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7 11 (Charoen Pokphadn Group)
(Center of Emerging and Remerging Infectious Diseases
in Animals Faculty of Veterinary Science, Chulalongkorn Univeysity)
(National Laboratory Animal Center, Malol University)
(Bureau of Drug Control, Food and Drug
Administration, Ministry of Public Healjh (Bureau
of Quality control of Livestock Product®LD),
(Veterinary Biologics Assay and Research CeNatjonal
Institute of Animal Health (Regional reference
laboratory for foot and mouth disease in South East AHidH)
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11/8( ) (Faculty of Veterinary Science, Chulalongkorn University)

(National Laboratory Animal Center, Mahidol University)
( )

(Bureau of Drug Camol, Food and Drug Administration, Ministry of
Public Health)

11/9( )
( / )
(Animal Feed and Veterinary Products Control Divigigeterinary Drugs
and Hazardous Substances Assay DividBureau of Qualit control of
Livestock ProductsDLD)
(Veterinary Biologics Assay and Research Center, National Institu
Animal Health, Department of Livestock Development)

11/10( )
(Regional Reference Laboratory of Foot anduthoDisease in Southeg
Asia, National Institute of Animal Health, Department of Livesto
Developmeni)RRL)
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(Charoen Pokphadn GroupCP Group)
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(Chulalongkorn University) 1917
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(Nephrology and Urology Clinic ), (Cardiology Clinic ),

(DiabeticClinic ), (CUCatFriendlyClinic ),
(Ophthalmology Unit), (Dermatology Clinic ),
(Neurology Clinic ), (Alternative Medicine
Clinic ), (Oncology Clinic ), (Behavioral
Clinic ), (Exotic Animal Clinic ), 24
(Vet CU Blood Bank Unit ) (Oral
Unit), (Orthopedics Unit ), (Soft Tissue
Surgery Unit ), (Rehabilitation Unit ),
( )

(Mahidol University)

1890 1943 1969 .

(National Laboratory Animal Center, Mahidol

University) 1971

Salaya . WHO



( - )

(Thai FDA) (Ministry of
Public Hedth) (The Cluster of Public Health
Service Support) (The Cluster of Public Health Service
Support) (Thai FDA)
(Health Service Support (Medical Sciences

(Bureau of Food)
(Bureau of Drug)
(Medical Devices Control Division)
(Narcotic Control Division)
(Cosmetic and Hazardous Substance
Control Bureau)

(Bureau of Import and Export Inspection)

GMP PIC/S GMP
2018

PIC/S GMP GMP .



| Prime Minister |

I
[ Minister of Public Health J

_— Ministry of Public Health

Wnent Secretary-GenE_rgL_’/ .

v ¥
Cluster of Cluster of Cluster of
Medical Services Public Health Public Health
Development Services Support Development

* Dept of Medical Services

* Dept of Mental Health

e Dept of Thai Traditional and
Alternative Medicine
Development

* Dept of Medical Science

* Dept of Health Services
Support

* Thai Food and Drug

* Dept of Disease Control

* Dept of Health

Administration (Thai FDA)

I I I T | 1
Bureau of Cosmetic and Bureau of Import and Medical Devices Control
Bureau of Drug Bureau of Food Narcotics Control Division
Cosmetic Control Hazardous Substances
Group Control Group
Technical and Planning Public & Consumer
Office of the Secretary e oy Rural and Local Consumer Health Product
Division SLETE LD Protection and Promotion Division




Bureau of Quality Control of Livestock Products,

BQCLP 2002 10 389

(Veterinary Drugs and Hazardous

Substances Assay Divisio'’VDAD)

(Feed Quality Control Laboratory Division

FQCL)

(Veterinary Public He&h Laboratory Division
VPHL)

J

. 2006 VPHL
(Milk and Milk Products Quality Control
Division MMPQC)
(LaboratoryAccreditationDivision)
BQCLP s
(Laboratory Quality System Division)
BQCLP ISO/IEC

17025:2005

L
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(NIAH) 1981

Ministry of Agriculture & Cooperatives (MOAC)

Department of Livestock Development (DLD)

National Institute of Animal Health (NIAH)

!

