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Abstract

The objectives of this study were to compare and analyze the procedure of generic
drug registration in Thailand with the developed countries and propose the development of
such procedures. Documentary research was used in this study. The results showed that
the generic drug registration in Thailand was currently divided into two types, i.e., generic
drug and new generic drug. Both were mostly the same, but differ in minor details. The
comparative analysis of the procedure of generic drug registration in Thailand with the United
States of America and Singapore in terms of the overview of such procedures and the
documents required for submission (Part of Administrative data and Product information and
Part of Quality documents) was studied. The results showed that there were some
similarities and some differences which had been taken into consideration. The new
procedure of generic drug registration in various fields was proposed, i.e.,, 1) merging the
generic drug with new generic drug registration into one process 2) revision of related
operation, regulations and guidelines e.¢. definition of generic drugs, application/evaluation
routes, documentary requirements 3) development of assessment procedure for drug

registration applications 4) revision of application/ evaluation fees

Keywords: Applications for marketing authorization of medicinal products, Generic drugs,

New Generic Drugs
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For generics it is not applicable

Module 5

§IUIUNITANYINI9AGUN (Clinical Study Reports)

AT AN NARTN (Tabular Listing of Clinical Studies)

nsfinessAniua/Aauya (Bioavailability/Bioequivalence)

Lﬂﬂﬂﬁ‘iﬁﬂﬂﬁa (Literature References)

:ﬁm l@N&15 ANDA Filing Checklist (15)

-

o & i o af
s e

fe] o # il o as s
ATEUTUMTUTEILUAI IR TUNE L UBUR TS UENa1uG (Generic Drug Review Process) vad US

LT -i. -: E TF = L a
FDA ®aua FHI"IJEUH 3 Fundunaunsndun1sasiraauanuasuiIuTaLanatsAmyan Lt U

i a o w 8 1 - g |
Tungwane ngssilevuasmdninuniiieldss nasniudrvessgnasluysadiu 3 dldun n1s

Ussiiununiiuazyadainel (Chemistry and Microbiology Review) nisussuluaainuazienans

ffiuen (Labeling  Review) waznisussifiunanisfinwifiauya (Bioequivalence  Review)

-+ & o W i " s W
uaNIINUUY US FDA 1 Eh_]fﬁ R ﬁ]T'i S TUTIHYRINTEUTUANTHS ﬂlﬁﬂ‘[ﬁuu'lﬂ'.l‘ﬂ.ﬁlj'l'ﬁ "EE'I'L.E'F"I"]H'I-'I‘H ALATUM

g -|J a " - ] - W il
ABN1TNAASHEREN (Good Manufacturing Practices: GMP) mansussidiuaiveonaiilavatansi

iy Sutuniswdiiue gdudwatusaiandy waslisudunedouinduen Wudu
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- m . & a4 o LY : .
UM 3 nszurunsdssiiuAvatunsiusunnsuenaniny (Generic Drug Review Process) 184

S FDA
APPLICANT +
Gen erlc ANDA Refuse to
Drug -
Review BN
Process L

Requestfor Plant Lah;lll'ng
Inspection ] : Review

Bicequivalence
Review

Approvable
APPROVED Letter
ANDA

Bio Deficieno
Letter

Center for Drug Evaluation oc Kesearch 8
U.5. Food & Drug Admmistration

ﬁaﬂ Online Training Seminar: The FDA Process for Approving Generic Drugs. (14)

sepsaiI s eTunsiloueianiity (ANDA) Aa 15 eu
ArsssutisndmivAvatunailousnaniy (ANDA) Tutlsulszuu A.m.2016 Ao $ 76,030
wigUssum 2,661,050 um (1 USD Uszanm 35 uw)

2.2 dealud (17-18)

mhsnuiimihlumsinsandwetunadouiiveaniyluyssmadaludio nasfiy
Auanausangnaln (Premarketing  Division) dnanguanufirfuguandndusguam  (Health
Products Resulation Group: HPRG) ﬁdﬂﬂﬂ'}ﬂﬁﬂmﬁ’uﬁﬂmﬂWamfﬂ'ﬂmﬂuﬁw’lﬁ (Health Sciences
Authority: HSA) Useimedsnlus
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22,1 fisa “srgsiny”

ar . any = - ow s i a

gra1ly (generic  drues)  mauileanees HSA  wunede wdsdusieniiinuaaiuada
(essentially similar) Aundnfusirdradaitunadoundlulszmadnluithisnding) el
druvsenauiniluiend fty (active substances) wiloutunsluBanuamuazuiinn Iuuuuen
(pharmaceutical  form) iniioufuuazffrauyadu (bicequivalent) usnIMUUATIIAG AT

