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1288896 : Dutasteride 500 mcg + Tamsulosin hydrochloride 400 mcg capsule, hard
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12 sy luusasuaugausenoumesae Dutasteride 500 meg. wag Tamsulosin
hydrochloride 400 mcg. dmsuiuuseniu
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1.5. MsvadeuRmaNTAvaly
1.5.1. AruauUAves Hard Capsule fimsuaniua/mMinsianwslull

¥ Test Acceptance criteria
Identification Complied to Registered finished product
specification
2. | Assay Complied to Registered finished product
specification
3. | Uniformity Complied to Registered finished product
specification
4. | Dissolution by HPLC Complied to Registered finished product
specification

1.5.2. AnauAued Active Pharmaceutical ingredient in1suanssa/n3nsia fseluil
1.5.2.1 Dutasteride

£

U9 Test Acceptance criteria

Description/Appearance Complied to Active pharmaceutical ingredient

register specification

2. | Identification by IR Complied to Active pharmaceutical ingredient

register specification

3. | Assay Complied to Active pharmaceutical ingredient
register specification

4 | Drug related impurities by HPLC | Complied to Active pharmaceutical ingredient

register specification
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99 Test Acceptance criteria
5 | Total Impurities by HPLC Complied to Active pharmaceutical ingredient
register specification
6 | Residual Solvent Content by GC | Complied to Active pharmaceutical ingredient
register specification
7 | Water content Complied to Active pharmaceutical ingredient
register specification
8 | Specific optical Complied to Active pharmaceutical ingredient
rotation(degrees) register specification
1.5.2.2 Tamsulosin
9o Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
register specification
2. | Identification Complied to Active pharmaceutical ingredient
register specification
3. | Assay Complied to Active pharmaceutical ingredient
register specification
4 | Chloride test Complied to Active pharmaceutical ingredient
(Ph.Eur 2.3.1) register specification
5 | Water content/Loss of drying Complied to Active pharmaceutical ingredient
(%) register specification
6 | Sulfated ash/Residual on Complied to Active pharmaceutical ingredient
ignition (%) register specification
(Ph.Eur 2.2.14)
7 | Residual solvents contents by
Gas Chromatography (%) Complied to Active pharmaceutical ingredient
Methanol register specification )
8 | Drug-related impurities content
by HPLC (%) Complied to Active pharmaceutical ingredient
Largest unspecified impurity register specification
Total impurities
9 | Enantiomeric Purity content by | Complied to Active pharmaceutical ingredient
HPLC (%) register specification
Ph.Eur.Imp.G (Y#038)
10 | Particle size of tamsulosin Complied to Active pharmaceutical ingredient
hydrochloride by Laser register specification
Diffraction (pm)
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ulunu finished product specification wag Specification of

. H & - :‘ 1 3 = L7 o @ Y] - o -r; 1
Active pharmaceutical ingredient (APl) #i9198sannindasniuatuifeaiu dalnaanedeuse
AINNUANZNTTNNMTOMITUAZY) NTENTNABITUEY

2.1 Finished product specification

99 | Specification of o Acceptance criteria
firihed brodiet Acceptance criteria
USP In house
1 | Identification
HPLC : Dutasteride The retention time The retention time meet the
corresponds to standard requirement of finished product
........ solution | specification
HPLC Tamsulosin The retention time The retention time meet the
corresponds to standard requirement of finished product
solution specification
2 | Assay Dutasteride 90.0%-110.0% Dutasteride 95%-105%
Tamsulosin 90.0%-110.0% Tamsulosin 95%-105%
3 | Dissolution
3.1 | -Dutasteride NLT 80% (Q) at 45 Min of the Q = 80% at 60 Min
labeled amount dutasteride is Or Q= 80% at 45 Min
dissolved Or Q=80% at 40 min
3.2 | -Tamsulosin
Acid stage at 2 h NMT 10% NMT 10%
Buffer stage at 3 h 45-65% 40-70%
N A | S (At 2.5 hr range 35-65%)
Buffer stage at 7 h NLT 80% NLT 80 %
(At 6 hr: Q=80%)

Dutasteride + Tamsulosin {ugweszwin Tamsulosin UsTqlugUUUY soft gelatin vunlfludinuavgaudenislen

Dutasteride pellet #uifu aamﬂumasﬂmmumm Lilgmsuanduduidods

“.’T'J“ﬂﬂ‘l’l 4uay 5 mﬁ‘lums NAABULUULENIU VI intermediate site (@l‘i’)’i]LLUULLEJﬂ?JUﬂ) Lmu'u

4 | Uniformity of dosage | Meet the requirements of both | - Dutasteride : complied with
units dutasteride and tamsulosin soft gelatin standart
-Tamsulosin : complied to the
pellet standard
5 | Related substances
o &
N3t M5IANE Released spec NTRITUN
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4@ | Specification of WY W Acceptance criteria

finished product

USP In house
Dutasteride
-Any Unspecified NMT 1.0% NMT 1.0%
Impurity
-Total impurities NMT 1.5% NMT 1.5%
T losi
-any unspecified NMT 1.0% NMT 1.0%
il it A s VRN N
-Total degradation NMT 1.0% NMT 1.5%
products

2.2 Specification of Active pharmaceutical ingredient (API)

2.2.1 Dutasteride

Acceptance Acceptance criteria
- Specification of L Acceptance criteria
U9 criteria
API
USP Ph.Eur In house
1 | Identification
A.IR absorption complied to complied to Concordant with the
standard standard spectrum of
dutasteride reference
material.
B. HPLC The retention time
corresponds to
standard
C: Specific Optical Correspond to the Correspond to the
Rotation optical rotation test | optical rotation test
2 | Assay by HPLC (on 97.0%-102.0% 97.0%-102.0% 97.0%-102.0%
dried basis)
3 | Sulfated NMT 0.1 NMT 0.1% NMT 0.1%
ash/Residue on
ignition
4 | Drug related
impurities
4.1. | Procedure 1 or

