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226301: Ticagrelor 90 mg film-coated tablet, 1 tablet
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1.5. msvaasupnantiviall

1.5.1. guiautfves Tablet #n15uanina/n13n 519 Universal test fapalui

12 Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | ldentification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1.)
4. | Elemental Impurities analysis Complied with finished product specification or
/Related substance (cx specific test (2.1.)
PRAGRRSESEIE SRR TR Ry (rosenusaiiafianannn Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary chapter [V
Q, EP general text 5.20)
5 | Microbial limit test Complied with finished product specification or
specific test (2.1.)
6 | Dissolution test Complied with finished product specification or
specific test (2.1.)
7 | Uniformity of dosage forms Complied with finished product specification or
specific test (2.1.)
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1.5.2. AreruURves Active Pharmaceutical ingredient {IN15UAAINA/N159533 Universal

test aamolUil

U9 Test Acceptance criteria

1. | Description/Appearance Complied to Active pharmaceutical ingredient

specification

2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Active
pharmaceutical ingredient

(Shelf-life COA only) (2.2)

4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

/Related substance qc+ specification or specific test (2.2)

Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(d1, 42)<232>,<233> 222325, BP supplementary
chapter IV Q , EP general text 5.20)

- Organic impurities .
Meets the requirements
- Inorganic i iti . e

HOFESIIE, B ey Meets the requirements lul38n15m523 heavy metal
(Elemental impurities

analysis)

Residual solvent (cH osc (rs-6), uspaz Complied to Active pharmaceutical ingredient

<467>.EF general text 5.4, BP appendix VIll L, JP17 or speciﬁc test (2-2)

supplement] p.2634-40)

5 | Polymorphism identification mnuanenisidu polymorph uiansninanevnaded
(USP<941> X-ray powder diffraction)

iy Crystalline or Amorphous N

2. AudNANIYALA
Namﬁmﬁﬁmﬂzmmmwﬂﬂﬂmm finished product specification wag Specification of
Active pharmaceutical ingredient (API) #lansdannindusisvatuiendu dslnaansdouns
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Wisunielmnnesgrunduiniulesiunils snudszmansensasage S 52U

81 WA 2556 asTufl 11 liwneu wa. 2556 (@sUszmeilusvAnaiyguneniud 10 dquiey 2556)

2.1 Finished product specification

Test Acceptance criteria

In-house

BP 2023 / Ph.Eur 11.2

Identification test: Complied with product

specification

Complied with product

specification

Assay 95.0% - 105.0 %

95.0% - 105.0 %.

Degradation products /

Related substance

NMT 0.2%

specification

- Individual unspecified NMT 0.2 %

degradation products

(impurities)

. degradétion pfoducts NMTO5% W= NMTO5%

(Impurities)

Dissolution NLT 70% (Q) of the labeled NLT 70% (Q) of the labeled
Amount within 45 mins Amount within 45 mins

Uniformity of dosage unit Complied to finished product Complied to finished

product specification

2.2 Specification of Active pharmaceutical ingredient (API)

specification

Test Acceptance criteria
In-house BP 2023 / Ph.Eur 11.2
Description White or almost white to pale |  White or almost white to
pink powder pale pink powder
Identification test: Complied to the API Complied to the API

specification

genotoxic impurity (C/BO)

Assay 98.0 - 102.0% calculated on | 97.5 ~ 102.0% (anhydrous
a solvent-free basis substance)
Impurity E (Potential NMT 8 ppm NMT 8 ppm
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Test Acceptance criteria
In-house BP 2023 / Ph.Eur 11.2
Related substance / Organic
impurities
- Impurity D NMT 0.30 % NMT 0.30 %
- Impurity A NMT 0.25 % NMT 0.2 %
- Impurity B NMT 0.2 % NMT 0.2 %
- Impurity C NMT 0.1 % NMT 0.1 %
- Each unspecified impurity NMT 0.10 % NMT 0.10 %
- Total impurities NMT 1.0 % NMT 1.0 %
Sulfated ash NMT 0.6 % NMT 0.6 %
Polymorphic Conformity to reference
standard (Form 1)
Water NMT 0.5 %
waEng  NMT = not more than

