnhimend
ANNIATFIU WHO-GMP 83Amsindanssu $ada nase 10 Uyusil
TudeiaumInedamaluladnszvoundisuys

flSnud GMP/Validation velnsenis 21M5USMsgUnsal/
AITUIUMIAULI DAz MU eLiN (zmaTulaBum inedy
maTuladnszveundsuys Inouvanyuiisy (GMP/ Validation Consultant
to Pilot Bio-Process Plant)

13¥N Valitech 3111 / Executive Director
MlSmndumsassaeunnugndesvesnszuumsvesesmsindunssy
Tuduveslsanunaaeduead

VTN Professional Conference Center $109 / N3FUMST r;al:‘ﬁ‘ﬂﬂﬁ
INnasHaivanduwsiosd / e1nsdlseh

u3m Tedn (Uszmalne) a7 Adamsihonda

v3Em luees naveusaeid $1fa / duaodsanisthonda

Uszaumseimanuaruaag;

1. ewmll

1Y)
2)

3)
4)

5

6)

a 1 1 <
Uszaumsdumsnanemuinaen isuudia unlya o1ia 23 3

HIUNTOUTUINANUTZING 19U 1895374 (Bayer 1980), aiAU (Astra 1993), Fan Ty
(Drug House of Australia; Tiger Balm 1996)
PUSUATUADADIN BOEAIATIAL (SPC 2001)

PUSUHIYD Pharmaceutical and Biopharmaceutical Manufacturing Science and

Technology Congress (PDA, Hilton Millenium Hotel, Singapore, May 2004, 3 days)

Biosafety Management Course (Temasek Lifescience Laboratory, Singapore, September
2007, 5 days)

9) v
uduas:

6.1

6.2

Ag uflummﬁanqy: Concepts and Practices of Pharmaceutical Process

Validation, 2003 edition, $1nthefiguéniiadegn avmaund

unamw 15 Geuilumuisangy anunluansgonssan:

6.2.1  Process Performance Assurance Level: The Index for Process Quality
published in the Journal of Validation Technology (JVT), November 2000
issue, Volume 7, Number 1.

6.2.2  Process Validation Acceptance Criteria: For Bulk Mixes and Bulk
Products published in the Journal of Validation Technology (JVT), May
2002 issue, Volume 8, Number 3.

6.2.3  Process Validation Acceptance Criteria for Solid Dosage Forms published
in Pharmaceutical Engineering, July/August 2003 issue, the official ISPE
journal, Volume 23, Number 4.
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6.24

6.2.5

6.2.6

6.2.7

6.2.8

6.2.9

6.2.10

6.2.11

6.2.12

6.2.13

6.2.14

6.2.15

Use of the Bergum Method and MS Excel to Determine the Probability of
Passing the USP Content Uniformity Test published in Pharmaceutical
Technology, September 2004 issue, Volume 28, Number 9.

Simple Conversion between Lot versus Sample Statistics in
Pharmaceutical Dosage Uniformity published in the Journal of Validation
Technology (JVT), February 2005 issue, Volume 11, Number 2.
Establishing Target Fills for Semi-Solid and Liquid Dosage Forms
published in Pharmaceutical Technology, April 2005 issue, Volume 29,
Number 4.

Using the Bergum Method and MS Excel to Determine the Probability of
Passing the USP Dissolution Test published in Pharmaceutical
Technology, January 2006 issue, Volume 30, Number 1.

Perspective on Process Variability in Control Charts published in the
Journal of Validation Technology (JVT), May 2006 issue, Volume 12,
Number 3.

Establishing Alert Limits for Microbial Counts in Purified Water
published in the Journal of Validation Technology (JVT), November 2006
issue, Volume 13, Number 1.

Application of Poisson Distribution in Establishing Control Limits for
Discrete Quality Attributes published in the Journal of Validation
Technology (JVT), May 2007 issue, Volume 13, Number 3.

Application of Probability of Passing Multiple Stage Tests in
Benchmarking and Validation of Processes published in the Journal of
Validation Technology (JVT), August 2007 issue, Volume 13, Number 4.
Using Bergum’s New Method and MS Excel to Determine the Probability
of Passing the New ICH USP 29 Content Uniformity Test published in the
Journal of Validation Technology (JVT), February 2008 issue, Volume
14, Number 2.

Evaluation of Validation Content Uniformity Test Results Using
Probability Distribution Charts published in the Journal of Validation
Technology (JVT), May 2008 issue, Volume 14, Number 3.

Evaluation of Validation Dissolution Test Results Using Probability
Distribution Charts published in the Journal of Validation Technology
(JVT), August 2008 issue, Volume 14, Number 4.