; pa— o o o W F il - wE o of i .
(essentially similar)i Y8504 HERNUFVUFULULEUATUUTENIUVIDBNgVISNU(conventional
: y = T T = %‘ o wr wr
immediate release oral dosage forms) WumNANAULYY sLlALASEILAUTATINRIL ALY
willaufiuniy |

E ; = s i i Lo LT LT l:l

viall nandudigraniyrsatulumuvaninueisai

- fijyuuus (pharmaceutical dosage form) doamnn1slien (route of administration)
doulunsldenldun dousld (indication) wuanasld (dosing regimen) wasngueUae (patient
group) Wilaunundniunsiodilulszivadaalys (Singapore reference product)

- fifrauya (bioequivalent) Mundnsiusirdnedilulsemedalus (Singapore reference
product)

ﬂ'ﬂ‘!}ﬂﬁﬂﬂﬂﬂuuﬁﬁumﬂﬁﬁm (Generic Drug Application: GDAJluUszinaAdaaluswuaiu 2
Uszianlsiun

GDA-1 vueiie nﬁﬂﬁfwﬁﬂﬂmﬂ’fgﬁtﬂumﬁummﬁﬂ (first strength)

GDA-2 vuneda nansueisrandyiiuanuusionn (subsequent strengths) Yo andnsinst
graiypuusausniitunsdouliuds viefitudveuuy GDA-1 udh visil denAndnsien waz

kS i i iy s L3 Lo -l‘-ld o :
FULUUEIIERBAVUBUNUNARANEENYNEUATTBLUY GDA-1 U
e
2.2.3 99IN9N1TEUAIUD

nstudvatunsidousnaiyuuaiy 2 demnemugeamanisusadivldun  Abrideed
evaluation route uay Verification evaluation route

(1) Abridged evaluation route ¥ifusdnssienaniyilésuoyiilitunsidouudalae
wihsnuiiuguasiogiaios 1 wis u Suiitudes

(2) Verification evaluation route T#funnfnsionantyildiunsussiiuwaroylilitu
nadouudilaombenuiiuguasdiedwesemadenlusoenaios 1 uwis dail

- Therapeutic Goods Administration (TGA) (eadin3ide)

- Health Canada (LAuA"1)

- US Food and Drug Administration (US FDA) (anigaiusn)

- European Medicines Agency (EMA) (annwglsu) 1ne35 Centralised Procedure®
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- UK Medicines and Healthcare Products Regulatory Agency (MHRA) (avs19974139ns)
1ae35 National Procedure w38 Mutual Recognition Procedure w38 Decentralised Procedure u
g1uy Reference Member State (RMS)*

uyananuy seadulunuioulusatl

- Hudmetunsivunely 2 Dudsnlifueyiinnmisnuiiuguasdieds

- wEnfuseniudesinuaminiisufundniusienfildvoyiRninmiseaudifuguas
§raBaynussmaitu gasdruusenau anuiindn fotmunnTguLazaBurUTTISULTN Wy

- nﬁmﬁwﬁ&uuﬁsﬁ'wnﬁwﬁu gayualy (indication) YUIANTT LY (dosing regimen) H.ﬁﬁﬂfju
#U7n (patient group) Wnagnifinnau Loyl gvssaiviovzasmsayginlaemizsnuiiiuguas
memananuUssininmuas/Mionulasndy Las

- winfueiulbildUoylRlitunsdsunmmisnuifuguasidrdslastemmaseiou
visauiinelddeulvdosnu vieTmsduinendeaiy

manswwe * ideldnsvasunsruaumstunsalouvessemaluannwelsulpeaguiidail

avnmglsdusenaumsan@ngiy 28 Yssme luavnmelsussuumssygeladmuneenlu
MBananil 2 YoaNHvANAB NMTBYYIRWULY “centralized authorization procedure” WATWUU

“naticnal authorization procedure”

ATIBYRALUL “centralized authorization procedure” Uitmendudvefivthenueums
annmylaU(European Medicine Agency: EMA) tumsaygalisdudmuneldluynussmaiii
aunBnuasnguannnglsy (single marketing authorization) Imeflanenssunisdodn “EMA’s
Committee for Medicinal products for Human Use (CHMP)” fiwriiiussifiudeatunsifoun
dwmiuuywd

- a B 5 L -d = d L] 1
AMTEYEIMLUY “national authorization procedure” USHVMEIEUATIENWUILITULIUBILR

- v ; by
azUszinagadunsaygalieiudmielalulssmaiusg

winudsneUssasdazveaygwiisniusmhefurareussmalunguanamelsylunsd
filiiden1seugIRuLL centralized authorization procedure  USEME18198UTEBYYIALUY
“mutual-recognition  procedure”  ynefsfildFuaygnlidunineluusemaniagldfunis
goufulismmielulssinaduqlunduanamglsude uonvmiuuisnerersdusesygyinuuy
“decentralized procedure” mnsfs saidaliasldiuayyialisimielulssvanguanaiwglsy