method A
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& Specification of Acce:pta.nce Acceptance criteria (PP i
9 A criteria
USP Ph.Eur In house
Dutasteride acid NMT 0.2% NMT 0.2% NMT 0.2%
(impurity A)
Dutasteride NMT 0.2% NMT 0.15% NMT 0.2%
dimethylamide
(impurity B)
Dutasteride methyl NMT 0.15%
ester
Dutasteride ethyl NMT 0.2% NMT 0.2% NMT 0.2%
ester (impurity C)
Dutasteride 17QL-5- NMT 0.2% NMT 0.2%
ene
nsdl in house 81989
Ph.Eur lnsaavdeil
Dutasteride 170l- NMT 0.3% NMT 0.3% NMT 0.3%
epimer (impurity E)
Chlorodutasteride NMT 0.4% NMT 0.4% NMT 0.4%
(impurity F)
Dutasteride 5-ene NMT 0.3% NMT 0.3% NMT 0.3%
(impurity G)
Any unspecified NMT 0.1% NMT 0.1% NMT 0.1%
impurity
4.2 | .Procedure 2 or
method B
Dihydrodutasteride NMT 0.15 %
Dutasteride Ol- NMT 0.3% NMT 0.3 % NMT 0.3 %
dimer (impurity H)
Dutasteride B- NMT 0.5% NMT 0.5% NMT 0.5%
dimer (impurity 1)
Any unspecified NMT 0.1% NMT 0.1% NMT 0.1%
impurity
Total impurities NMT 2.0% NMT 1.5 NMT 2.0%
5 | Residual Solvent
Acetonitrile NMT 0.3% Complied to AP
Ethyl acetate NMT 0.2% specification
Dioxane NMT 0.1%
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& Specification of Ac:::::::;ce Acceptance criteria Ll S
API
USP Ph.Eur In house
n-Heptane NMT 0.5%
Pyridine NMT 0.2%
Toluene NMT 0.2%
6 | Water content
anhydrous form NMT 0.50% NMT 0.2% NMT 0.2%
For the hydrate NMT 2.0% NMT 2.0%
form (Method |,
Method la)
7 | Specific Optical
Rotation
anhydrous form +330°-+39.0° +33,0°-+39.0°
For the hydrate +15.0° to +25.0° +15.0° to +25.0°
form
8 [ Risk assessment Complied to the Complied to the
elemental standard standard
impurities (general
chapter)
2.2.2 Tamsulosin
Acceptance Acceptance Acceptance criteria
48 | Specification of API criteria criteria
USP Ph.Eur 11 In house
1 | Identification
1.1 | Identification allied
on USP
AR corresponds to corresponds to the Standard
the Standard _
I Btestof cﬁlorici—e_ corre.sm;:)onds to | f:_ofresponds to tP;e I”Stancgrd_
............... the Standard _ o
C.HPLC corresponds to corresponds to the Standard
the Standard
1.2 | |dendification allied Carry out either tests A, C, D
on Ph.Eur. or tests A, B, D.
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Acceptance Acceptance Acceptance criteria
98 | Specification of API criteria criteria
USP Ph.Eur 11 In house
A.R (Ph.Eur) corresponds to | corresponds to the Standard
the Standard
B. Specific optical corresponds to | corresponds to the Standard
rotation (Ph.Eur) the Standard
C.Enantiomeric corresponds to Allied on test
purity (Ph.Eur) the Standard _
D test of chloride corresponds to | corresponds to the Standard
the Standard
2 | Assay (on dried 98.0%-102.0% 98.5 - 101.0% 98.0%-102%
basis)
3 | Water Content/Loss NMT 0.5% NMT 0.5% NMT 0.5%
of Drying (%)
4 | Sulfated NMT 0.1% NMT 0.1% NMT 0.1%
ash/Residual on
ignition
5 | Residual solvents Complied to the | Complied to the API standard
contents API standard
6 | Drug-related
lllll impurities content
unspecified NMT 0.1% NMT 0.1% NMT 0.1%
impurity | o
Total impurities NMT 0.2% NMT 0.2% NMT 0.2%
7 | Enantiomeric Purity NMT 0.3% NMT 0.1% NMT 0.1%
of the S- (impurity G)
enantiomer
8 | Risk assessment Complied to the API standard
NUBLNE NMT = not more than

* 9i19/0 Dissolution uag Uniformity of dosage units TuuuenaIsuanisIuazLdun
nansasaTiaet mnilfudineasdeaidusinanliluly CoA
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3. NM5UTLEUAIUILENGNINAD31A" (Price Performance)
S18ALLBUARIULENATT 1589 NM5USEITUANUSEANSANABI1AT (Price Performance)

4. wnasin g lunisnansan

nasAlglunisiiasanauameliisssdrduienansnisuseynuneiavenans

¥
Anudndu Aasialudl

1)

2)

6)

1.a%e

dunenaismiuen Meilng uag/mMIenwsangy
vunenn: lunsdfldeduuuuagdesiionarsuansdousldvesenititunsivses

PMNENNNUAENTINNTOMISUALET Tuanaingrfuiideusld demsseds Feviuld
Wisuwihdugdunuulurueelslumstnwnindy wasiinsseydemnuioumsidenls
luenansrinduen
AUNDNATUARIYBAUVURAINVBINITULUTTY (WHIEUALNEDIEN) puitlatunedouly
dnurmvetunsifeuiiuen (Wuu n.o.1 v3e 8.1) asuyand nisusivavidennn
anvazianizyasduiagunadefimunnInggIuYesisn1sitAs1eien (Finished Product
Specification and Analytical Procedures) fituneifeuly Tnsdosdradaiueniiusenia
NSENSNASISUUSUTEMSaImINIsENA

wuwg: nsdifegsznitvadsunlauilyisinseiwasdedmuauinsg il
aonndanusTeTiusmasusevIeinenagaredinuANLATINNTEIMTUAYEN
Wunudiudweudluwasuulassenislunadouiuen (Wuu ne. 9) 3e dundve
uiluAsuuiassenslungdoushuen (wu o.5) mmdauiushe
Aunluddynistunsdoumiue (WU ne.2 vie ve.3 ¥ ve.d vie 1.2 udusinsdl)

41156 wERluUsEMAlnY (ne.2)

4.1.2.nsdiemihdiiemuisussglulsemedlng (ne.3)

4.1.3 nsdifemiudnennsnssema (ve.q)

wwine: nsdliinnsiasuuUaudluiueugnuaranuiingn Wuuvdiudwaudly
WaswwassemshumezBousiue wu ne. 9) wis duundvsudlufsuuwlassenis
Tunsideusisunifefudiuoygynuazanuiings (wuu 8.4)
duimiadofusennsgIunisuang mundnLnaeiisnisfialunisuanen (Good
Manufacturing Practices (GMP) lumaaiiigadasfivenfiiaue (atvaiganiusouns
asnaeulnedieglutisainisiuses) lagsasUsenaume
5.1. ﬁﬂLu’mﬁ'ﬁa%’Usaammigwm‘swé‘mmmwé’nLnr:ue’ﬁ%'nﬁﬁﬁ'lunwmﬁmi'mqﬁuﬁhm

dAty (Certificate of GMP Active Pharmaceutical Ingredient (API))
52, dumiidesusemnsgunisHanemumdninasiisnnsalunsranndndusien

#1593V (Certificate of GMP Finished Product)
wnsgruvestenmuanuniningiudied1dsy (Active Pharmaceutical Ingredient
Specification) uaznansiasiendniagy (Finished Product Specification)
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6.1. dununnsguingaud.end1Any (Active Pharmaceutical Ingredient Specification)
waru1nsgrundndueiend1iiagu (Finished Product Specification) Ingseysi131en
(Pharmacopoeia) Mi#BamsAlaneilasinasgruetdesdeadulumudorimua
LLasmm3§'1waqn'1ﬁms'|zﬂuﬁw1ﬂﬂlﬂﬁﬂiwamﬁq AINUTENANTENTNANTITUEY
504 spysien