Understanding the Process Nonconformity Concept - the Scientific
Reason for Process Validation published in the Journal of Validation

Technology (JVT), May 2009 issue, Volume 15, Number 3.
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6.2.16 Establishing Acceptance Limits for Probability of Passing Multiple Stage
Tests in Process Validation through Process Capability Approach
published in the Journal of Validation Technology (JVT), November 2009
issue, Volume 15, Number 4.
6.2.17 Establishing a Complete Set of Target, Alert and Action Limits for
Microbial Counts in Purified Water published in the Journal of Validation
Technology (JVT), Volume 19, Number 1, March 2013.
6.2.18 C,, Distribution: The Fact Underlying Process Capability Indices — Part I.
Theory, Journal of Validation Technology, Volume 19, Issue 4, December
2013
7 1n Ell‘ﬂ‘u’d 1YNUD3 Parenteral Drug Association (PDA) Journal for Pharmaceutical
Science and Technology, USA
g8 A oiflueran¥nves Pharmaceutical Engineering Journal, an official journal of
International Society for Pharmaceutical Engineering (ISPE), USA
9) In mflua 11¥NU04 Editorial Advisory Board member (reviewer) of the Journal of
Validation Technology, USA
10) wedunssumssamnsanduaiion omp AWNIATFIU PIC/S UBad NI
AMULATIUNITOINTUALYN (D.0).) 5311'51\11&01!“(]?‘%1’\18“ 2551 - ﬁu1ﬂil 2552
1) nedudiFernyniouen (Extemal Expert) veadninnuamznssumsemisuaze
(0.6) sz nudoudaman — fuemeu 2556 imihifinsaevseidiv GMp
Tulsanueswiudmihi oo, awuiasgiu PIC/S

5114581111151‘7;11’1'111001 (Purified Water & Water for Injection Systems)

D WanlSnndumsesnuuunaznsasivaeunugNdes (DQ, IQ, 0Q, PQ) dmsu
Purified Water System Ll0i¢ Water for Injection Systems U84 T5991u luTeuad d11a
(HaugaamnssuuNy aynslsing)
Fuiulssnunaanudasnuazuraderludszma nef1d3unsuses GMP
AUATFIU PIC/S dauaduil 2552
Tﬂtmdammmmsmqwm%”gmaﬂmmﬁaﬂhl{ (Health Sciences Authority of
Singapore — HAS, www.hsa.gov.sg) (mumJ 2544 mi’]w‘uu)

2) TanlSaudumsesnuuuse uuumi?mﬁ (Purified Water System)
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- BIOLAB CO.LTD - GMP Manager

- KMUTT Consultant-GPO Project <WHO GMP>

- Thai Meiji Pharmaceutical-Production Manager

ﬂaqﬁu - QA Manager (a local company) and PM Consult GMP
& Validation Specialist
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Workshop:

Solubility | LD,, | Cleaning API Unit Wt. LTD MDD Batch Size
Products API
(mg/mL) | (g/kg) Ease (mg/tab) | (mg/tab) | (mg active) | (mg unit wt.) (Kgs)

AAA Aa <0.1 20 2 250 300 500 1800 90
BBB Bb 10 12 1 250 370 500 2220 296
ccC Cc 0.1 17 1 20 250 40 1500 25
DDD Dd <0.1 28 2 50 400 100 3200 40
EEE Ee 0.1 10 1 5 160 5 640 80

vUA1A LD50 283 Cleaning agent ZZ il@n 15 g/kg.,
Body Weight = 50 Kg.
Total Contact Surface Area of Equipment Train = 150,000 cm2

£Y o o » ° ' &
ﬁ)'lﬂ?laadaﬂﬂ']wuﬂal“ NGIEIUﬂ'lﬂ”INGIE]l‘IJH

. UIUAY #MDD 2aULARSNARN I
. MM #MDD nenwnale as@enndasaviladly Product B
. MUIUA MACO: Medical Dose-Base Limit 284NNHA0: 0u9d

1

2

3

4. AUIWA MACO: Toxicity-Base Limit 289MNWARAMUH

5. INA1 MACO (fall‘\i 2 38) WANNMITLAAD Product A waz Acceptance Criteria 784 CV ﬂ%ﬁ'ﬁ =9
6

. MU MACO wae Acceptance Criteria 2849 Cleaning agent
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LD,, Unit Wt LTD MDD Batch Size MACO (mg) { MACO (mg)
Products (g/kg) (mg/tab) | (mg active) | (mg unit wt.) Kgs | #MDD (g) Med. Dose Toxicity
AAA 20 300 500 1800 90
BBB 12 370 500 2220 296
ccc 17 250 40 1500 25
DDD 28 400 100 3200 40
EEE 10 160 5 640 80
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