- - i ] il LY
Uitvenannsotuvesygniulssmanguanainglsusnnnd 1 Useialuaniediu]
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- a il & A s sy o o v i
nstufvetunziouiivaraiylulseivadrlusansadantuleviawuu ICH CTD w38

] i i - a § . o s
ACTD TﬂuLaﬂﬁﬁﬁ'ﬁﬂuﬁ’mummﬂu'trimmam‘mum'uamaﬂmqmqn’ﬁﬂismu sruazidaRILandluy

af
13719 8

5 ] - s E | = s
M157197 8 Terdmusenarsililunistudvetunzidousnaniity (GDA) vealsumeRalus

gﬂuuum‘iﬁu farfmunenaishde iy
Lan#s
ICH CTD ACTD Abridged GDA | Verification GDA
toyaviluuasdoyanfiniel | Module 1 |  Part| Yes Yes
(Administrative Documents
and Product Information)
ﬁﬂlﬂﬂﬂﬂ‘iﬁﬁﬂ{ﬂnmmﬂn Module 2 | Incorporat | SQOS + QOS SQOS + QOS
Technical Document) ed into (S: Sineapore (S: Singapore
Amsuarunasu(Overview Parts II, Il QO5: Quality QOS: Quality
and Summaries) o e I Overall Summary ) [ Overall Summary )
lena1sRuANMAM(Quality | Module 3 | Part Il Yes Yes
documents)
wnasmsanwiilileedin | Module 4 | Part i No No
(Non-clinical documents)
WnaINIANYIYINIAATN Module 5 Part IV | BE studies or Yes
Clinical documents biowaiver (same dataset as
justification may that submitted to
be inserted in this | RA)
section

fian Guidance on Medicinal Product Registration in Singapore (17)

i L : A i -ﬂl‘l = [ ar = o
dmiuienansililunisturvetunailoudriveraniylulssmadaalusamugunuuees ICH

CTD uay ASEAN CTD Hswazidunsanandlunisiai 9 uaz 10 auaau
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= = o o al o e ar
A13137 9 wnasiildlunistudivatunzsilvusdirfveradyludszinadealudauguuuuves

ICH CTD

LD

YanvuaLangns

Module 1

ﬁ'ﬂﬂﬁ'ﬂﬂ (Administrative Documentation)

d15Usy (Table of Contents)

AU (Introduction)

WuurAtee (Application Form)
- Company Particulars
- Applicant Particulars
- Application Details
- Product Information
- Manufacturer’s Particulars
- Batch Release Details

- Supporting Documents

aanLazianansninuen (Labeling and Package Insert/Patient Information Leaflet)
faminldhudelvg

‘LIﬂﬂ‘:jﬂ'ﬁtlHauﬁmﬁmﬁuﬁsmﬂﬂﬁﬁ‘]ﬁum (Summary of Product Characteristics/
Package Insert/Patient Information Leaﬂetﬂﬁﬁmmﬁuﬁ?

TeURanITUEiy (Assessment report) Y8aMitguRITUALARIE1BIUBIUTENA
danlUs (law1=GDA Verification)

A1BEUETFUUNTTEENATIUNTSHER (Description of batch numbering system)

VAN§IUN5BYEYM (Proof of Approval)ainusemesigg

vangmun1seyym (Proof of Approvallminmitenumiiuguasignaduesalssve
fealus (l@w1GDA Verification)

wiladauaudui (Authorisation Letters)

WiadD3UTE GMP (GMP certification)

WUULIITRUAENEURS (Patent declaration form)

[T T =l w (X sy J" ol
nsudstayaiieafunmsliiu inosuuasnisvzaanistunzileu (Declaration  on
rejection, withdrawal and deferral)

Y a i R - W oam oW L
wideiuserinuamuomdndusieiTunadouludrlufmilourundn dnsiilasy
pyiRIIMNBBUAAUgLaEI91dmNUsENS
WU4da5U59471 Drue Master File mﬂauﬁ’uﬁﬁﬂﬁuﬂ‘:ﬂaﬂuﬁﬁﬁUﬂuﬁﬂﬂﬁWQﬁq

anuenstunsiloululsanasngg

Module 2

undjUyatend1steyasumeaila (Common Technical Document Summaries)

a13UnysMY93 Modules 2, 3, 4 Wag 5

AN
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Wita

YN IMUALDNETS

unagunmsauauaunw (Quality Overall Summary) auuuuesuvasdnluiuay
AuwuuaiuAue (fil)

Module 3

toyaduRmn (Quality)

ansuty

o (Body of Data)

ngAuiaed1Aty (Drug Substance) (Active Pharmaceutical Ingredient)

fayavll (General Information)

AsHaR (Manufacture)