6.2. d11u1 drug monograph saamzaﬁ'amﬁ’nﬁ'cy (Active Pharmaceutical Ingredient) uag
wanAntedusegy (Finished Product)

6.3. nsdNTngAud181d1/gy (Active Phamaceutical Ingredient Specification) 13 ®
wansiusiedn3agu (Finished Product Specification) liusinglushanen (Nun-official
pharmacopoeia) fawuanadnguieniinasgpiuvesnmsiiaseifulumudenisde
losieluil

6.3.1.ﬂq’faﬁwuﬂu,asmmignwmmﬁmw314“1149?’1'5'1&1’1%%3mﬁﬁtﬂuam%ﬂmm The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) VR

6.3.2 fomunuaranasguYeNITIATIZVEHAR (In-house process) figeandeaiu
ICH Guidelines %38

6.3.3 Soimuauazanasguiilivesmsiienginfmualilushsne dmele dsen
wils pUsERANSENTIENsN SR (89 SEYITIEN ﬁww%’ugﬂunumﬂgu‘]
(General requirement for dosage form)

nurIng: Yon1nuanuAInIngAue1d1A) (Active Pharmaceutical Ingredient

Specification) wagnannsie1dusagy (Finished Product Specification) $#B9819841n6137

Feafunazatuieatu sniuwdnsdifidhnoddedmuauaranasgureanisiiaey

g ingiusenddy vie nbndusieduiagy

7) dumilsdesusasamsilaseyt (Certificate of Analysis (CoA)) Inssalsznausie

7.1, dwmlsdedusemamsiiaseingausiendrdy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Tngdasusenauniy

7.1.1 dwumisdedusesmanmsieseiingiushenddy veulndningaudiendingy
(Supplier )

7.1.2 dwmidetusemansiasgiingaudedfy vesndandndasiondusagy
(Manufacturer)

7.2. Anumdsdesusewmanisiiasesindn Sasiend1i3agu (Certificate of Analysis of
Finished Product) vesnanednftusiendiiagy (Manufacturer)

8) AlunenansuanINaNISANYIAINNAL (Stability data)

8.1. AULBNASUARINANITANYIAUAIRITEEEE1 (Long term stability data) 91uu 3
JUMSTHER

8.2 ANUILENANSLERNINANITANYIAINAIARLlUENTIELTA (Accelerated stability data)
I 3 JUNTHER

8.3, duunienaisuansnanisanufiuansinerannsainuiadaeld 1 ga Adwuiuans
UssAnSramassn (nadlenuin) (i)
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8.4. nadhiugidiasarans Afevreneuld Wdwnenansnanisinumuawandinis
azanguay/v3e 139979 / vaulaly ludvhazaesneg asudulavaenndosiuionans
Aue (In use stability data)
9) dnumilsdesusemindnsiurdnsagy (Certificate of Pharmaceutical Product) lanigen
it lulssimelne
10) duvanguANENyaveINansieiLn (Bioequivalence) lnenanisiinyiaiuauyaves
nanAunen (Bioequivalence) iulun1utarimun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 38 filen1sAnw13rusednsnanasTrauya
vosHaniTien nsgnsnassugy lnsantuniomhsnufinwdauyaildTumsiuses
910 drdnauanznssunsevnsuazen atullaguy (nsalluldendunuy)
11) dwmidssuseanasgrunisufUanunaninasiisnisialuiesu foins Good
Laboratory Practices (GLP) TunsdifivhnisAnuihauyaiisnsuszne
12) dumldesusennaspunsifiuinvuazassgeaumdninasiisnsialumsiiusnw
waenILwen (Good Storage Practice / Good Distribution Practice (GSP/GDP))
13) nadlenfhauslilyedunuu O-iginal drug ) HaefinsAinumeeaia( Clinical trial gl
Wisuisutvenduuuuiivansinenfivse s amlunssnvniisuwhiuenduuuy
16) Tausluaztomsseitluenansmivenfisuwifusduluuynide
15) lonanstuassraumsainislilulseaSouunmd (Uhosnet) waeiluszansamnnssnundud
gausulishndn 2 Juaedendldoglutiagi
16) ﬁLan'msLLammsﬁa%‘tﬂsawmuwabaﬁﬂuuwwﬁﬁa‘[ﬁawmmaﬂuﬁ aghavos 5 uvanegluy
sevgiam 2 U Aouiulsmanisdadouarssndliay
17) flauasndesdwinognenegtiey 3 mieussysioe
18) dwuwilidesuseunmsguesufiins ISO/IEC 17025 tustemseniliaue (i)
19) duunenasuansdeyanisldzunisusslu Green book YansuinemansnIsunmg (613)
20) dAnunenarsuansdeyanislisuni1sussqlu Orange book ¥8 US.FDA. %38 European
Medicines Agency (913)
1) nsdilallvedunuudeaaninisinemienain (Clinical trial) voserlutsemnalnefiuansda
NANNATENYIENUSBUTIBUAUENFULUULASARUN L1 TANININISUANY (613)

5. Roulvdug
1) ypsiongmdsliesnit 1 T Fuaniuiidweusn
2) vnavnisndnidaeuludlsameiviassdesdiuiniidesusemanisiinsisy
(Certificate of Analysis (CoA))
3) freawdesiluBusensuasusiioslnduunengvodleiinmsidonanmieuimuaniy
UUTH
9 wnlssverianudamaunmanuasfusitasdesnsdwmsiaieinswiguam §
Smiendndosisastugfuiaeuaidhislumsiassinuame wagdeenludnnaud
QnANIATIEAULATTING A
5) fauerm(§re)Busailisndndysreunsutmun dail
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5.1. mnfimsguasandinssiainasuingrmansnisunndudananisieseibiluluang
UINTFI

5.2. nafikAnfasisvindgniseniiuAuanissmaalasdineuanenssunisemsuasen

5.3. nsdinutymamuamanadnio sifio1adwanayseasnauazauase fusediied
19suen

5.4. n3difiangnIsumandynssuuaznistiadneteenaintylen Tsaweuravesnidn
nsdsseunlundadaly
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Yonsfn
inaueinsUsziugAWREA s Yeaniiey AT
n. SEJAJEBQ‘&.O.E (General quality criteria) 20
1. u,_s.u.m,_:ndzmsm._mésmaseammm:dmﬂcadzmsm; (AsuUYsas = 98 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP)) Tumnaeniliauee atiuagn 0.5
| mussumsavaseulaefinaiusesiviudsniaussmena/Anden (Fandaladonis)
1.1.1.1¢5un155u589 GMP-PIC/S 910 PIC/S participating authorities #38 cGMP 0.5
1.1.2.185ums$uses WHO-GMP w3 v3e cGMP wiaifieuwi lumnafiiedasiu APl 0.1
1.1.3. 18¥ums3uses WHO-GMP %38 cGMP v ewfisuiin ualdszymuandaiau / Lisienans 0
wanIN1s3uTes GMP (laiwersas)
1.1.4. 1¢¥ums3uses GMP-PIC/S #3e WHO-GMP e cGMP ivunengneufulseniausznin 0
570 waghifiienansuaninistuveseeny wia iimdngunansiunueeny (lilersa)
1.1.5. LyilaSunsduses GMP-PIC/S e WHO-GMP (laiWe15au1) 0

? -~ = Y|
1.2 Certificate of GMP Finished Product luvuaneniliaueme ativdganmuseunisasivaeulag 0.5
= s = s = & -
Huasusesiviulszmeusznansien (@endaladanil)

Blas @t

1.2.1. 1#5un35use9 GMP-PIC/S 910 PIC/S participating authorities ¥38 cGMP uag/m3e 0.5
niidesusowndniam (Certificate of pharmaceutical products) 91 PIC/S
participating authorities Tuvnneniiiauawy (nsdleviidh) vasl@umsduses GMP-
PIC/S 9@ tinnuANENTTNATIONMISUAZE)

s s ay L e L L o [ e
1.2.2. 1¢5uMs3uUs99 WHO-GMP v38 cGMP ¥81 Useimnfigriin luvnniingdesiu Finished 0.1
Product wag/viie mideiuseswdnias (Certificate of pharmaceutical products) Tu
= o W
NNAEEUeYIE (NFA8INEN)

1.2.3. l¢ifumsfuses WHO-GMP usilslszyvindaau (luwersas) 0
1.2.4. 185uns¥us83 GMP-PIC/S w38 WHO-GMP v3a cGMP fivamangreuiuysznie 0

1= L 1
Usznansian waglifienasuaninistiuvenieany (liwersas)

ALENTIUNTIAIMUAT DA S oRLATANEN YEIaN 1z
.T.} W\ i 7@\ A
LD oo et U THEIUNTTINNT 2.84%0 [ \\W‘o ATIHA
(unua Fumunm) (ney.edan Tasna) (ney.gls1 Blvadn)
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1.3 nsd@indugnidhnneslssme desdidwumidedoSusowmdnsiue (Certificate of 0.5
pharmaceutical products: CPP) viianiiadesiusasnisadmiue (Certificate of free sales: CFS)
Tuvanefiausne
1.3.1. CPP vi3e CFS atiuanan (mwseumsnsanaey) nsdilerglilergnisivsesdeiudsenia | 0.5
Usznansing Wiedueiindslulszmelne
1.3.2. 'laiil CPP vi¥ CFS e ii CPP / CFS iviumany 0
2. | asguingiudlendAty (Active Pharmaceutical Ingredient Specification) uas 2

umsgrundninueisndniagu (Finished Product Specification)
fersanmuensrsnstunzley (asuuusas = 98 2.1 + 2.2)
2.1 1nsgruingiuilend@Aty (Active Pharmaceutical Ingredient Specification) (idenvalade 1
wila)

2.1.1. nsdlldsunsiuseslusisen (Official Pharmacopoeia) (Handaladanil)

1) B USP, BP, PhEur. , IP JP atfudage (muienansiunsfenul?) waemsdheds 1
fu Festindlulunadousniueud @o.5 7 ev.0ylfR)

2) 81981 USP,BP, PhEur., IP JP atiuaign (enanenansituneiSeul?) wioduudlaly 0.5
weifoudiveud @ o.5 @by oo, melu 2 JuasslilFzuniseysfd uazduudluiey
Yulsemasian)

3)  §1984 USP, BP, Ph.Eur,, IP JP atiulwmindiszmea syyihsien uasuilulunsidou 0.5

o a = w 1Y = =l Wi
ANTULTHUTROLED (18.5 1 D8.9131%)

= W A ° =
4) #1983 USP, BP, Ph.Eur., IP, JP atulusininUseme seyssne wastiuudlvlunsdeu | 0.25
o w v = W vas @ - 1 @
iueuda @ v.5 iy eu. melu 2 Yuadslilddunseid wasBunnluieuiu
U3znInimn)

5) 8184 USP, BP, Ph.Eur,, IP,JP indausenia seyssen wazuiluly 0
-l o 2 1 ar L =l -
neidsumsueuas uwade laldguualalunzidoudniuen

6) 91849 USP., BP., Ph.Eur., IP, TP, JP (atupussnen?t sunUsenn) wazuhivly 0.5
neilvuiiueud (o5 7 ev.eyR)

ARIENSSUATSATMUATIDASBEALAEANANUMELNIE
- gl
WA ﬁa\ﬂi’\

e SEETUATIUNTT ATIUNTT 2 m,._..a_m_ &%\ NITUNTT

(uv.ua Jununw) (ney.edan lusng) (ney.afs Blvndn)

18998 ...
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nnin1sUssiiunaun we@ndueisn oy Sy

7

¥ e @ ° e a

9149849 USP. , BP., Ph.Eur., IP , TP, JP (RUUAIUATINEM sum.Usennd) cmumt_._.m_.e.g 0.15
= o et 1 3 =l LL =) | at 2 er ahen L 1

neoushiuenud @ u.5 Mty oo, melu 2 Yuadslildzunseydi@ wazbuuiluneu

Fuusgninsnan)

8)

§1983 USP. , BP., Ph.Eur,, IP , TP, JP (atfumusingieny sum.Usenie) wazuAlulu 0
nelususud uad laldduudleluns Doudaiuen

9)

g1999sis181atusiinIUsznAinsen (laiwasan)

21.2.

t\_sﬂésmas,_zo% cial Pharmacopoeia é@a%ersasaﬂm%&:éma The International
Conference on Harmonisation (ICH) (igwizau1@n ICH il Official Pharmacopoeia
harmonization Ao USP, BP, Ph.Eur., JP., Ph Int) v3etiefvuawazunasgl In-house
process fapandesriu ICH Guidelines way/v5e Pharmacopoeia General
Requirements (Fondaladanil)

1) #1994 Official Pharmacopoeia ¥8sUszmean®n ICH wag/v3e In-house process il
aonrdesiu ICH Guidelines ynvdonuiitunsideu viouRlilunydeuhiven
Soudosuda [@e.5 7 oo.ayllR)

2) #1841 Official Pharmacopoeia ¥a3UsEmeAeTn ICH uaz/M38 In-house process il 0.5
anmpdoaiu ICH Guidelines i

3) 8184 In-house process faonndaatu ICH Guidelines maszatAsnseIuvle 0

1) #1989 In-house process Tiaanndaafiu ICH Guidelines smUszaieinsen (i 0
#150U")

5) In house process luaaanassy/liituluna ICH guideline vi3olidnstuwdly (i 0
TKp1alg))

2.2 wesgnuwdnsiusiardniagu (Finished Product Specification) (Fandaladanis) nsdiog 1
e N IsWasIaS lu Az FasuuuenaIYSasnuImsveunly (WUY &.5) wiss

firished product specification lagwaunlenouiussmalszmasiay/Anden uaslifiu 2T al

TUUTENINTIAT

2.21.

nsdllasuntssusasludnsen (Official Pharmacopoeia) (iandalndonids)

Lasde ...