Laboratory Supporting Regioal Reference Laboratory Veterinary Biologics Assay and
for Foot and Mouth Disease Reseach Center
in South East Asia (RRL) Nakhon Ratchasima
.Pathoiogy .Laboratory Nakhon Ratchasima
Epidemiology . General affairs
.Virology' .Central service
.Laboratory Quality . Laboratory management
.Bacten'mogy & Assurance .Standard diagnostic test and
Mycology quality assurance . Biologics management
B Experimental Animal
.Parasitology .Reserarch and development on .Vlrology
.Animal Health strain collection and reagent
Research & Innovation  production [l Bacteriology

[immuno-serology  Extension
[l Molecular biology
Wsiochemistry & [ Animal Healtn
Toxicology Management . Experimental animal

.LGDtOSOi'OSiS .General Administration
center
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()

Veterinary Biological Assagnd Research
Center VBAC BQCLP 2012

(NIAH)

() (RRL)
DLD 2004
(South East Asiadot and Mouth Disese
CampaignSEAFMD) . 2008
OIE

ELISA

L
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(Development and

Administration , Animal Health Bussinessdbp, CPR AHBDA)

Dr. Surapat C Dr. Bodin
S, Dr. Sombat R. .
J J J L 16
1%
(APP,
(PED) (E. coli) .
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() (Center of Emerging and
Re-Emerging Infectious Diseases in Animals Faculty of Veterinary Science,

Chulalongkorn University)

() 2004
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Center of Emerging and Re-Emerging
Infectious Diseases in Animals Faculty of
Veterinary Science

&

Biosafety Level 3
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AAALAP 4

NLAC

40

(Maximum Barrier SPF grade)
BALB/c, BALB/c (Nude) DBA/2, C57BL/§
C3H/Hg ICR Hydronephrosis, ICR Free Hydronephrosis
(Low Barrier Monitored grade)
ICR
SD (Sprage Dawley Raf) WR (Wistar Rat)
ZW (New Zealand White Rabbit)

DH (Dunkin Hartley)

( X , EDTA Alsevers)

( : , EDTA )
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DHL Agar

Pseudomonas Selective Agar
Baird-Paker Agar

PlateCount Agar

DichloramGlycerin(DG 18)Agar

(Genetic Monitoring Program)
(Biochemical marker),

(Health Monitoring)

L

(Environmental Monitoring system)

J J J J L

(NH3 Cco2 02 ).
(50PA) 3

10

(206 4C)

CP
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() (Veterinary Drug Subgroup)
Dr. Jiarpong .
(Premarketing Control) Dr.
Chaiporn Pumkam (Biological Subdivision) Dr.

Supapitch Suphap

( ) TharFDA
, (Division of Standar@ndRegulation)
(Division of PreMarketing Control)
A (Chemical Drug Section)
A (Veterinary Drug Section)
A (Biological Product Section)
A (Investigational New Drug Section, IND)
A (Advertising Control Section)
, (Division of Post - Marketing Control)
(Division of National Drug Policy) .
, (Division of Traditiona | & Herbal Drug)
/
() " (Drug Act, B.E. 2510)"
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(2011
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(Medicated premix)
(Medicated feed)
DLD (

(34

« Modern Drugs)

(Generic Drugs)

(New Drugs)

( ) Traditional/ Herbal Drugs)
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()

Thai-FDA ) .
2. GMP PIC/S GMP
. 2018
PIC/S GMP
PIC/S GMP .
PIC/S GMP
3.
1
"Nor yor 8/ Por yor 8" (
)I.
Submit an application
- Application form Nor yor 8/Por yor 8
- Labels/Packaging Inserts
Screening/Review
' '
Approve Reject

25. - 1
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2 GMP / GMP

Submit an application

¥

Screening/Preliminary Review

l

Scientific Review by Internal Reviewers

Approve Revise Reject

26. - 2

ThatrFDA

‘ Applicants -Dossier Submission ‘

\Comple‘reness r'eview‘ ‘ Screening/Preliminary Review ‘ 1/3 days

‘ Technical review ‘ Scientific Review by 120/160/220
TFDA/Experts/Subcommittee/Committee days

\ |
Part I Registration form Tor Yor 1 Part IT

- Packaging Component

- Package leaflet

- Free Sales Certificate

- Sample

- Document support safety
and efficlacv

Drug quality and analytical method
- Chemical Document

+ Add. Document/References

\
‘ Making decision by ThaiFDA ‘
[

Apsrove Re\iise Reject

27. - 3
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Master formula
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(
ASEAN Guideline for Stability Studies)

A 3
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FDA

(Department of Medical Science, MOPH)
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Hexoestrol
Chloramphenicaol
(

Nitrofurazone
Furazolidone
Dimetridazole
Ronidazole

} -agonists

Florfenicol
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