ANAUUR (Characterization)

N3AIUANAIETEAE (Control of Drug Substance)
ﬂ'l'imﬂ'iﬁ"luﬁﬂqﬁﬂ (Reference Standards or Materials)
JYUVUITYIUY (Container Closure System)
AUAIANTN (Stability)

nanAugie1 (Drug Product)

AruanURuazauUsznavvaandnsingiun (Description and Composition of the Drug
Product)

ASARLNERANNET (Pharmaceutical Development)

Asudn (Manufacture)

n“l'iﬂ'mﬂnﬁ'.tﬂ11‘ﬁk1ﬂ'ﬁﬂ‘fm1ﬂ1ﬁ'm (Control of Excipients)
mIATUANKERSinTiEndI3U (Control of Drug Product)

a17uM3g1uB1984 (Reference Standards or Materials)

UL (Container Closure System)

ATMAENTW (Stability)

meAxuIn (Appendices)

ﬁﬂyﬁﬂﬂi:mﬂﬁwumﬂmz (Regional Information/Requirements)

F78N1INTIVABUAMIU  Human Blood Product w%’aumﬂﬁﬁﬁﬁuauuﬁﬁwuﬂ
(Checklist for Human Blood Preduct with required supporting decuments)
stgntsasIsdasua sy TSE w%’anmﬂaﬁaﬂuaquﬁﬁwuﬁ (TSE Checklist with
required supporting documents)

wangiunnuauyavendndueien (Product  Interchangeability) 189 UATsAng
ﬁ'ﬂﬁuqﬁ (Bioeguivalence Study Reports)

Uuiinjunswan (Blank Production Batch Record)

SI8NT5LENAT5D1984 (List of Literature References)

Module 4

seeun1sAneduililiadin (Non-clinical Study Reports)

For generics it is not applicable
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o=

L] DATHUALENES

Module 5 | 5189 unsAnEIMeAdTn (Clinical Study Reports)

TETUMIANEA T NAYANans (Reports of Biopharmaceutic Studies)

Only final study report(s) of biopharmaceutic studies to establish bicequivalence
between commercial product formuation and clinical trial formulation used in
pivotal studies should be submitted, if applicable

ﬁm Guidance on Medicinal Product Registration in Singapore (17)

-] # al L i
A1913# 10 tenarsildlunstudrvetunsidvudrfusadigludszmadnludnugUnuuves
ASEAN CTD

LD YaNIUUALDNENS

Part 1 i’aqﬁﬁ'ﬂﬂ (Administrative Documentation)

wilou Module 1 AUy ICH CTD Tums i 7

Part 2 | YayafiuRmaIn (Quality)

ansuny

unagun s IituAnnIn (Quality Overall Summary) munuuwasuvasdalusuas
pruwuUladudug (i)

o (Body of Data)

IngAuAe1d@Any (Drug Substance) (Active Pharmaceutical Ingredient)

'ﬁ*ﬂigﬁﬁ"‘ﬂﬂ (General Information)

n1sHERN (Manufacture)

Auauln (Characterization)

nIATuANAILNEREY (Control of Drug Substance)
a15U935 148184 (Reference Standards or Materials)
58UVUTIYIUY (Container Closure System)
AN (Stability)

HERNUNEN (Drug Product)

Product Interchangeability (Bioequivalence Study Reports)
auauUiuazdiulsenauvendndneion (Description and Composition of the Drug
Product)

MINRIUINERANYET (Pharmaceutical Development)

Asuan (Manufacture)

msﬂ*mﬂuﬁﬂmmﬂﬁﬁﬁmﬁﬁm (Control of Excipients)
msmuAuadaiusierdiagy (Control of Drug Product)

ﬂ'l‘smws_g‘mﬁmﬁd (Reference Standards or Materials)




31

vate darvunianans

‘.iz‘t.l‘l.l‘l.l‘i'i'qﬁruﬁ (Container Closure System)

AuAIENTW (Stability)

wangruANANYaveNaniueien (Product Interchangeability) 5189UMIANY
Farauya (Bioequivalence Study Reports)

\onansenedafidfey (Key Literature References)

ﬁ'ﬂgﬂﬁ'ﬂuﬁmmwﬁﬂismaﬁﬂuuﬂmw‘m Country-specific Quality Requirernents

s1enInsIeasudmIu Human Blood Product w%’amaﬂm'ﬁﬁﬁuﬂquﬁﬁww
(Checklist for Human Blood Product with required supporting documents)
srumsaTivasudmiu TSE wiowmenarsatuayuiidmus (TSE Checklist with
required supporting documents)

UufinjunskEn (Blank Production Batch Record)

mAnuIn (Appendices)

Part 3 ﬁ'ﬁqﬁﬂﬁiﬁnﬂﬂﬁ‘lu‘mﬂﬁnﬁﬁn (Non-clinical Data)

For generics it is not applicable

Part 4 | s191un1sAnemiandiin (Clinical Study Reports)

T8 UM sANTAUTINdTAEns (Reports of Biopharmaceutic Studies)

Only final study report(s) of biopharmaceutic studies to establish bicequivalence
between commercial product formulation and clinical trial formulation used in
pivotal studies should be submitted, if applicable.

ﬂuj Guidance on Medicinal Product Registration in Singapore (17)

] ar W ¥ Y
[T L
L'

(1) Abridged evaluation route

lnaITiTMsTIRedulsEnaume

- nansiuauamatiuauysahiwesingiuieuasuinfusien

- IBnaImMsAnydiauyaniaienaisnivesniumfinentinauya

Vvl Arunwvenandusideamiloufundndusorildueyifnnmisnudtuguas,
UsemafioylilitunsJounnusemsiau grsduuseneu aandindn dofmumnnsgiuuazaive

vl "
U'ﬁiﬁi'u L3N l'ﬂu'ﬂﬂ

1w LTI | s, ey w a ol ol TR |
Eﬂﬂ'ﬁﬂ ABUNISRBIEUTILITUNANTITUTEIHUAUY Hll'l.l'ifullﬁﬁ LEAFATIEUUALUNINETY28UR N
i @ om | P [ 1] ol IIJ H ; ] L i il
“UjﬂﬂﬂuﬂﬂﬂUﬂWﬁﬂﬂﬂﬂ ATAVILaaN ATEaNLE EJ'F'II.LE'FNITHFI"ITIQ'IH 11 Y13l 57189 UNaNTUSEIUn 'EI*-ﬂJ-'IH

wr -J LT i i@
asUsuwanunnlvonruatuuassasliviuianlauansisus
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= a = = w =i 1 : : o
71715799 11 Yan wunendsnnastuausunsal Verification evaluation route JTWUNFHIY

wilsauiinuguas1eds

vuBuAIAY
QUANIDI9B4

o -_. L3 -d
Y01 THURLANATITVIADILUY

Health Canada
was MHRA

ay Y] o BF H [ B - E o
FIWIMUHANTUTEIURUUANYTUATUAMNAIN LazauadlinTiuminisusaidiy
Lﬂﬂm*sﬁ'un'mﬁ*mam:whaﬁﬂﬁzﬂau ﬂ"l‘iﬁU'l.ﬂﬂ‘?lEN"luﬁ‘lﬁ"l,lﬂuﬂLLﬂ:ﬂ’lﬂHU‘]n
VAR

ay a5 of o w o o e
TIIUNANISUTENLaS M enasTIINETRIAuUA S LA [ Asunyaavaasan
Ioisuaygaud (vni)

US FDA

5 i PR [ i oy o =
TguRanITUssiivatuany s uAua I karsuadingauviinisuseidiy
LBNATAINUAINBUITENINGUTENBUNSAUMIIB UM UUARAZATARYIN
Navua*

] = | -li -J | 53 [ -J ¥
IenuRanTUIzEiuuaz/MIsenasiiieltesfunisuiluasuuyamdnin
lasuaynuad (mandl)

EMA

enunamsUsadiuatuauysal Ussnaudie

- FwaumanTsUsEdiy o Fudl 80 Y94 Rapporteur Wz Co-Rapporteur

- SWMSAINNYBY CHMP o Sufl 120

- swaunansUsediu o Judl 150 vo Rapporteur

- T sUssAudRty o Fud 180

- MARUINLATIENASLLLDY "|‘I-'1: muA

- unaguaiure CHVP

- SerunansUszdiular/vMisonarsiieadestunisusluBsunamden
Iasuaygwuda (wani)

(CHMP= Committee for Medicinal Products for Hlélman Use)

TGA

- IenunantsUsniiuatuanysainuadinsanisnisussdivienarsdinny
Amsuszninusznounsiumisnuiiuguauasniauuinimue

- euramszivaduanysaidnueiiuaznisaruauaunn’ sranianns
UssidivienaisAiaiudneussningusznaunisdumenumfuguauas
AARUINTIMLA

- wnusanUssdiukas/Misenarsitisdesiunisudludsuuamdnn
lasuaygmud (mnd)

ﬁulﬁuidance on Medicinal Product Registration in Singapore (17)

o i ol L) e wr e 3 b P ]
El.li]ﬂl.ﬂﬂ “’Iﬂlﬂﬂ"l“"ﬁ"iﬂﬂﬂiﬂ .L‘HHU'WI.MEEIJJEUE]WuﬂﬂﬂqnﬂﬂﬁﬂﬂﬂUﬂ']TLﬂﬂiﬂ HSA 9891891UNaNS