* %299 Dissolution uay Uniformity of dosage units Tuuuulenasuanisiaaziden

NAN13N522ATIEY v wasssazideanidudiavialuly coa

- ATANNLTUKIINITIY (waive) A5R5I9dUTAs1ens1an15la 196 unang

lenaTangIUAINaINtasusyiRalg

- Drug substance specification ‘ﬁ'xﬂ"l‘im?ﬂ’m’m%i,ﬂi’mwuawwﬁm drug substance %58

i . o L% o 53: ‘:f
luduas1ey drug substance vasgrAne1d@TagU avulnatunis Fefin1snsas

Ansenasunniveiinmun

3. NMsUsEliuAUIEaNSANABI1AT (Price Performance)

S1UALDEARULDNENS 1584 MsUsziuasednsninmnasan (Price Performance)

4. WNEISN MY lUNITNRTEUN

nasitlrlunisinnsanauamenludsdduienaisnseussymneiavienans

AluaInu Aemalul
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INFNNUANLNITUNITDIMISHALEY Tuans et uilvavle vaaisseds vaniuly
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Weumdueauwuulusuneilelunsinvmniy wazfimsssyranmdiounslrenls
Tutenansiiuen
2) ﬁ’]LU']LEJﬂﬁ’liLL’e’im"’lTE)ﬁ’J’umuamﬂ“UENﬂ’]‘Uua‘i‘Ui‘iq (wagmaznaeden) suiladunsideuls
3) duwndivedunsideusisue (Wuu ne.1 vie o.1) ATUNNAL Wiyammamé‘amﬂm
é’ﬂwmxLawwmaqmﬁﬁﬁigﬁLLaz{aﬁmuﬂmmgmﬁuaﬁﬁmﬁm'i']w?m (Finished Product
Specification and Analytical Procedures) ﬁ*‘i’?umﬁauﬁ Imamyaagﬂaﬁaﬁw%’umﬁﬂssmﬂ
nsEnsAssUEususavde i Uszne
WAL ﬂiﬂ?ﬁa&iixmlwuaLﬂﬁlauwaqLLﬂu“LEU’?%'?mesﬁuamyaffmummmigmiwy
aamﬂé'mmuﬁﬁww?{ﬂ33mﬂ%’maw%’aﬁﬁwméwqmﬁaeﬁﬁ’mmmmsrmumimmmazm
Truududvsunludsuuasmemstunsifousiiue (o ne. 9) vie duudwe
unluAsuuamenslunzdeuiiuen (W o.5) snwseufume
8) dnuluddgnistunsdeusn3ue Wy me.2 wie ve.3 i vie.d vise 8.2 uaausnsa)
4.1.1 nsdiflemanlusemelne (ne.2)
4.1.2.ﬂsgﬁﬁmﬁ'}L%T’lLﬁaﬂ’]‘ﬁLLﬁauﬁﬂuﬂismﬁLm (Me.3)
4.1.3 ity (ne.4)
wnewg: nsdiiiniswasunlasunlun fuauaauasanuiingn uuudiundiveuniy
Wazuwamenslunsdousfuen (wuu ne. 9) wie duudweunluldsunlasens
lunsdeusiuenfeaiugfuoygmuazanuiivaa (wu £.4)
5) dnumisdesuseansgiunsuanuimunaninun 350157 dlun1sudnen (Good
© Manufacturing Practices (GMP) Tuvuanfiifiens asfusnitiave (aU'uandAnIuTauNIg
nsaaaoulaedieglurisnaimsiuses) Tneresssnoume
5.1, ndleiedalulsznelne ;gmﬁmsTmﬁﬁ”nmmwfi'lwﬁaﬁa%’mmmmgwumiwﬁmm
PuvANLNANLaz ISR THERE GMP PIC/S YDINTENTNEAT1TUEY luvneen
fiauony atuanaanuseunisasaaey Tnelinadusesiiviusemausemasa
fidnnseiing
5.2. nsfiduginnnassye éwﬁmﬁaqﬁz?’u,mmwéwwﬁ’aﬁa%’maaum'sg'mﬁ'ﬁ
NANE P LVSINMTIAE SN TTRUASHEREN GMP PIC/S Wie US cGMP a5
cgwﬁm lumnegriiieuenis atuagamuseunsamaey Tnefinausesieiuuszna
Uszmnnedidnnseting
5.3, dumilsdeiusennnsgunsnansieuvaninamisnisiialunmEeingAudae
dAny (Certificate of GMP Active Pharmaceutical Ingredient (AP1))
5.4. duumilsdasuseannsgunsuan e NN 3N 15T AANSHARREA S amen
ﬁ’lﬁﬁ]g‘u Certificate of GMP Finished Product)

