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119 101 seidguiniduuaralAnnLndunIINgnaInIg 2(2-0-0)
CIPT 101 Research Methodology and Statistics in Industrial Pharmacy

ANINUNIUITIAUNTIU A1TARUALANGITY N151T8ULATITIINY N1T0ONLUULAEILNUAIT
W maiudeyauaznslassiteya adflun1sinseideya 93es35ulunsanuide nguuneuay
WA destiunuide

Literature review; identifying research question; research proposal writing; research
design and planning; data collection and analysis; statistics for data analysis; research ethics;

research-related laws and guidelines.

109 401 TBUUAAINAIUEN 20(2-2-16)
CIPT 401 Pharmaceutical Quality System

FEUUANAINATUEINLLUIN 18 & 1oy @7 10 wumslunsiaszuuiiedauazadlids
anugiioglumsnuaunaemansiinvenantasien dudmsideiau matienesmamelulad ms
wARLlon13A1 IuanisgAnisnsraneAud svuuaua o siaunegwieilowemadndamionluns
ussaidmanedugeanne anulaendevelden UssAnsamuesen waganuianelalunmunineves
Auslne

Pharmaceutical quality system according to ICH Q10 suideline; guidance for system
development to establish and maintain a state of control throughout pharmaceutical product
lifecycle starting from development, technology transfer, commercial manufacturing, and until
product discontinue; quality system for continual improvement of pharmaceutical products to

achieve ultimate goal for patient safety, product efficacy and satisfy quality to consumer.

109 402 ﬂ’]ii’fmﬂ'ﬁmmﬁaqé’mﬂmmw 20(2-2-16)
CIPT 402 Quality Risk Management

Msdamsandseiunua meLuIn1e lo 4 ey A1 9 nszurumsiiuszuulunns
Usgiilu AruAu msdeans LLazmiwumummLﬁlmﬁmﬂmmwmamﬁm%m wdnn1snsUszduanudes
fuAaANIBANMIIImans Ussaunisalifertunszuiuns waganaudenlesiunisduases
fUae sefunsdans BnisuazmselesienansvesnsEuIuMInsiansasdssiiduiusfussiuay
e

Quality risk management according to ICH Q9 guideline; systematic process for
assessment, control, communication, and review of risk on medicinal product quality; principle of
quality risk assessment based on scientific knowledge, experience, and links to the patient
protection; management level, methods, and documentation of the quality risk management

process in relation to the level of risk.
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109 102 MIRRUIMINNEYNTIU 20(2-2-16)
CIPT 102 Pharmaceutical Development

LUIAAYBINITIBLAT WAL INLAFVNTTU ATHAILIILAFUNTTUAIL LWINIG 1o @ 1Y A2 8
wannsasisnaunnsisnisesnuuy tedeslefldlunisaiienunimdisnisesnuuy nsesnLUUNS
nnaes MsUszdiuanudes malulaBn1sinszinszuInns MINALINTUIUNISKEALAZNNSATIVESY
ANNYNADIVBINTEUIUNT m'isumwmmmimﬁmLLazmiLU?{auLLané’ﬂmﬂawﬁamLﬂwm

Concepts of pharmaceutical research and development; pharmaceutical development
according to ICH Q8 guideline; principles of quality by design (QbD); QbD tools; design of experiment
(DOE); risk assessment; process analytical technology (PAT); manufacturing process development
and validation; scale-up and post approval changes (SUPAC)

200 103 msAnuItedililinienddnuarnisndinlunisiamne 20(2-2-16)
CIPT 103 Non-clinical and Clinical Studies for Drug Development

wnAnuagndnnisveansinuililamedinuas nsfinwimerddnlunisiamunen wunis
UsziluanudaeadonasUsedninimenlunisfinuimeedinal1edomMnuan1aasesssuuwasiInggIu
AMANVNIINGIANENT NMSANLUVADANARDY NITNAFBUNNAYINE wazmsAnwiludnineasafients
Wanen