Ussiivavvauysalld win HSA LildSusisaumanisussiiuatuanysainely 3 Wau mwatudes

waswu abrideed evaluation
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# winsemiilétu Drug Master File(OMF) Turmhsauifuguaswiausn gusznounis
FosdurenunanisUsaiiuatuauysaives DMF - sauismsUsziiuienansdinudmausendng
HUsENBUMST DMF fumhsruiifuguanazmaruIniavun wag/vislenarsiiizadesiunsuily
Waruwa: DMF wdsnnléFusygeuds (wind)

i | Y a e . »_w (C iew P :

nszvaumsUsediudvetunsdousiifuenaiy (Generic Drugs) luuszimadanlus fitunou
Fauandlugua 4 'Eﬂaﬂ%'uﬂaumim"ﬂﬁu'lwa-mmaﬂuﬁﬁﬁuauﬁﬂ'ﬂ.umiﬂiziﬂuﬁwﬁuwmﬁﬂuﬁﬁu
gadauanslugudl 5 Buandureuusnidunisasisasusruasutiuvenenatsf1ve (screening)
wiantumuesrgnddluuszifiushununim (Quality Peer Review) uazsinuadiin (Clinical Peer
Review) mansUsuiiiudveannilla 2 nsdie amnsniuldlneilideuly waghiannsaduldiiosn

| =l w o [ o s 8 - T o on T
wutaunwseafidrAy Faezudabidiudvensiu visd fiudveansveenidndiveniavimsuily/

FuanRuiy manshinsutugaineeniu wislifutunalvuudunnsad

ad o & o =1 o W st - &
sUfl a nszurunisuszdivArvetunsitieudrfuenanly (Generic Drugs) lTuuszimAdealys

Regulatory Process (GDA) Wasa

'l k]

Pre-submission | Qualty Poer
Consultation | B s T e Review

Regulatory
Oudeome

Clinical # " !
Peor [ Quality Peer Final Regulatory

A,
Rr_ﬂ,"hl.l.r RF— VIEW n[.‘i’.'.tEI'E-I'I

e s e e —

T T e SR

Gomregew el T e ity LEADING INMAATTVE AUTHOEITY protecting and advanding MATIOMNAL HLALTH and SAFETY .

iflillj Tan D. Slide presentation “Innovative Regulatory Review Practices for Better

Efficiencies - The Singapore Experience.” (18)



34

ol E ar ¥ o W mow o =i a
Uil 5 vuseunisandulaveamirsrudriuguasilunisuszifivdrvetunsifvusifuealy
UszinAdsalus

e

Regulatory Decision yusa

! Regulatory Outcome

Appm-,-ahlp__t subject Non-approvable due to
to conditions major deficiencies

Satisfactory

v, — e !

; 2
oppig LY TnumtummmmmmﬂmMMHuwgmmmﬁ.

flun ﬁm Tan D. Slide presentation “Innovative Regulatory Review Practices for Better
Efficiencies - The Singapore Experience.” (18)

TUADUMIATINADUANNATUAILYDIAYD (Application screening) a1 25 Juvinag
e iaf el @ = - - ws WA '
UUAALATUNITUAT YD TﬁawuﬁqHﬂm'swm*smﬂu;ﬂuuu'uaan*uwaﬁaqamnmu viaviadauaiu/l
SUATY8

d .t L] o) e u".- =1 . B . P 1‘:r L -J

LBIUATUBUAITIUN YuUmBUNTTUTEINY (Application evaluation) stugIa st URILG IR
i L = i ol ] B o ol aF Lo ] & LY i k4
SUAMTBIUDNIUNVUIENUAINULAIMIIFBRTIHANISR1TN dm3U GDA (Abrideed) vxldian

240 Tuvinns waz GDA (Verification) Taa 120 Suviinis

ad ] il d L] : ol L T & amil il e
dmivAssanlisuntudwetuneilousaniylulsemadnlud dsivavidoarouansly
ol
ATNN 12
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=i ] = - B F = ar
A15199 12 Arsssutisuntsbudrvetunaivusiandnlulsamaialug

A1 Fumau A Tsuiinu®
1 nsnsaloasy (screening) $ 550 (14,300 um)
Abrideed / Verification Dossier
2 n15Uszidlu (Evaluation)
2.1 | GDA Abrideed Dossier
GDA-1 $ 3,850 (100,100 uw)
GDA-2 $ 2,200 (57,200 umw)
2.2 | GDA Verification Dossier
GDA-1 $ 10,000 (260,000 U}
GDA-2 $ 5,000 (130,000 v W)
3 ?uaqrg"m (License)
3.1 | Yusn (the first year) laidiAnsssmiien
3.2 | Usinllusiasl (each subsequent year) $ 300 (7,800 um)

ﬁyj_ﬁuidance on Medicinal Product Registration in Singapore (17)
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M1 IH 13 Freduagllad