ﬂmznﬁmﬁﬁwwum'a‘/w]amﬁammaﬂ,mﬁﬂﬁmmma

f e TSRS 3. asie :Ig/mmms
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6) mmngﬁuawyaﬂ“"muﬂﬂmmwi’m‘ﬁum’”fsava”wﬁ'ﬁy (Active Pharmaceutical Ingredient

Specification) LLaxNﬁmﬁmsﬁmﬁﬁL%ﬂgU (Finished Product Specification)

6.1 @uuInsgIuingAud1end1fey (Active Pharmaceutical Ingredient Specification)
u,axmmigwuwﬁmﬁ’meﬁmﬁwﬁﬂgu (Finished Product Specification) Iy sgysnsen
(Pharmacopoeia) ﬁhﬁygwﬁam'ﬁLﬂiwﬂmammg'maEJNﬁ’am?ml,ﬁu"ﬁﬂmwﬂlaﬁmum
UazUIMSHINTBINTIATIET U Tlafse M AAUSENIANTENTIIATI SR Y
504 spyshsen

6.2. @1LU1 drug monograph %aaﬁaﬁamﬁm@ (Active Pharmaceutical Ingredient) wag

a a5 g

Hannune@LagU (Finished Product)

'
= o =

6.3. nspivi TanAui81d1A sy (Active Pharmaceutical Ingredient Specification) 15 8
mﬁmﬁ’m%mﬁﬁﬂgﬂ (Finished Product Specification) “Laiang'lwﬁmm (Non-official
pharmacopoeia) Asuanvdng U ihinespuresmsiesendulunumeniies
Toglud
6.3.1.ﬁ‘traﬁwuml‘asmmigwwumm'ﬁmeﬂuﬁﬁ'}m‘umﬂﬁsmaﬁlﬂuam‘?}ﬂﬁum The

International Conference on Harmonizatioﬁ of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %58
6.3.2.%aﬁ'mumt,l,asﬁmmgﬂwuaumﬁmswﬁéﬁﬁm (In-house process) fidanaapsfi
ICH Guidelines %138
6.3.3.“17@ﬁwumLgagmmig'mﬂ"ﬂmmmﬁmeﬁﬁﬁmumlﬁuﬁ?ﬁﬂm f3ela M5
Vil AUUSENIANSENTIEEIT0MEY 1309 S8UAT1E1 ﬁw%’ugﬂgmumﬁuﬂ
(General requirement for dosage form)
NUYLNAY: 99 AMUARMAINIRGAUAI8181A DY (Active Pharmaceutical Ingredient