Concepts and principles of non-clinical and clinical studies for drug development;
emphasis on safety and efficacy assessments in clinical studies with ethical requirements and
scientific quality standards; in vitro studies, toxicology testing and animal studies for drug

development

108 201 NISHEREN 20(2-2-16)
CIPT 201 Manufacture of Pharmaceutical Products

NIRAWYINYEN1INENS1 VB NN U U JURUUAAY MMIoRNLUUANUTNERY Az A B
mmazmﬂﬁmmzam msm‘ua:uLLazmsm’maaumgmumimﬁmm ﬂ?i(ﬂi’)%%‘Ui@\‘iLﬂ%@ﬂﬂyﬂiﬂ’ﬁ&lam 13
ATIABUATINGNFBIVBINTLUIUNIHER WnUFTRTagTUlugmanmnssnTiaenndesmundninasiisnisd
AlUNINENE

Manufacturing skill development of various pharmaceutical dosage forms; control and
inspection of pharmaceutical manufacturing processes; designing appropriate pharmaceutical
manufacturing  plant and production facilities; manufacturing equipment qualification;
manufacturing process validation; current industrial practices in compliance with pharmaceutical
Good Manufacturing Practices (GMP)
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mheingin (guf-UguRns-Hnufuaiunan)

108 202 NSHANYITIING 20(2-2-16)
CIPT 202 Manufacture of Biological Medicinal Products

MsiATinEIHERfseengYEIITInmUazenTIing nMseenuuUanuindneLATAs
SIUIANATAINT Nz AN N15ATUANLATNITATIVADUNTEUIUNITHAN 1TITAY N1IATIITUTY
\A30sINIASHAR NMINTIRABUANNYNFDIVBINTEUIUNMIHAR wunUFTRTgTulugmanmnsTufiaonades
pamdninae s sAmunHanenTing

Manufacturing skill development of biological active substance and biological medicinal
products; control and inspection of manufacturing processes of biological medicinal products;
designing appropriate pharmaceutical manufacturing plant and production facilities; manufacturing
equipment qualification; manufacturing process validation; current industrial practices in

compliance with Good Manufacturing Practices (GMP) of biological medicinal products

108 301 NISAIUANAMAINEN 20(2-2-16)
CIPT 301 Quality Control of Pharmaceutical Products

ﬂizmumiﬂwﬂm@mmwmmm%’aﬁmummﬁﬁﬂmLLaLmeﬂmmgmﬁLﬁﬂ’ﬁm n3he
ToMMUANINTIL MIRAUITTNITIATIEN NMINTINABUAINYNADIVBIITIATIEN NTEUIUNTFURIDEN
WAZN1IATIVABUAMNINAILIEAY a1905duns uazndndueiendiazy NMsAnsIAuAENIN SEUL
UinsanmilfedesiuresufiRnisuaznszuiummaaeuiidutlagiu

Pharmaceutical quality control process according to pharmacopoeial requirements and
related standard guidelines; specification setting; analytical method development; analytical
method validation, sampling process and quality testing of drug substance, intermediates and
pharmaceutical finished products; stability study; quality management systems related to

laboratories and testing process in current practice

109 302 NISAIUANAMAINENTYING 20(2-2-16)
CIPT 302 Quality Control of Biological Medicinal Products
nszUILMIMUALAAAMEN T Ingaaderrunvo s e AL BNASTIUIAITe N3
Fadafmuaunsgiu M1sRaunIEn13ATIed NamsaeuAIgNEIesiEiiAT e nTEUILNTEN
F20619UAENNIATIIEBUANN YDA BBNANSTINN ansiisiund uazndAndasiondringduiagy
NSANIAIUAIANTIN izuuﬁmiﬂmmwﬁﬁaﬁaﬂﬁ’uﬁaﬂﬂﬁﬁammazﬂizmumivmaauﬁﬂuﬁm;ﬂu
Quality control process of biological medicinal products according to pharmacopoeial
requirements and related standard guidelines; specification setting; analytical method
development; analytical method validation; sampling process and quality testing of biological active
substance, intermediates, and biological medicinal products; stability study; quality management

systems related to laboratories and testing in current practice.
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mheingin (guf-UguRns-Hnufuaiunan)