AELENTIUNT DJscqucm:_.wms Emewn:w:.n.ﬂ._e_b.: H

i nai.._.__e. g O
- UTEEUNTINNTS 2080 AL nFsunTe 3. aedla u% NTINANT
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AT TUNTAIIUATIEaLE ERULETALE SNUUBIENG

(ney.afian Fﬁaa

3. aile

Fan1sAn
52&331&%235zmsme._,.__m_.._ﬂmmgme ASUUY
1) 67983 USP, BP, Ph.Eur., IP JP aluaiga uaz Emﬁw%ﬁsﬁ:m&sd:%:md 1
2) m,zmz USP, BP, Ph.Eur. , IP JP aluaiga uas lungileushiuen @ | 0.5
8.5 7igu au. mulu 2 Yusdelaildun1sowi@ wazduuileneuiudsvnassad)
3) §1984 USP, BP, Ph.Eur., IP P atugign uAda Uiflgguuslalunsideudsuen 0
4) #1983 USP, BP, Ph.Eur, IPJP atulmindissmassysinsen uae ldsuntsaylilu 0.75
nzidausiugug
5) 8181 USP, BP, PhEur., IP atuluinZrussmassysinanen uaz egsewiredusrdlelu 0.15
yziDoushiuen G 0.5 ity o8, nelu 2 Tuadelilduniseysia uastiuuiloreu
Usenangen)
6) 181 USP, BP, PhEur., IP atulutind1ussniaseysisnen usdh ailathudloly 0
nzilausinTuen
7) #1983 USP, BP , PhEur, IP _mutszmesyyssnen wag lasuniseydiunsideou 0.5
fsuBIua
8) 91483 USP, BP , Ph.Eur., IP mauusen1aseyssnen sm«lﬁ.ﬂiﬁ%.?su&mg 0.05
fr¥uen @ o5 ity ov. melu 2 Tuadelildfumsoyid wezBuudluieuiulsznan
51A1)
9) #1983 USP, BP , Ph.Eur., IP maisymaszyssen wadalulaudllunsifousiven 0
10) $198amus13181 USP, BP, Ph.Eur, IP wiathusmmi1 Ussmaszysiianen (hifarsmn) 0
222, nydluldiunmsduieddusiisne (Non-official Pharmacopoeia) 1nAsgIunBIma
Official Pharmacopoeia yoaUszmaduaindnuss The Interational Conference
on Harmonisation (ICH) (tewiysesmaasiin ICH i Official Pharmacopoeia
harmonization A8 USP, BP, Ph.Eur., JP., Ph Int.).) §m®&@%ﬁ§¢mu§3mmé In-
house process flaoandpariu ICH Guidelines wag/v38 Pharmacopoeia General
Requirements (i8andaladianils)

w m ATIUATT

(ney.aT31 Alnadn)
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1) 9193 Official Pharmacopoeia 983UsevAaun®n ICH Wag/138 In-house process 1
#enAdeay ICH Guidelines ynvhdiosuiitungidow vieunlulunsidoumiuen
Beusesudl ({5 71 ey.0ullR)

1

¥ o= = a = ol
2) W81 Official Pharmacopoeia v8UsginAaunan ICH wag/%3e In-house process 9
aonAraeIiv ICH Guidelines

0.5

¥ - = v ow . ) o w v
3) 812484 In-house process ieanAABINU ICH Guidelines MUUIENARITIBIUNINIVUD

4) #1984 In-house process Naanandearfu ICH Guidelines Mmnidsemasisian (L
W315041)

w |

5) In house process lsigeanass/laiiduluaa ICH guideline wielifinnstuudly (lad
N3713041)

WNTFIUNWBFURNS ISO/IEC 17025 (Fandaladonils)

2 es o L 1 ar L 1 L = [}
3.1. lesumssused ISO/IEC 17025 Tusien1senfiidue 3nULIEaIUIUTesiuITiens Ly
= P w W o T |
AsIANEEIERs nsunne Wusu cmum_:dsgawcmutsbﬁe@sésdé\_mﬁ@as sun.Usgnae
yweatiuluiinin

Lot ar

= ar o dv a o
3.2, l@%umssuses ISO/IEC 17025 Tusianisenyiiaus Y299 u@ns181N01989 (*615787:
avulmindiszma seysisien nmbsnuiusesiindetie wu nsuinemandnisuwnd
= 173
umu

3.3, aildTunsiuses 1SO/IEC 17025 lusnemsendiiaue

3.4. JugnindnndndsemanldaiumsSuseanasgiu

UIMTFIUN157UTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (t@9n
doladonids)

EY) @ ' a a1 d '
4.1 .._.Emdqumd.mma GDP-PIC/S aJDSﬂamagﬂmdmmaSﬂqgmmm LU SGS, BSI

4.2 1% un3%use9 WHO-GSP+WHO-GDP snnmienususesiiundede 1 SGS, BS|

15

4.3. Emc:dmﬁ% WHO-GDP 21amtssanuiusesfiunidofis wu SGS, BSI

0.75

Ves L3 1 L7 L 1 -E_ = 1
4.4. lm3uMIsusad WHO-GSP 91n%u28d1UsUssnuIwene tau SGS, BSI

0.75

(un.ua Yunuam (ney.adan «EASM:

ANIENSSUNTIATVLAT B A BUALAYAANHUBIaNNE
o Ton/ Ay
USEEIUNTINATS 28198 ATIUNTI
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4.5. ladldsuns¥uses GSP wie GDP 0
5 | wwsgrundadnel (Fanda 5.1 w58 5.2+5.3 v38 5.4) 7.5
51, &E_,_ms;d: 7.5
5.2 SIeMseiiiede mﬂ.._..z Green book a1 - Yagiu 4.5
5.3 nanTIATIRREIT g 3 Lot E:dmﬂ_ﬁ54&&35:&&m%e%ﬂ%&&ime oy 3
YeeUfiAnIs ISO/IEC 17025 Ahilvgan
5.4. Liduluauiade 5.1, 5.2, 5.3 0

anm = b‘ ] Y = L3 -
AusulAnwauslevidanisufifeu (Hendaladonii)

Ladde ...

ar a L\ = o L
6.1. nsglendin destunas Jasduaruvu (Hendelatenils)

6.1.1. vssqluussytauntastunas (nsdlnespundudniuszy) uaz/viellastunnuiu(nsdl
wnsgunduisusey) waslinnsssyliluussineiianu asuiu ileamnidunsesland

¢ =f =l

Wudusaseseidnuazanidasss JaiszuuehUnatintaatudn(Child resistant)

6.1.2 Wusndiabivssquns Snsdesdastuuas (nsdlunsgruindusiriussy) way/visedoady
nh\ L7 o & ol & o

P (nsdmsgrundushiusey) dnmsussyluussyiasieuimun uiliiinssyylivu

ussyfas seyawgluenansiiven waghilissuullaaindesiuiin (Child resistant)