1) Huudnin “enanly” vedlve anigoining wardrlys danuuandniunaide Inoay
waenanfysenidu 2 Ussavie eranly wazenaniylnl Fauandnannanigeniini uasdeluid
fawenaiyyini defvsandevmuii fewvesanizouimiinuayiBunfinseunquitgalag
vuet wandusioRifodidy suuuuen Auuse Femmamsiion quamuasAuantRves
waRus Tanidoudld Weuwihdusdndneieduiuy wiendndusierdedmauil US FDA Uszna
davua faduiiemfviiouduiismeanityves IGDRP (International Generic Drug Regulators
Programme) uananuszdunaiuinieuvadvouasdwluiiinmuanguiiefuguuuuniien
waneeRInEIuLUUIEY endiafusiuauga Wusiy

2) ﬂﬁ:erﬁ'ﬁlau.ﬂ:'ai-aqmqﬂﬁi'iuﬁwaﬁumﬁuutﬂﬂ'anu'uaqau%'gam?mﬁuumﬁmﬁa
ANDA dwiudenlusutsdvaifiu 2 Ussiavde GDA-1 uaz GDA2 Taefimsbudrwouvaiu 2
FaamanIun1sUsEEiuAD Abrideed evaluation route wae Verification evaluation route daulwe
wuallu 2 Uszunnde enanlty wassnaniglvy

3) lenansidlunsiudvetunadousnanty wui nedaduysanaauidnondouldn
ACTD wuuidisn andgaiusniliany ICH CTD wuuidinn dudnluifadulszmeaudnendouiiaom
Sangunitlaelidenduléiaiuy ICH CTD was ACTD

4) nspusrEEnA MRS i avisawinldsserannniiaane 15 Wou dwlne
uazAanlUsliszuznalndidsetu Taelngldazesinan 155 Suvhnis dwelusldsvesnamsadesy
25 Juviinns uassreziiatusviiu 120 - 240 Awvinms

5) Assrudeunsdudvetunaiousaniy Wewisuiiinusewinlve ansseusm uas
aswluf wut Asssudienvesanizaninmgeigalaeludeuyssinm a.a2016 Ao $ 76,030 wie
Uszuiw 2,661,050 um ﬁﬁﬁﬁhLﬁBHiUﬁ’ﬁigﬂﬁﬁUﬂ#Lﬁﬂuﬁ’ﬁuHﬁﬂﬂﬂlﬂﬂlﬁﬂﬁqﬂﬁﬂj,ﬂﬂﬂ U d@u
denluasiinafvAssnudentutulsrandvouazdemnnistunsdeulnsifudisssudeumn
FumoumudnisnsIlodiu nrsusadiu wazAsTslisulvayywsed FansauAnsssuiieunn
Funu(eniursssuilonlueyynsed) Ao 71,500 - 274,300 vm  Asssudisalueygalay

7,800 um (eniullusnlufimsssudisuluayyn)

o
i

wan1siaTsiilisuiisuenansdeyaiilunasdoyavendndiuel (Administrative data
and Product information) #ldlumstiudestiunsifisusriueaniyveslnefuanigeniniuay

any, -l = wr ol
darlUsiswasidunnauanslunisnan 14
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nensed 18 Praduagdlidn wenarsildlunisiudvetunsileuiiusantyludiuves
mﬂﬂﬁ‘ﬁﬂgﬁﬁ;ﬂﬂuﬁﬁ'ﬁwaﬂﬂanﬁﬂﬁwﬁ (Administrative data and Product information) waalve
anigouimuardsaluiiiueduiindiony uasudnuandeiudstuiudormunmunguneves
uwiazUsEnA (country specific) @nindteiufe wnasdiuiazysznoufenvudvetunslou
foyadurue aanuazienansiduen udu  drwiuansefuiiddgliun waanigouidnuas
fwnlusgudvedawuantoyaieaiuansinssuaznsynundeya (Patent and exclusivity) dau
Inglifiderwuadinam

vonuntiy andgousnimualidesiudoninuuanidninnssnada (Statement of right of
references) 984 Drug Master File N3 1evinansEvusaduIndey (Environmental Analysis) G
nelifidorvundanatn dudsalusaziiuferfuienasudngiuniseyyinainusemanng Wy
nsd GDA Verification :;;*EfuFTWﬂﬁmﬁmﬂﬁ’ngwm‘sﬂqmﬂm (Proof of Approval) WaLinEITUHANTT
Uszdlu (Assessment report) Uaviaanuitiuguasds sauvisdayaifisatunslisy inoou
waznsrEaenstunzidoy (Declaration on rejection, withdrawal and deferral) Wudu Sasune
ansdandudrninanlssnassiitofivualidanmidsusamseygialiimitsenlulszine
{n@n (Certificate of Free Sales) uriagnalsfinu Jagoulnedilifivomanistunadousraiyuuy