Specification) LLaswﬁmﬁ’mSﬁmﬁﬂL%mgﬂ (Finished Product Specification) AB987198991NH5

wenduwazaduifiendu &mL’;yum‘ﬂiajﬁm"ﬁwﬂﬁﬁl@ﬁwumaquig’\uﬁuaamﬁmﬁzﬁ

<
a o oa o ot = a o or.‘U

s ngiuimendify vie nandumendniog
7) dnumiidesusesanmsiiasen (Certificate of Analysis (CoA) Inenpsusenaume
7.1. dwmideiusemamsiinneninnfusend iy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Tnenasusenaume

o

7.1 1 dwnmldeuseswansiessningRumend iy vouwdaTngRuseddy
(Supplier )
7.1.2 dnmilsdieusessansiirsswingiudiendiAy vewndandasnmediiagy

(Manufacturer)

q/ / ﬂm“nﬁumiﬁwumwauaaammuﬂmanﬁmumm::
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7.2, E‘l"}Lumﬁaﬁa%’mawamﬁmiwﬁwé‘mﬁmsﬁmﬁu%gﬂ (Certificate of Analysis of
Finished Product) madpgwﬁmwﬁmﬁmﬁﬁméﬂﬁﬂgﬂ (Manufacturer)

7.3. nasvienanguiudumuduiusseningunsanesingiu (drug substance) 49
3.2 fuyunananvemdndneietd ey (finished product)

7.4, enansfiuandorvunuazaanisiined Elemental impurity #38 Risk assessment
report for elemental impurities muﬁisqlﬂumﬁ‘nﬁﬁu (ICH Q3D Elemental
impurities in drug products, USP <232>, <233>, <2232>, BP supplementary
chapter IV Q, Ph. Eur. general text 5.20

8) @NUNBNATHARAIHANSANIAIIUALE (Stability data)

8.1. dlunenasuanInan1sAnyimIuAIiisEeze” (Long term stability data) 117w 3
JuMINAER

8.2. @MUNNAITUARINANITANEIANAITAlUAN 18159 (Accelerated stability data)
119U 3 Junskdn

8.3. dUUNONAITUARINANTSANWT LR @ LN saR LU aela 1 YR /A NULER
UsgivSnanisinw (nsdlensin) (018

8.4. nsdhdueiinesarans ASoanauly InduienansnansAnsinuneandams
axanuaz/v3e Feans / ndudely Tufviaganeniey asunuuazaenRaRIRUNANS

Qs

fnfuen (In use stability data)

9) ﬁ'n,mwﬁ’aﬁa%'uiaawﬁmﬁ’msﬁme‘i’n%gﬂ (Certificate of Pharmaceutical Product) lawizan
thisrlulsznalng

10) A mdngIuA AN AYaINE RS MEN (Bioequivalence) lngransAnyIANANYAYDY
K& e (Bioequivalence) Lfulunsmaiimun ASEAN Guidelines for the Conduct of
Bicavailability and Bioequivalence Studies %58 Q'ﬁam'iﬂﬂﬂm%’aﬂisﬁwﬁwaLLasﬁ?}"JaﬂJyja
VOIS AN NITNTNEIT 15U TngamtunSavusnudnundrauyailasunisiuses
11 dnauanznssunseswazen atutagty (nsdllalvenuuuy)

11) @i sdesusesnsgiun1su URnumdninam 35n1si Aluvesu §inng (Good
Laboratory Practices (GLP) ’Lumﬁﬁﬁwnwﬁﬂm%aawaﬁﬁﬁqﬂizmﬂ

12) dmidsdedusoanaspumsifiusnviuaznssnesmamdninamsnsialumsfivinm
uaznszaney (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) AUDTIMMBIANTEE1IE1081UBY 3 MIUSTYm

14) ﬁ’nmuﬂ’ﬂﬁa%’uaadmmgmﬁawﬁﬁﬁms ISO/IEC 17025 Tusnemseniiiaua (@i

15) z—%L'mLaﬂaml,aﬂwmgamﬂ@%'umimiaﬂu Green book UINTUINYIAIENINITEINY (213])

ANINITIMINMUATIEAzISanuaTANE v NS
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16) dtunenansuanveyanislaTun1sussqlu Orange book 84 US.FDA. 38 Eurcpean

Medicines Agency (anfl)

7) nsailulyernuluunananinisfnenienann (Clinical trial) voterlulsswenefivanas

nanadinueseUSsuiisuiugiauwuukasanunluITasIenIsuRme (a1d)

5. Rauluduq

1)

2)

4)

a1y dsauneslitesnin 24 ey Tuainiudwey sndudienastusulunsdlfiden

WiBe 1 Juniandn uasfiienasduseuuanUdousufionsunenglujunisndntiy

gIAaInIsHanT densulvunlsanenuiasenesduimivd esusesuani1s3LAsIEv
(Certificate of Analysis (CoA))

o = a v = o i 4 A a = ! o
Q?J’laﬁ]mmﬂwu&amumaEJ'uEJ’]L;Jamsﬁﬂawmmqmmmmmmigaauamwmumwummu
FIUIUDF

mﬂ‘[iqwmmawuﬁmwmmmwmnwﬁmﬁ’mm LALH a&mﬁmmamﬁa’imﬂvmmmw rgj
mwmawamﬂmsmmyl.ﬂuw'suwmjaum’tmamluﬂﬁ'amﬁvwmmmwm wazaselus s

anandleTEvAuunlsweIUIa

U

nsalnlaleerdiuuuy (original drugs) axdesiitonansuanstausldvesefitiunissusesann
0 w =l 1 & o o U v [ s
AUMNUANSNTINNITDINISUATEN NLanIetuiTaudld Tamissede daviauly (e

3 i s 1 as c’.'; {74 - 2 e‘
gnuuUluvnnen I lun1sihwiwind sauvnsudnieunsideBlunainwasMenans

o

o e o [
e watenuvesriieululunmuussmeanssvssansisagy

v

HlEuas (v e Busaulne nidndyginaunsunivun fail

Y]

P 2

6.1. mnfimIguanvitasnannsingmaninisumeuamansiiasie widulung
WP

6.2. ntindndomensintgnGenifuuninemaralaed ineuamenssunsansiagen

6.3. NSAUNUUYMAMAWIINNER St sﬁﬁawéawa@{aﬂisﬁw%waLtaxmmUaamﬁm{aéﬂwﬁ
lnsugn

6.4. nstlfinaenssumsindunssuiaznsiniadneioenaindyfer lsawerviavesnidn

msastasnlursdnly
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Audnsunmedeyrtiuning vadssnm

BUUUszluAUTEBNSN N 851@1 (Price Performance) Usstaveniasl

fauus Ymiin (fovaz)
LannmussaautRndusslosunensianis 80
2.5 20
1. auamuazaua AR dulssTovddentssunts Gosas 70) Han13é
inausinsUssiiunaawanAuaiandeansiy AU
n. 52&@232&%—_ (General quality criteria) 20
1) aespumskanemuvaninasIinisanluntsnane 1.5
2) wnasgningAusendifn (Active Pharmaceutical Ingredient Specification) uaginmsgIu
2msm§$m4%4rmama (Finished Product Specification) 3
3) Eﬁwéﬂ\zm%im&mnd 2

4) wesgumaivinwueznszatssmumdninamIsnsirlumiuihwuaznszeen (Good

Storage Practice / Good Distribution Practice ; GSP/GDP) 2

5) WATHIUEEAS U 75

6) AnaniETBoUsHlerurensUfTRny 4

. 52,&@23?&54« (Specific quality criteria) 80
1) nedgrugunvmiedesusasamsiaTen (Certificate of Analysis ; CoA) 20

2) z%mamaabémﬁmgggéﬁmu (Stability data) 7

3) z%%m@Ebé%gésucﬂ@ﬁmﬂ%% Us3YnieILazaan (Package & Labeling) 3

4) aundenlunstidasnwiue iy (Therapeutic Equivalence) 25

5) nsAnw/ATeneadin 20

AMENITUNINMUAT AL BUALAYANAN Y BIaNTE

M AL RO 2 ., L€ | 3. aste L@\ ................ N3N

(un. N eyaLTeRsy) (ney.adian Tusing) ! (ngy.g¥a7 Alvyadn)

LA st U SEETUNTIUATS 2asde....¢



W 2 910 24

S 8) TBULBUTHENMNTIETTIINY UWARTN9TY 5
AZUUUTIN 100
v Y ' 2 W % W v & v ow v ¥ ad =
Jesazazuuulagldudnnisateuiudn (drsumiinlaeszuunsindedndneniasgiediannseiingd) 70
AMENTTUNIAVMURT U ABEALALANGNBEIANTE
e DRIINING | 14 T 1o 812 thﬂm&! ey RPN £ = 21 G mhum.w R Kbl Rty U

(uw. nu eyausadidn) (nty.adan Tusng) (ry. s dlnwdn)



,g,mg 3370 24

Fonsh
innusinsUssfiuqun wednsausien doaniiy AL
fl. 52&3@5;5&&& (General quality criteria) 20
1. | WnsgiunskAninavdninasiIsn1siintun1snine (Asuvysay = 90 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumneeniauewe @m\dm.gmw 0.5
museumsaTvasulneiinaiusestisiulssmalseninsa/daden (Fandaladanii)
1.1.1. 103Un15%U589 GMP-PIC/S 910 PIC/S participating authorities %58 cGMP 0.5
1.1.2. la¥un53uses WHO-GMP v3e 138’ cGMP ui3a e Tuvmaneiiiga9eiu AP 0.1
1.1.3. 1a3un"155U509 WHO-GMP %30 cGMP vt ualuszyvanedaau / lufionans 0
WARIN135UTe9 GMP (lilar5ns)
1.1.4.1n3un153Us83 GMP-PIC/S 38 WHO-GMP v cGMP fmsaeneneuulszneUsznin 0
7171 waglsiflionasuansnistuvereey wse liimdnguuanyiurunany (laifersan)
1.1.5. lulasums¥uses GMP-PIC/S wiie WHO-GMP (laifia1sa47) 0
1.2 Certificate of GMP Finished Product lumnaeniiausne aduanansuseuntsmsiadauls | 0.5
frafusasiivTulssmeadszninsien (iBandaladawnils)
1.2.1. la¥umssuses GMP-PIC/S 270 PIC/S participating authorities ¥39 cGMP Lag/vse 0.5
wiliAeuses@nsiam (Certificate of pharmaceutical products) a1 PIC/S
participating authorities Tuvsnmenfilaueve (nsdletien) wielnsunssusas GVP-
PIC/S andnina1unnenIsun1Ie 1 skasen
1.2.2. lafuns¥usas WHO-GMP vi3e cGMP v81 d,u.m%ﬁmzms lumnafifewesiu Finished 0.1
Product waw/w3e wilsdasuseandnium (Certificate of pharmaceutical products) Tu
vimeiaueny (hsdluihin)
1.2.3. lp¥unssuses WHO-GMP wluszynsndnau (aiarsan) 0
@/\ /l\ AMENSIUMIATMUATWASLDUALAS RSN WL LaVNE
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1.2.4. I¥uUms3uses GMP-PIC/S visa WHO-GMP %3 cGMP funengnouiulszniasznin 0

711 waghifiienansuaminmsiuvenoeny (liersa)

1.3 as@Adugmianmalssme sesdidumvtideSusewdnium (Certificate of 0.5

pharmaceutical products: CPP) vienthdaiusesnissmute (Certificate of free sales: CFS)

lumnaiiauee
1.3.1. CPP w8 CFS atuands (nwseunismsanae) nsdilonslidergnissusesdeiiusenin 0.5
Usynansinn vseduenimanluszinglng
1.3.2. il CPP e CFS w¥e i CPP / CFS fivuneny 0
2. | 1msgingAudiend1Aey (Active Pharmaceutical Ingredient Specification) uag 3

WnsgIunaniugie1duIagy (Finished Product Specification)
mmsmEqﬁEwamