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What’s the RA?
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se6fufi 1 : Regulatory Compliance
se6ufi 2 : Regulatory Strategy
se61Ui 3 : Regulatory Management System

s=6ufi 4 : Regulatory Intelligence
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Update sins181 n.71.2561-62

1. USP39 (2016) uazatiuiisuis ( The United States Pharmacopoeia, Thirty-
Ninth Revision, and The National Formulary, Thirty-Fourth Edition and
Supplements)

2.BP2016 Volume 1-5 and Addenda (British Pharmacopoeia )

3. Ph. Eur. 8 (2016) and Supplements (European Pharmacopoeia)

4.1P_5 and Supplements (International Pharmacopoeia)

5. BP2016 Veterinary ( British Pharmacopoeia )

6. Thai Pharmacopoeia ll, Volume |, Part 1 and Supplements
: IRNNlABN 32N TIE151TUE

7.Thai Herbal Pharmacopoeia, Volume |, Il, lll, IV and Supplements

8. Thai Herbal Pharmacopoeia 2017 and Supplements)
9. JP17 (The Seventeenth Edition of The Japanese Pharmacopoeia and

Supplements) : 1fixan UsznAnsznsasTsHEa 30 sEysTen (aUuil 2) 2562
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5.Thai Herbal Pharmacopoeia, Volume |, 11, lll, IV and Supplements :
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6.Thai Herbal Pharmacopoeia 2017 and Supplements)
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Update sins1a1 n.71.2561-62

32U
N.A.2556

SEYAITIVY W.A. 2561
WAz W.A. 2562

The United States Pharmacopoeia (USP) ** | USP34-NF29 (2011) | USP39-NF34 (2016) USP-NF online

The British Pharmacopoeia (BP) BP 2011 BP 2016 BP 2022
The European Pharmacopoeia (Ph. Eur.) 7™ edition (2011) 8™ edition (2014) 11" edition (July 2022)
Thai Herbal Pharmacopoeia (THP) THP wdwfi 1-3 THP 2017 ua:z THP 2021

THP it 1-4

International Pharmacopoeia (IP) 4™ edition (2006) 5% edition (2015) 10™ edition (2020)
Thai Pharmacopoeia (TP) vt 2 @it 1 vyl 2 duil 1 TP and Suppl. (2020)
Japanese Pharmacopoeia (JP) - 17" edition 2016 18™ edition (Jun 2021)
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» New Drugs

» New Generic Drugs

» Generic Drugs

» New Biological Products

» Conventional Biological Products

» Biosimilars
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1. | Tablet/ Capsule 50,000 Tablets/ Capsules 500 Tablets/ Capsules
2! Powder 50,000 Gram 500 Gram
3 Solution 50,000 ml. 400 ml. or 24 bottle
4, Semisolid 50,000 Gram 400 Gram or 24 tube
5. | Sterile (Solution) 50,000 ml. (Pack size > 10 ml) | 24 bottle

5,000 ml. (Pack size < 10 ml)
6. | Sterile ( Powder ) 5,000 Gram 24 tube / bottle
7. | Suppositories 5,000 bar 48 bar
8. | Inhalation 50,000 ml. 48 tube / bottle
9. Plaster 50,000 Piece 200 Piece
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Pilot batch limit

20uderhin Tsiiownd1 1/10 2as Production Scale w3alsiviandt 100,000 Unit Fuduuisnalasinnda
Judaznu
2. | zoanm 10% a9 Production Scale wia 20 L fudinSannlamnni
3. | a3 Tadu 19a 10% #as Production Scale w3a 100 Kg. fudusaulaninni
4. | utivudstionms 10% #as Production Scale w38 25,000 wizs (Aausazansuss) sududisnnlasnndia
5. | sUuuudun liiaendn 1/10 2as Production Scale wiglsisioenin 100,000 Unit #ududisnmlasinnia
ASEAN Common Technical Dossier Common Technical Document (CTD) Triangle

(ACTD) Triangle CTD Triangle

Modulel : Regional
Administration
Information

DOSSIER FORMAT-ACTD

Module?2 :
CTD Summaries

7 ——
Non-clinical
summary
The CTD triangle. The Common Tec
reglon specificand modules 2, 3,4 and 5 are b

12



Phase |
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freeeee

> Phase |l

Clinical Trials I ——————

> Phase ||

Whether treatment is
effective in patients

Over longer periods
over many
different countries

Often against other

possible existing
treatments

Ten to fifteen years later

ACTD vs ACTR: ASEAN Common Technical Document 31910 Requirement

ACTR ACTD
il 4 + 1 Guidelines fio gUuvuienamdmiunieuenansiuiuneduuslu ASEAN
1. BA/BE studies 1. ASEAN variation fi4dwn anynzduyszney
2. Process validation | guideline (AVG) I. Administrative ‘i'aqaﬁ."llmmmuae product, 881N Uas package insert
data & product | Tuaygyw Tufusasinng
3. Stability studies
Information
4. Analytical validation Drug substrate & Drug product
s ” Drug development, Stability
Witmonastu Wndstumadou II. Quality = T
. NTHEA, FAIA13Y, QAVQC, Assay, Specification
oy (Pre- for uflvareq document
Product interchangeability
Approval) (Post-Approval)
(in vitro dissolution/ release studies)
lll. Nonclnical/ .
“dnwiludwi  Pd, PK, Toxicology
Safety document
N.Clnicall | *Anwiluau  Pd, PK, Efficacy & Safety study
Efficacy Product interchangeability (BE/BA studies)
document

