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2. Pharmaceu

tical products on the market

1) Drug
registration and

re-evaluation
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4) Quality of
pharmaceutical

products
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3. Accessibility

and utilization of pharmaceutical products

1) Accessibility
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2) Drug use
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4. Traditional &

herbal medicines

1) Research &
development,
local production
and quality

assurance
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2) Selection

and Distribution
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3. Pharmacogenomics and personalized medicine
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Informatics
(e.g. Genomic Analysis,

Manobiosystem
(eqg. nanostructured drugs)
Biomedical Innaging)

M ano-Informatics
(e.q.. NEMS, Nanoelectronics)

Bio-Info-MNano
Converging Tech.
(2.q., NEMS based Biochip)

Sowice: Suthee Phucharoenchanachal, NECTEC (2003)
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a6y TOYALINIHIDING B dayasnu lng
1 Coding Information Hoyam lihAediuswasn
1.1 Trade code sanlElunisdn 1wu shaurs s%E QR
1.2 Trade Name in Thai Famsfmeng
1.3 Trade Name in English %amiﬁ’mﬁ‘méﬁﬂqw
1.4 Content/Generic Name muﬂs:ﬂau/%amﬁzymdm
1.5 Trade Unit Mmﬂmmmmﬁwam VY NRAY
2 Registration Information ﬁagam‘sﬁuﬂuﬁﬂum
2.4 Based Unit Mﬁ?ﬂﬁuﬁLﬁﬂﬁqﬂ
2.4.1 GTIN of Based Unit W& GTIN §RIURUILHLIY
242 Conversion Unit 'cﬁwmummqmammUf{uﬁlﬁﬂﬁq@
25 Dosage Form Rl [ISTM L
26 Strength AMULITIVDIEN
2.7 Route TaINIMIIREN
2.8 Manufacturer/Address Qwammzﬁla%i
2.9 Brand Owner/Address Lﬁ‘)”wa\amﬁu%l,!,azﬁag;
2.1 Active Pharmaceutical Ingredient (API) ﬁ’smﬁ’lﬁzy
2.12 Actions nalnmseengnt
2.12.1 Pharmacology LNRTINGN
2.12.2 Pharmacokinetics LNATIAUARAS
2.12.3 Toxicology NEINE
213 Chemical Structure laseaie (8939) NG
2.14 Dissolution n1Iazang
3 Clinical Information Hoyariaafunslaen
3.1.1 Indications (EN) Tausld (Musd9ngw)
3.1.2 Indications (TH) Tausld (w1 lne)
3.2.1 Contraindications (EN) TaAITIZN (M BIDING )
3.2.2 Contraindications (TH) TaA1732 9 (mﬁsnvl‘m)
3.3.1 Dosage(EN) wnauaAslt  (MsaIngw)
3.3.2 Dosage(TH) PNURATIE (M lng)
3.4.1 Administration (EN) 35mslgen (mmé’aﬂqw)
3.4.2 Administration (TH) 33nslten (s lny)
3.5.1 Over dosage (EN) N@Lﬁalﬁmlﬁumm@ (mmé’anqw)

o ¢ a
NIFFILAINITAUNUIN ﬂiz‘ﬂi‘)dﬂ’lﬁ’limﬁ“ﬂ sl%iz‘l.l‘l_l ] Lm:mié‘umaoé’usfnﬂﬁ'mqmmw