2.5

6.13. aﬁSsSqﬁFFEE ::dcﬂ%:cﬂ@ﬁggﬁw Sﬁ%gmﬂ:_bmdsjﬁas
Uaafumnutuy Sﬁ%ﬁﬂﬂSm&sﬁSeE :3;3&33 Lot No ,Em.zmé VN9 Mty
(unit dose) ASUDIY Uelasd & s nusianansatussnuudine

15

ST o i o ) -
6.1.4. V35luusTYSaeinuanasguas Uiy (Muiitvuslugedinall) h_mu& i
o v oo ' ' i 4
1 (Wonsm, Teen, AN NN Miedes (semi- unit dose) Uasdl shsnusilannsniive
guuEingn

mHm .c.m.mﬂ:ﬁ.ﬁ:e.s%:Esmmémm%é (Mudivunlunuantanly) wasd REOPGY
Foen (Fomsfn, Foen, mnuuse) vny wiawges (semi- unit dose) uslai frsnusiiausad
Veenuuiingn

0.75

ar & L = o e o
6.1.6. UssqluUSYaeIMuIIATIuRs U IR A luRuELTRN L)

0.5

menaﬂn:jm:szsﬁmmﬁmmsgm«wem@euﬁs,ﬁ
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6.1.7. ussluussytasihinsunannasgiusey (mufidvualuguand@mnly) wse hidesiu
waa (nsdlnasgrundusiiu seytesduuas) (aiensan)

6.2. n3dlendn /onud/endug (@endelatenil)

ol el ar =} o e v ' ' y
6.2.1. Wugidlussyiarmunaduiiiussyauniu a9 miedey (vial/ampoule/naan/
= (7] l-.\ 1 ] e o
¥I9) Ra1N5EYTBYT Lot No Judiueig mne wuisuse (unit dose) AU

6.2.2. Wugitiiussginsinuiiinduiniusey asuiu ewz miele) (ndey) 2.5
6.2.3. \Dusifiussafurinuiindusintusey liesudou 0
Famsfn
inusinmsUsEdiuaunwiani sl Yoy suuy
2. InugIAMAWIANTE (Specific quality criteria) 80

nafigainunmmiisdeiusamanisTiasiei (Certificate of Analysis ; CoA) 10

(AzUuYsIN = 99 1.1 + 1.2 +1.3+1.4)

1.1. anuduiusvemeaiigatnanmviidedusemansiniziiendrfiy (Certificate of i
Analysis of Active Pharmaceutical Ingredient) (@andaladanile) .
1.1.1. COA “ngu iswes Supplier wae Manufacturer wazduingRunindnsuidea i 15
1.1.2. $anwzves Supplier Way/v30 Manufacturer %38 laildunisndaieniu 0

1.2. waigainanmviiideiusemansiingiitnedifey (Certificate of Analysis of Active
Pharmaceutical Ingredient) ) #an 1507293 IMRaI L dulunIu Active Pharmaceutical -
Ingredient Specification AiilsaavidevsoanineIunnnsunITeINIsuaze1 ATENIN .
mrraguTsUioeusy  (Fendaladanis) .
1.2.1.m597%U Active Pharmaceutical Ingredient Specification yn#i%a Wawes Supplier uag 3.5

Manufacturer waziinsuanwaluguwuuiiagy fuau (uag/viouaninan1sains izl
undeIdy impurity iasnsanaunuiuayldivy Below Reporting Threshold (BRT)

ARIZNTINATSAMIUATIBAIBAUAS ALANYLIAN TS

G/ A
™ UsEsIunTIIm 2890 o nITINNg

(urua Funmunm) (ney.adian Blsne)

3. m&m_ ;

.

ATIUNTT

(ney.aisn Blnvada)
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%59 Below Detection Limit 4azuanim1 Reporting Threshold %38 Level of detection
luluiasiesien) sndu wate Physical test, Description, Appearance, Identification

1.2.2.7591U Active Pharmaceutical Ingredient Specification S..D.,.mum_\b Y94 Supplier wsa 3
Manufacturer uaziinmswanawaluzuuuugiey (uas/miouaninan1sinsziluuiaie
Wy impurity fiannsanaunuinaylsieu Below Reporting Threshold (BRT) #3®
Below Detection Limit uazuandA? Reporting Threshold 3e Level of detection Tulu
Simsevien) enviu vhde Physical test, Description, Appearance, Identification

1.2.3. a53AU Active Pharmaceutical Ingredient Specification 5&@ Y9984 Supplier wag 1.5
Manufacturer ualimsuansualuguiuy “Conforms, Complies, Not detected, N/A, 2,

<” iU ¥ Physical test, Description, Appearance, Identification

1.2.8. n59fU Active Pharmaceutical Ingredient Specification Yt vee Supplier ¥3a 1
Manufacturer wafinsuansnaluguwuu “Conforms, Complies, Not detected, N/A, =,

<” gnLiu e Physical test, Description, Appearance, Identification

1.2.5. n59ffu Active Pharmaceutical Ingredient Specification ynvadia v8s Supplier 38 0
Manufacturer wit lutdioddaidu Assay, Related compounds udiu finsuanawalu

3UkUU “Conforms, Complies, N/A, 2, <” (lsia15847)

1.3. pnudaiusvesaigainanimmifidosusemanisiwswietdiiagy (Certificate of 1.5
Analysis of Finished Product) am_madumﬂa&.mxm&
1.3.1.COA finished product T ingaujumsndaiiieaiu COA Active Pharmaceutical 1.5
Ingredient Specification o
1.3.2.COA finished product lildingAugunsndaifienniu COA Active Pharmaceutical 0
Ingredient Specification
14. waiigodnnnmmilideiuseamamsiianeiendiiagy (Certificate of Analysis of Finished 3.5

Product) (@andaladonide) nanisasivinsiwsigainimiuluma finished product

ALZATTUATIAMTUUAT B IBYALATAMIANYUTIAWIE

y "HA @3.)\ 281%0 dﬂ%%\m\ﬁ ATIUNTS

. UTEEIUNTIHATS
(umua Fununmn) (ney.ada1 lumna) (ney.g¥s1 Slnwidn)
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specification wullaannziaunaminiuAnznssinITe IITUALET NF¥NTNEITITAGY
SeouTouual

1.4.1. #537%U Finished Product Ingredient Specification yjnvhde uag fimsuanwalu
sUwuusiay (uaz/v3uananan1sanswiluuIniadeiu impurity Aamnsanaun
fauavldiau Below Reporting Threshold (BRT) %38 Below Detection Limit uagliand | 3.5
A7 Reporting Threshold %38 Level of detection lululinsizvien) eniiu ade
Physical description

1.4.2. w3arfu Finished Product Ingredient Specification yjn¥hie us Imsuansnaluguuuy

“Conforms, Complies, Not detected, N/A , 2, <” 83 ¥ata Physical description 2
1.4.3. #53A1U Finished Product Ingredient Specification wnvte ug Tuiteddgymusiie
g1 19U Assay, Dissolution, Related compounds tludiu finsuammaluguuuy 0
“Conforms, Complies, N/A , 2, <” (laiWasas)
2 | nafiguinmunminsAnyIAgwReia (Stability data) (Fendalatowils 2.1. e 2.2.) 7
2.1 nsdeniisiiugesiimumairazeld (n-use stability) Wy e1de enfinaureuld Wusu 7

Wie mInageumsnuUniaiaeway/v3e In-use stability Tugnidin Hudy
(AzuuusIN = Y8 2.1.1. + 2.1.2. 3999 2.1.1. + 2.1.3)

2.1.1.n3@nw1 Long term stability (@andaladanile) wanisnsaaiinsizigainimduluema 4
finished product specification uiiilaannedensoanineunalsnssinITa MITIaL e
NIYNTNFITIINGUTIUTDNMA

1) fins@nen Long term stability fidannigdaifu (Storage condition) gty 3 jun1s 4
wan i Hulumudarmusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifianunsariun1sAnwilienu ASEAN Guideline fisawuy Stability protocol
viio wdngudildsuniseyiiann ee, finansAnmasusigeriifiualiuuaain Taedl
Nan15An On-going stability Yangn wazuanman1snsIviiasiziiludalay oniiy
e physical description kaziivhdemsnageuasuéiou UGN TN B (1
USP, Ph.Eur, etc)

(unua Fununm) (ney.eifian Wna) (nguatsn Blwpada)
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YansaAn

inaseinnsUszliugunwkAniusiendeaniiy AZLLY

2) fimsAnw Long term stability fian1azdaiiu (Storage condition) aghaties 3 Juns 1
ran_wdliduluaadosmunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
59% RH) nsdifiamnsaiiunisdnwliniu ASEAN Guideline #isanuu Stability protocol
vie ninguildunsersifenn ee. Hinansfnwasuageiiivualiuueain gl
KaNTSANYY On-going stability Yangm wazuanman1sasinswiiluday sniu

Watle physical description uaziivhianisnaasuasuiou anaeisne10198s

3) imsfnY1 Long term stability fiamazdafiu (Storage condition) 8getias 3 U3 3
wan 1uluautarivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsfnwnasuageriinvuslivuaan wililinanisdne On-going stability
d1an uasuanaansaIvleseiiduiaay snciuriadie physical description uawil

s 8r

WONISNAABUATUAIU MINFITI8IND1984

oW

4) fimsAnw Long term stability ian1izdaLiu (Storage condition) ageifes 3 funns 1
wdn Wuluaudedivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁngﬁﬂcﬁm‘_mgﬂ%scsﬁdzw%: widlnan1sAne1 On-going stability U
a1ga uazianamansnsIvlieseiidudiaay snciusiadie physical description uawl
vhiensveaeuasudau musseniignads

5) $in1s#nw1 Long term stability fanmzdafiu (Storage condition) etinsties 3 U3 1
was Wulummdarivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmnﬁmsfﬂaﬂcﬁm__m_._qmmécss_.mdgm,_: wazliifinan1sAnw On-going
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7) {insfnw Long term stability flanazadafiu (Storage condition) agatios 3 Jun1s 0.5
nan wilidulumuderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sanenasuengeniirvuslivuaan udlifinan1sdinu On-going
stability Udgn wazuanmansamviinnziiludna sniuide physical
description uaziien1saaeuasuiau museineds edelies 3 Jumssin

8) fims@nw Long term stability fian1gdmiiu (Storage condition) stiwiies 3 fun1s 0.15
e weliiduluanudaimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) fikanisAnenasusgeniimualivuaan wilifinan1sdine On-going
stability Yangn LAz LAMIKNAN15ATIVIATIELTU Conform, Complies, Not
detected, N/A sniiusiitio physical description waziivhdanisnaaeuasuiiou ma
Fseniiensda

9) finsfnw Long term stability Lait¥iuluaa ASEAN Stability Study Guidelines, Ainw 0
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1) Wuvagiaenld Wieeniiseruin Ginudaedald) waziinmeaeunisvinuuniadine
(Splitting Tablets with Functional Scoring Test) V3ANAMSNAFBUATILAIAITBILIA
grfinuen3adine (In-use stability testing) Asumudarnuuavesisndrsdatu USP
Ve US.FDA wazAiie fnsvaaey impurities lueniivinuua Tnevesufjdints 1SO/IEC
17025 lallifuin via fnamsfnwiuszavsHave s

2) Wnuvadiaenld weendisesuin Ginulerisld) waziintmaaeunisinuunisine
(Splitting Tablets with Functional Scoring Test) LAZHANTSNAABUAIINAIFITOILIIN
grfidnutandasing (In-use stability testing) ATUMNTBAMMUATB T8989 1
USP w38 US.FDA uthifintsvnaeu impurities Tugniivinuua
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3) suvadinele Waeliflsosuin (inuviedsld) wiimsmedeuntswnutiniadinegs
(Splitting Tablets with Functional Scoring Test) LAY/M3BNEN1TNAFIUATINAIGT
wadineivnularsadinen (n-use stability testing) AsUALBATIUATEINIIE198
WU USP %30 US.FDA
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5) laifisaaunnly wavinuladinente

o

10 a ol & L L s ] 1
2.2 nsden s ududedinmunswhoasdald (n-use stability) ¥idaeivhusinuudioe lifide
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2) finsfnw Long term stability flanizdniiu (Storage condition) agwtio 3 Juns 5.5
nae lailulusudiadviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiftanunsariunmsAinunlénig ASEAN Guideline fiaawuu Stability protocol w8
winguildunseyiian ee. AlinamsAinwasuageniiimuslivuaan asiina
N13ANW On-going stability Ydnge wazuanmanisanvdagiiludiay aniuive
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3) fin1s@nwn Long term stability lanmzdafiu (Storage condition) aghstes 3 Jun1s 55
wdn WWyluprudervualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sAnuasuagenfimvualiuuaann wlifinanisdne On-going stability U
dgn uasuananan1snsviiasziiuiaae snduide physical description wazil
Vhiensnaaeuasuiau mussneiienide

4) $insAnwn Long term stability fanzdaiu (Storage condition) 8¢19%BY 3 FUNS 2.5
wade iduluaudaiviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) ng:quaﬁséaEm_\_,m__m,_scs._.mcgmmé uetlsifinams@nen On-going stability U
dgn uazuammansaTviaTziiiudaay sniuiade physical description wawdl
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5) fimsAn®" Long term stability fidnmzdafiu (Storage condition) atisifes 3 unns i.5
wdn Liuluasdiermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sAneasuatgeiiivualiuuaain ualifinanisdinw On-going stability U
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6) Hin15An®s1 Long term stability laiiulusa ASEAN Stability Study Guidelines, Anw 0