109 403 M1INTINTUTDY 20(2-2-16)
CIPT 403 Qualification

nsn3I9sUTeNATasile A991UIBAINALAIN STUVATUAYUNSNAR 303EUUANT 9 nADn
NATTINVOINANAUNEILAENTEUIUNNS m5@@ﬂ%ﬁmummmﬁaﬂmwawﬂ% N1395395UT9NS
28NUU ﬂ'ﬁ‘ﬂﬂ’rﬁ@‘Uﬂ’]iEJE]ZJ%JUﬁINQWUEENaWLﬂ%‘@\‘iﬁa NINAFDUNITIDUTU amuﬁw%m N1IM5I95UTD
ASAARY N15R5295UTBINTINOIL NMIATIVTUTOIEUTIOUE N5ATITUTOWN

Qualification of equipments, facilities, utilities and systems over the lifecycle of
pharmaceutical products and processes; user requirements specification (URS); design qualification
(DQ); factory acceptance testing (FAT); site acceptance testing (SAT); installation qualification (IQ);
operational qualification (PQ); performance qualification (PQ); re-qualification

109 404 N1IATIVABUAIIUYNADN 20(2-2-16)
CIPT 404 Validation

ﬂ’]i@li’J’i]ﬂE]‘Uﬁ?ﬂﬂ@ﬂé]}aﬂéﬂﬁ’mﬁEJﬂT]lIﬁ%WJﬂ Lﬂ%aﬂﬁa i%UUﬁﬁUﬂHuﬂ’]iNa@ e NITUIUNIT
N1INANAABAIIATTINVBIHAN T UT Y1 N1TTANITUATNITINUNUNITATIADUAIUYNABY NITIATINUHY
LLli‘U‘VlLLﬁ85’]EJQ’]Uﬂ’ﬁGﬁ’JQﬁ’E]Uﬂ’J’]EJQﬂé]JEN ﬂ’ﬁﬂﬁ%Lﬁuﬂxlﬁﬂig‘I/]‘UGi@ﬁﬂ?u?dﬁl]@\‘iﬂ'ﬁ@ﬁ?ﬂﬂ@Uﬂ’JWZJQﬂ(;]}ENLLﬁz
ﬂaqmémimmm ﬂ’]iﬂ?U@Nﬂ’]iLﬂgﬁl‘HLLﬂa\‘i ﬂ’]’i@]ﬁ'ﬂﬁ]ﬁ@Uﬂ’J’mgﬂé{aﬂ%’] ﬁﬂﬁﬂﬂﬂﬂ’]ﬁ@li’ﬁ]ﬁaﬂﬂﬁ’mQﬂélj’e]ﬂ
YBINTEUIMTHARNDT NMTANNATeN NTUTTTRUYD Nsvuds uay svuuildneudinmes

Validation of facilities, equipments, utilities and manufacturing processes of medicinal
products over the lifecycle of pharmaceutical product and processes; validation management and
planning; validation protocol development and validation report writing; impact assessment on
validated status and control strategy; change control; re-validation; skills in pharmaceutical process
validation, cleaning validation, packaging process validation, drug transportation validation,

computerised systems validation

109 405  filunaminiuagnsuaeerUKEA T 20(2-2-16)
CIPT 405 Authorised Person and Batch Release
ANSUABYNIUNARA N O UNTLI VU R OaLUSENIANTENTIEITITUAVT LN 877 B9
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unumkagnihiivesndunslunisudesinundnsusie e vty nssuiunsUdesrunans e a1y
wanneeENsATuNSHEREN

Pharmaceutical product release for sale according to Drug Act and related regulations
issued by Ministry of Public Health; role and duty of pharmacists on batch release for sale; batch

release process according to Good Manufacturing Practice (GMP)
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0 501 msdanmsenanstunsdeusiuen 20(2-2-16)
CIPT 501 Drug registration document management

wuameanalunst unsifeusmduenve e uiid1dey Wy International Council for
Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH), World Health
Organization (WHO), The United States Food and Drug Administration (USFDA) Wa ¢ The European
Medicines Agency (EMA) ANSYANITRAZNITLAS BLENA15E UNZAT DU EIALLUINTVB AT NI
ANZNIIUNTBIMNTUWAZEN Torvuand ASEAN Common Technical Requirement (ACTR) uazguuuy
ASEAN Common Technical Dossier (ACTD) nM15UszgndldiuimisainanasinyensiamsnanIivIng
Lﬁaaﬁuawum?ﬁumLﬂauﬁw%’um

International guidelines for drug registration of key agencies such as International Council
for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH), World
Health Organization (WHO), The United States Food and Drug Administration (USFDA) wae The
European Medicines Agency (EMA); management and preparation of drug registration dossiers
according to the guidelines of Thai Food and Drug Administration, ASEAN Common Technical
Requirement (ACTR) and ASEAN Common Technical Dossier (ACTD) formats; application of
international guidelines and scientific justification skill to support drug registration

09 502 NIsAvuANagns Msians waznguungluaundsnssunedouiay 20(2-2-16)

NOVENENEN TN
CIPT 502 Strategy, Management and Laws in Regulatory Affairs Pharmacy

NOUUIEAIUEN LLazﬂgﬁm*ﬂSu“} ‘ﬁLﬁlmﬁ’mmmﬁ'ﬁumimwzLﬁﬂuLLaxﬂ{]‘wmsjwﬁmﬁmeﬁ n19
fvuanagnsuazuiunuisunsdouiiue msuimsiamsquansifousiiuemasnisasiinves
HARSNI N1THNTINYERaENITIANITNUAUNFUNT TN T ULATNYMIUNERT NI MENNITIANIS
iU fusia nsouanssouinInndunssumsoulagngine

Laws related to pharmaceutical products and regulatory affairs pharmacy, strategy and
planning related to pharmaceutical product registration; management for pharmaceutical product
registration throughout product lifecycle; skill training and management for regulatory affairs

pharmacy, good registration management, regulatory affairs competency framework

109 601 NISARMINAMAINLAANUABASYRILEIBRNENBINAIN 20(2-2-16)
CIPT 601 Post-marketing Surveillance and Pharmacovigilance

MaNMIMIIMEIMEaRS uwuUfRNA waztaimuanengviielunsinnuaun Nz
Uaanduvasevidsoangiiosmain N139A0eANT NI9NKUVIFULLAEIURBUYIL wazn1sUsegndld
welulaglmilusnufiemununmuasaaonievesdadudumiwesnmsinnyasinadafusily
gRaMNIINY1 NSHNTINYEMINTnlunsiligusignuaulasnderede kagseaun1suseduneg
Usglowiuagarundesvesen
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Scientific principles, good practices, and regulatory requirements for post-marketing
surveillance and pharmacovigilance of medicines; organization, system and process design and
technology applications in post-marketing surveillance of drug quality and safety as a part of
lifecycle management in pharmaceutical industry; professional competency development in

writing-up drug safety reports and product benefit-risk evaluation report

MeinsIn Meuf-UfUANs-RnUJUaIuaw)
1ne 602 msAnwanuUasasslunislidenlunieddn 20(2-2-16)
CIPT 602 Drug Safety in Clinical Trials

TBIMTUA WM N1FOBAKVUNITITY N1FITBUazNSIAUgLaNWITe Tun1sfnwining
Uaonfoveseluszesd 4 msAnwimnuvasadolomiziunseanzngudssnslueiilesueysia
nzifoundr nMsfnwanulaonfeveseniildsueyiinzidoutuvaniau Bnsfnvinazmaluladlyii
TglunsAnwiarulasndevesenlunisedin

Regulatory requirement, guideline, research design, implementation and governance in
Phase IV clinical study; drug safety studies of specific area or populations in post-marketing
authorization; safety studies of medicine obtaining an emergency use authorization; new

methodology and technology in clinical drug safety studies

20.3 A5IRYBIUHUANITNIVIIN

109 701 1AM ITTIURURNIIN v TNAFunTIHENaIMNIS 48(0-0-48)

CIPT 701 Professional Research Project in Industrial Pharmacy
MAduRnUMUiTRNUandsnsTIgRa s Mstmunhdeide mstiauelasaing

248 MIANAUNITIVY ATUFITUNITING MITWHUTIBIIUINY ATUNEUBLAZNITINYUNINAIIUITY
Professional research in industrial pharmacy practice, identifying research topics,

conducting research, research ethics, research report writing, presenting and publishing research

findings
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