06/03/66

13



1. voaygAudn or tnfw1@aain (0.8 / u.L. 8)

General determination

1. dvfuduehilnovisli

2. APl flanels

3, fimnmusaiilvg

a. v doululvov3al

1. woaygakda or tiden
GEEL

2. fudwafumalousnium (6.1 uas v.0.1) wariiuenmsa ACTD

V.
I I . L. Product interchangeability/
AdminData Quality Nonclinical Clinical equivalence evidence
fiod 4 f i 1 f 1
— Generic v v (
L S € J L 3 ) @ —

ad
M& New Generic \/

R
J
-
7
-

A

it
— New Drug

npdorues | Mveyywdaainiedewndagiy

One Stop Service Center
(audvimsndnstgun

d o a 4 5w
2. BUARAUYSIUENANSUN

ey mwdniiede st
Wiuaygmdinahd et

ne.land 8.1

] & ") o
{WALasa) dingr driinny
ANATSUMNSEINSAEN

Lanansdauit 1 meuii A uaznauil B
At 1 dayamliuasdayavesrdninsion
(PART |: Administrative data and product information)

Aaufi A : #in (SECTION A : Introduction)

V5 55 SRR . TS 2 2o x o dak P

w1

enansdauliduteyainiduardeyaniindusiufdlsusrnsudseiunnlsuiiue iy

y 3y
HARMONIZATION 284nfmiinaefi

n§uET () ANTIBACTERIALBANTIFUNGAL () HORMONES CONTRACEPTIVES
{ ) VITAMINS, ELECTROLYTESSMINERALS ( ) ANTACID
( JANALGESIC& ANTIPYRETICS, NSAID & STEROID
( JANTIHISTAMINES, COUGHS& COLD REMEDIES, DECONGESTANTS
( ) CVS DRUGS. ANTIDIABETICS, TRANQUILIZERS, ANTIDEPRESSANTS

() Otner (

@aufi B : A1siity (SECTION B : Table of Contents)

spmnensis wih

. enmstntimadumeandty unsisnssirdedeyasuuensnsinfun
(KUY ANLAR)

2. wurefniufindeyansdousirfuen

3 wune

& wuma

5 peefsefondniund R uszaunsenfidmeu

(emzenda uedgs uszenily)

6. widBefured ( Centfications )
nsienedaiestiunsy
6.1 duntueynandarundagiu
62 duumifefuses GMP
neienink
61 dunlueugnmindedienuniaeiudrunlumennndns
- . 2

62 vilfeRuseamsdmn
63 diifefuser ovp (nedflifitue2)

06/03/66

14



sumnensns wiih

7. 287N (Labeling )
7.1 smmmauIAUg
7.2 spndawfumsseeen (i)

P 2.

i e ( Product )

8.1 Package insert ; Pl

8.2 Summary of Product Characteristics W38 Product Data Sheet ; SPC
8.3 Patient Information Leafiet : PIL
nsdfliienmeinfusmautszmansznsae
ensnsinfugndmiunissseen (§nd)

9. Avesunnand wiefwies Funzfeuinfuen (wunes e
wwuuss)
10. Frusesiusnnedunziiou (Appiicant D )

101 Anfusestfudnedmndeuifuenanty
102 Anfuseadenlomsdums Sonudafunn ( neflenPdaming Eemlulsonenunar

SOUNEILNR)

103 AnfusesdeulamehmzSeusfuenifentsdoen (wu o)

10.4 wivReudsdound (nsififideund inseiufeenfénning
futlezina)

105 wikvRefasieszuiniszmag s wle Invoice e Proforma Invoice wle Letter
of Credit ( nstideeen )

10.6 Anfusesfenlameduns Seudnfusafenissonen (nedd i)

10.7 wikRoneut: Tl

P 4 =

noufl ¢ : wena fnduenlud V‘ faly ".‘ Sadueio
(SECTION C: L q for

WU ¥NEAR

w1

T i O T btk .

A m&lu"lﬂﬁaquﬂ:i’mﬂuu'\mﬁ'n; esan
{1 gnmﬁwﬁ’ummﬂtgﬁ'{w:nﬁuuium:mnlwu fe
; aamndend Toelifideyialflve
ddesdpifluenlusitlszian NEW INDICATION
[ 1 {uVITAMINS AND MINERALS #ilsifinentivsiuazdevistilus
@] Eu\i’qieﬁem’mnaqmuqumd'\mﬁi‘mﬂuu’\mﬁ':u
17 fup
2. feanmuuienansinduen SienmennsdaeBenn wih safuuuviy o AR
Eelnuanduamsrsimumnsiisuunn
3. faenmnsdredeldun
31 wnmsdrdedi 1 Ao
32 wnmsrededi 2 Ae
33 wnmsdredef 3 Ae

SUL MU AR
wih 2

] N sinfueuuL Package Insert
Ed Taisi ol wrinAuE s- A/ wiwsaenansdsda

1. Pharmmacodynamics/

Pnarmacokinetics

2. ingication

3. Recommended Dose

4. Mode of Administration

06/03/66

15



1. | Unit Carton
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