“U1 6




Rl JoyagNMBIBING Y ayasn1u Ing
3.5.2 Over dosage (TH) nallaldeiiusma (M 'ine)
3.6.1 Precautions (EN) fMLfan (Mu8INgE)
3.6.2 Precautions (TH) fMifaw (M tne)
3.7.1 Adverse Reactions (EN) 21T MINIUTEEIR (MB8INY )
3.7.2 Adverse Reactions (TH) 813 kiRl TEasa (M tne)
3.8.1 Drug Interactions (EN) gnNHUJAsendenn (M8Inny)
3.8.2 Drug Interactions (TH) sAUGAzendenn (mwina)
Cautions for Usage in Children and Senior | Faaarszislumislfenlwanuazdgoany
3.9.1 _
(EN) (MEINY )
Cautions for Usage in Children and Senior . o . - .
3.9.2 Famvizislunisldinlwdnuazggiany (nmine)
(TH)
3.10.1 Recommendations (EN) fuuzshiaslumsle (Ms1o9ngw)
3.10.2 Recommendations (TH) funzshiaslumsle (e lne)
4 Classification Information mjuw%awmmngwaam
American Society of Health-System e -
4.1 MIANENAULULBLNTNT ASHP
Pharmacists Class )
4.2 British National Formulary Class MIVANFUANNUUUBING Y BNF
NMIIANANAULULE NI BA TSN ITUNITANITURE
4.3 Thai FDA Class !
81 Uszine lne
Anatomical Therapeutic Chemical e
45 MITANFNANLLL ATC
Classification ¢
46 Pregnancy Category mytanguauanulaesaivlunsliluaaifiorsd
5 Physical Information ANBWEAIYAIN
5.1 Image/Presentation FUMNUAZANH AL A EUBNTBILN
5.2 Packing é'mﬂmzmilliiﬁ! LT 1x4's, 1x25's
funlznaunIainNAenUIBLIIY LT% 29082 60
5.3 Content/Weight per Unit (Trade Unit) . an ) o !
adaaT N8aIaz 250 NIV
Packaging Dimension (Width, Length, e o
5.4 PWNAVBIVITINIIN (N9 X 8717 X §9)
Height)
5.5 Storage Conditions MIAUIN®
5.6 Shelf life from Production 015U HNNTIUANA AU

o I3 a o
NIFFILAINITAUNUIN ﬂiz‘ﬂi‘)\‘la’lﬁ'ﬁmﬁ“ﬂ sl%iz‘l.l‘l_l ] Lm:mié‘umaaé’nsfnﬂﬁ'mqwmw AU 7




P
NANWINN 3

Qs ¥ ¥

wwizemnasgiimiuauanisaaasasguilaaaiwenlwasdszme
1. wAKIAT
I [ til I3 v g tﬂl v 1 A s

Health Canada tHuasansivihulinuiguiaialinstismdedsznaulunisineuag
o 9 o . 9 ¢ A o a o &
WAIWIFTNNGILEY lasmIvhinuiiuiuasdnidug 2a933una lasfiununasd

1. BRI IZUUMIQUATUININYBITIILAUIAN

2. S9LETUEVNIWYBITIIUAUIAN

3. Nuilasnuilymgumnaniadoidsisng g ve9muauIan

uwmwﬁl,ﬁmiadﬁ'umi@j‘”umaﬁu‘ﬂm Health Canada 32301028 NUILNIBEAII ) VB

' A A:i n:l' £z @ o I o 1 @ o LY o

wdazillanaizilasiuinmguninaaszniuawian lasdunmsnuiaiuizualunaiies
floariu muguuazduaiidvlinszinansluuamauaznilan

v { G‘l a J o Y o o o
Tudua1mIsuazen 89An3zaaANNREINAaIuALY Tz Twlasn TR LueIin dfan

\NpiuaImis o1 tavedlaunng HEAAUTLNFININAIINTIINTNG UazNAaA a9 Ndwinoun

°

U31AA uNITIHNAAOINLAZIZNA T I ALINUFDIWANEA T INwRILIAFa NN AN UAITILGAD

232

wa U
qmmwvlmaﬂmﬂ

(%
v o v Y]

ngnanafinsidasnunuduasasduilnauuiidioiu 20 1o nidueiniuazen Fulasow

a v

A v P a v A o & Y o v A Y A 3 6 ' v
RIDATUDWE) BNHARIUATY I@UN?%UWQL?L]%E»} ’]‘H%(ﬂl%Uiﬂﬁ?ﬁdﬂiiﬂﬂl%lﬂﬂ%ﬁ@ﬁ]z&l"ﬂE]HE‘]“IJ’]’JB’(’]?@’]%

o9

§UNINNIT1IEINNIGNATEINUTINA gunInEia nIguagunw dudauiiineanuizeslindieg

] ] ]
v ' a ~ e A

2 Ao o A P o o < A Y =
iﬁmﬂﬂuﬁaﬂmauamqqaqil,ﬂU'Jﬂ‘]_lLjﬂ@ﬂﬂﬁjﬁ:ﬂ@quﬂﬂL‘].]ulﬁa@ﬂﬁ]‘gﬂu‘ﬂu']ﬁul% I@Um&l’ﬁﬂiadlﬁﬂu

U

Hum v lrdwww.hese.ge.ca

o I3 a o
NIFFILAINITAUNUIN ﬂiz“/]i‘)dﬂ’lﬁ'ﬁmq‘ﬂ ‘l%iz‘].]‘l_l ] Lm:mié‘umaaé’nsfnﬂﬁ'mqwmw AU 8



[ '3
Tassas1909ans

and
Branch

Public Affairs,
Consultation and
Communications

Branch

Regions and
Programs Branch

Strategic
Policy Branch

Departmental
Secretariat

Legal Services

Pest Management
Reqgulatory Agency

Review Board

o I3 a o
NIFFILAINITHUNUINNIENIIEN 51imq°u ‘luszuu ] Llazﬂﬂiéﬂﬂiad ﬁﬂitﬂﬂﬁ'l%a;ilﬂ']ﬂ AW 9



2. @nigaLNIm

. . . 1 { 1 4 ‘d { o a v
Food and Drug Administration (US FDA) L‘i’lwmmmﬁLmLmaaﬁﬂwmﬁmLummqwmaa

a

Q”uﬂméﬁua'mimq%aaa%%’gam?m FRusfaNasssuLazilasnuaNNUaaanuaIlseman Loy
g}LLaﬁmmmﬂaa@ﬁ'ﬂLmzﬂizﬁ‘n%mwmaaw%mﬁmsﬁqﬂumwLLaza@mwgLLammﬂaa@ﬁwadwamﬁmsﬁ
qmmw%ﬁnna‘immyluﬁammmlﬁaama@ialﬁaa FUWIVRINNWRLANNITURATAL § 5 aN1e Ak

1. New Product Review §n3snumiunanisnaaainieviasdjianisaindanmet nasanid

o

nInaaadlasud NENES LLa:mmaauNamﬁ'msﬁﬁaumgtymlﬁma%ﬁmmﬂuﬁamm@] (Pre-
marketing)

. a a ] ' | a &
2. Keeping Watch In3037a8aU3 5 Inaauas e uilyniuazanuiesdns g Ninedu lag

a

- X
AUNUINAIh

- Safe manufacturing and handing LaldliaanuinlannulaasansaInRan M L
Ussing wazenlssmearunimaniasluitlanlunfa A usiony

- Monitoring for new risk AaauTsNuaIMTiRIIzRIRINIslEHEaAIIIgYAW

]
a

ad & ve a A & A a o oA el a
ﬂjmﬂLﬂ@lﬂﬂJ“qm% FDA a’m'liﬂl%EdNﬂ@lLiElﬂLﬂUﬂ%ﬁuﬂ’] LWﬂﬂEmsLiJa‘l«bmu’]@l 1%3Jﬂ’liLﬂaEJuLLﬂmamﬂ

o

G ' o o e 6
mammmauvl,ﬂ El\‘]'i_qlﬂﬂﬂﬂi‘ﬂ’]\‘m’]iLLW‘Ylﬂ

6 |

3. Standard and regulation ingiisuuazanaiguvesndanunNiduanaguidniaazdas

&

Ujiaaunalidulaiwiadmeifianulseans lddayanernundadmsingnd

©
e
>.
e o2
)]
2
2
-
v
ho]
2
=

%

STIgUUAzUIZTITU PINNIRTINALTIUIaddzina (haldnRaAusifdudafiguain
WAIFIWYINAULTaTIALYEY US FDA

4. Research 3389135113 wn1 300 aulanaz3ITA13nn1In1InILeIaIN o N5t ina1Ny

= Al Yy Aa ¥ av A, £ & o a a o € a [l
LREN LW@I%NNN@I%G’]%?%EWWI’VU% L‘].]uLL%’J‘Y]’NI%ﬂ’]iﬂ’]%%@N’]@Ii;ﬁﬂ% ﬂ’]iﬂiZLN%Nﬁﬂﬂmsﬂﬂj%(ﬂlﬂﬂJ

U

(New product)

5. MINAUIITNNINAFOY Risk effectiveness 2aINAAN MY Enforcement correcting problems

C

dl' a d’ s a e 6 1 Qs 1 s U ]
LuamﬂﬁtymLﬂmﬂuwa@ﬂmmazﬂszmumm’aumJQwamiuﬂWSiauﬂuLLﬁlmﬁ@ﬁw RIS Rt ta
@‘hLﬁumivl,ﬁﬁﬂ%‘%%'mséhLﬁumimaﬂg%mﬂ FUDINIITUNAUNAAN U ANV DIAAIA NITRIIA
NﬁmuﬂdwzwummqLLa:@‘hLﬁumiLLﬁ)’LmLLazmsﬂ'uﬂ'ﬂ?«uﬁﬂﬁazﬁwL’}Tmﬂuﬂszmﬂﬁmndwz@‘mﬁumi

i ladgymle

o I3 a o
NIFFILAINITAUNUIN ﬂiz’ﬂi‘)da’lﬁ'ﬁmq‘ﬂ ‘l%iz‘].]‘l_l ] Lm:mié‘umaoé’nsfnﬂﬁ'mqmmw AW 10



[ I3
Tassas1909ans

DEPARTMENT OF HEALTH AND HUMAN SERVICES
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OFFCE DEFCODE CHISE I TEANG DEPUTY COMMISSIONER GRFGRTUNITY & DIVERSITY
DERRYECMMIBSIONER EDA DEPUTY COMMISSIONER Carofing Lewis (Actng) [~ MANAGEMENT
DGEPUTY COMMISSIONER SCIENCE AND PUBLIC HEALTH Wurray Lumpkin, M 0. REGTOR
AR R Y apar i Jozse Goodman, M.D, MPH ASSOCIATE COMMISSIONER Segundo Pereira (Acting)
ASSOCIATE COMMISSIONER ot Levi
Mary Lou Valdez
FFICE OF cenTer Fom Foon sareTy] | CENTER FOR vETERmARY | naTIoNAL cENTER FOR CENTER FOR ORUG CENTER FOR DEVICES & CENTER FOR BIOLOGICS| CENTER FOR TOBACCO
REGULATORY AFFAIRS AP CED HETITION MEDICINE TOXICOLOGICAL EVALUATION AND RADIOLOGICAL HEALTH EVALUATION AND ODUCT:
RESEARCH RESEARCH RESEARCH
ASSOCIATE DIRECTOR DIRECTOR _
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1. Office of the Commissioner Organization

2. Center for Biologics Evaluation and Research Organization

3. Center for Devices and Radiological Health Organization

4. Center for Drug Evaluation and Research Organization

5. Center for Food Safety and Applied Nutrition Organization

6. Center for Tobacco Products Organization

7. Center for Veterinary Medicine Organization

8. National Center for Toxicological Research Organization

9. Office of Regulatory Affairs Organization
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Secretariat
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Human Resources e X
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. . . N Applied Malecular Biology Nanosafety .
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Risk Analysis In-vitro Method n T e and Regulatory Methods Metabonomics
Legend:
HoU - Head of Unit In-vitro Method Information (e
OAL - Operational Action Leader Management
CG - Competence Group . .
The heads of the entities earmarked with (*) are members of the Institute Management Team

Policy Support Actions with Policy Support Action Leaders
Genetically Modified Organi Nanotechnology Health and Environment Consumer Products and Nutrition ~ Alternative Methods and ECVAM
(GMOs) (NT) (HE) (CPN) (ECVAM)

IHCP organisation chart Version n.:07// 2010
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