GDA Verification Saluisivorimunlvdssisaunanisussdiu (Assessment report) 193 unIiy

ﬁ,]uﬁmi'hqﬁq

o ' =i i i ar - e o
HANTITIATIEVIIUSBUMBUIBNATTUBYaAUAMAIN (Quality documents) Aldlunistudive

l#l amd LT L T L L ] o i b l’. LF ¥
Funziouiiveraniyvedveduanigausnuasirluiisvanduniiwandlumei 15 agulai

1) tenanstayadrunninw (Quality documents) A#lunsiudvetunsiiousirfuenaniiy
voalneldnu ACTD ansgouidnilénnu ICH CTD Aswlufidenduldiauuu ACTD wia ICH CTD wiail
ACTD uay ICH CTD fimsdadeaenarsilimiloutu uimnfisrsandedmusiiduidendnay
wiloufusnuide s6 sruvussytusivesingiufend dnds ICH CTD 1 ud ACTD Lifivhdodl

2) ACTD uae ICH CTD fimsdndoaenarsiibivileusu namfie ACTD ate unasulngsin
guRmMAN (Quality Overall Summary) war P9 wdngrumuauyavedndniueien (Product
Interchangeability Equivalence Evidence) axaq’lu Part 2 ﬁaqﬁﬁ”ﬂmmmw (Quality documents)
dm3U ICH CTD %t unagUlausiusurun uazunajuduadin szaglu Module 2 unasuyn
wnanstoyaimumatia duiidenisAnuniseansua/diauya (Bioavailability/Bioequivalence)

aglu Module 5 s18amumsAnemediin (Clinical Study Reports)
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Fotu ausiulddia ICH CTD wae ACTD  fifafwusliudeyandngumuauyaves
nAnAnueien (Product  Interchangeability — Equivalence  Evidence) w3s n1sfinundaauya
(Bioequivalence study) vandnfmsiuaniywisuisuiunaniusiewvuuuuviondniueie
21984 prelsiny wdninmeiis s wansussaniyUssavlatsidasusseunansine

Franyavealve anigewin wasinluissuansineiudat

L] ] L] -:d -d | 1
- Usewdlve fvuadienandiyiifesdulenarsssnunanisdinuidauya laun en AZT
" . L — " i =i L s sl
(Zidovudine) anAuAUAZNIRY 81 sustained release uazEBUgmRUTEAAUAMEWAT dunsdin
Bt 1 =3 it J o = t : : =l
Wuenaniylwiynudadusidesduenarsvangiuanuauyavewdniueien vl msAnwidauya
=l -y oy ar -
wazmsvegnyiuntsAnedauyaliufuFnulsznmad ninuAMENIINN1TEMITUAEEILTEY ASEAN
Guidelines for the Conduct of Bicavailability and Bicequivalence Studies uarfiflon1sAnwn
=l - = - oW wi s i ar
U sEANDHALATTIANYATVDNERNUNGT BITUN 6 AUUIAN 2552 wazszileudinaunnensTNNg
pskare1indasnrseniumsAnerauyaluaywddmivadadusiorjuuuureudavis

ulseynuianuaausui w.a.2550 avtuil 15 Raay 2550

- andgansm funheadiysdniusideiduionasndnguauauyatemaniuie,
wail nasAinwdtauyanazmsvesniunisdnwianyaliujidioon  Guidance  #u
Biopharmaceutics 11U Bioavailability and Bioequivalence Studies for Orally Administered Drug
Products- General Considerations (Revised) (2003) uay Waiver of In Vivo Bioavailability and
Bioequivalence Studies for Immediate Release Solid Oral Dosage Form Based on a

Biopharmaceutics Classification System (2000) Juuy

- Awlld Avunisdedusioaiyemegiduy srfidesiemaludumddeglugiuuy
ypaudasiinduusevu [Prescription Only Medicines (POM) in oral solid dosage forms] fpabu
TuURan1sAnwiauya (Bioequivalence study Report) yiail mafinwnEiauyauaznisvesniiu
msAinwdiauyaliujuiAnu Guidance on Medicinal Product Registration in  Singapore
Appendix 12 Product Interchangeability and Biowaiver Request for Chemical Generic Drug
Applications

3) anigouini uardwluiidodmuniininowsususasusuvadmivienansdoyanu
AN NETIAD avigouiniwualiduenarstufinjunisndn (Executed Batch Records) uay
m‘iﬁﬂﬂﬁﬂummgﬁﬁmwﬁﬁ (Methods Validation Package) (Required for Non-USP drugs )
asnlusmualiduenanssensasvasudmiu TSE wiauonarsatuayuiinmun (TSE Checklist

with required supporting documents) sy
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