L

oo r [ o L-\ = T
Asuegeiimuslivuean uilividensmaaeulsiasudau mudiseniisnds (lad
N915041)

S FEUENTIUNTAITMUAT WARLEbALALAAAN VAN Y
..f; ﬁnw\..(i_

O/xl .,._.%\
18378 ._.w.uuaJ.r_Dudﬂ:ﬁ. \Uﬁ\ AFILNTT o maﬂm AFIUNTT

(unua Fumunmw) (ney.adan lumna) (ney. g5 Blnyidn)




win 16

Fansin
innsinaUusziugunwrandusiendeain ATUNY
7) liiflienansnisfnw Long term stability (Iwaasas) 0
3 | nafigavnmunmuaIMvuzUIsiaNREsn usTyiusiuazeanain (Package & Labeling) 3
3.1. MYULUTIY WAL aaniineayBuanswnuiituneidoue 3
3.2. NYULUIIY N0 aaniinuazdunnssnuiitungdeouen 0.5
3.3, MYULUIIY was amnilngasdun es mafitunzdousn 0
4 | anuwindisulumsiaindnnduenduiuu (Therapeutic Equivalence): (Asuwus = 92 25
4.1. %39 4.2+ 4.3+ 4.4+ 4.5) :
4.1 0ugfuuY 25
4.2. e uwindisufuwaundunssa (Pharmaceutical equivalence: PE) vi3atndunssuuya il 5
Shendrdyfeaiu Aflvueanuuss wesgUuuvendieaiu laedhunesgrudeimunmileuiu
videifivuniiu (iFendalndanil)
4.2.1. Wuanyiifieuwindesmuivedusy: Senasfigaihaunsasuwnen 5
gunuuld Gredsmmdermunuazienansigesthilunstunadouslval/eansiy wuu
ASEAN HARMONIZATION)
a.2.2. hiifirnuwiifisumandun ssudugnsuuuy 0
4.3. nagaingunmAu-auyAYBINEAiueien (Bioequivalence) Fandolatiavide) (Azuuu 10
524 = (9 4.3.1. + 4.3.2) %39 4.3.3)
4.3.1. lunsditonduguuuuiusenalitinsfinenBaauys (Bioequivalence) (i@andalada 9
wil)) =4.3.1.1 +A+B
4.3.1.1. f5wunsAny Bioequivalence WWulumu ASEAN Guidelines for the 7

Conduct of Bioavailability and Bioequivalence Studies (atiugan) wiogile
m3fnuTsedvtng wariiauyavondniugie) NTENINEIEITUGY LaTHA
msAinunTiauya HunsiITanLayiuTeINdlnIUAMENIINTEIMTUAY
g1 NIENTIETIINEY SeaziduaifiAnetaties fhil
nsdlenifinouanAies AB Fieluil

A 1389 Enantiomer (tfan A1 %38 A2 %39A3)
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i A1. Wugitlaifl Enantiomer 1
A2. 1§ugniisl Enantiomer fimsvhnnsAnwn audarivua ASEAN guidelines 1

for the conduct of Bioequivalence studies (Revision 1,march 2015) 939
Guidelines on the Investigation of Bioequivalence (European Medicines
Agency)

leml el o

A3. \Jueniisl Enantiomer wiliifiiinnsinnsfinw anadiarmun ASEAN 0
guidelines for the conduct of Bicequivalence studies (Revision 1,march
2015) %38 Guidelines on the Investigation of Bioequivalence (European
Medicines Agency)

B. mnuduiusvesenstunigedu (@an(iden B1 wse B2 wse B3)

B1. 811113 WiliNaren13nATUYBIE1 1

B2. uenl ennsiinademsgadu finsvihmsnwiluanigilens (Fed 1
condition) mugamuua ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) 939 Guidelines on the
Investigation of Bioequivalence (European Medicines Agency)

= = . = o =
B3. 1uenfl ansiinadamsgadu dnsvhmsfnwiluewsluanizesemns | 0
(fast_condition) auteAImuA ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) 138 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

4.3.1.2. $1897UN1SANYN Bioequivalence laiidulumna ASEAN Guidelines for the 0
Conduct of Bioavailability and Bioequivalence Studies w3e gilon1sfnunia
UseAnSnauarTauyavendndngien nsenyaasisagy (Wieisa)
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UssmelviinisdnunauyaBioequivalence wisenaniinjlvi (avveilouendl
“NG” fitu) (lafler3047)
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4.3.2. smnrzm;am_mm:jﬂm_._ﬂﬁmaam&m:d (Good Laboratory Practice (GLP)) (dendaladowi) 1
4321 mmﬁté.ﬁm@mﬁmﬁgmmézdamqmsésm:Fneam_mmz,_mmﬂsm@&m%:d 1
(Good Laboratory Practice (GLP)) ﬁdmmﬂ.ﬂﬁgjgmm:@_&autu&m luginauseing
n.m.m.m.,_.z_mmgEé?mmmﬁmé‘_ﬁmé32@%3,Es%Smﬁmmzdﬂmﬁ:mmémqmjj 0

= =ia o ) i
(Good Laboratory Practice (GLP)) .FS.MEsf:da:ﬁmﬁtﬁmwﬁsﬁu_umEm
winvhmsinwlagusdngaiinies

=1 ar = 1 - L ) L =
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4.3.3. lunsdifienduguuuuiigneniiuliifenimsanumya fowansenaisiu 10
UssAvsnmuazanulasnnguesen LW Bioavailability study Wusiu
4.4. tiumsiusesdaenisussyasiuenasiiiateld (Fandaladonil) 5
a.4.1. Jusduwuu vde sraniy?lésuussglu US.FDA Orange book 3aleisunisiusesinn
EMA TanansaiUdeuwnuendunuld Sanuvindienlumsdiiainuniuaduwuy 5

(Therapeutic Equivalence)
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0.4.2. \Busdunuuvienanty Aisetondniue lundidesonsmdnSusieaiolnis

anuwiniisuiulunistrdndamiuen duiuu (Thai Orange Book) w

4.4.3. Liflnan133U383 Therapeutic equivalence 0
a.5.nastiuen (Gendeladawii) 5
451, Wueduuuu vie Ideudlieen muildueyifnndninnuanznisunsemsiaz 5
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5 | doyauszBvinmlumsinen msfine/Avenendin (5.1+5.2) 30
5.1. Mm3Ane/Adensadin (Fandaladanils) 20
5.1.1 gnguuuy Mudnuenansn1sidemematindulszdnsmwiazmulaendsveenlunig 20
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5.1.3.1.38n5Anwndunuu Well-designed Randomized controlled trial 15
5.1.3.2. 3msAnvudunuy  Long term follow up RCT 10
5.1.3.3, 3msdanwndunuyu Comparative studies wuu Cohort studies (prospective) 8
5.1.3.4 FansAnwndunuu Comparative studies wuu Case-control studies 6
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5.1.3.5. F9msAnwnlutuu Descriptive studies wuu Case report/case series 4
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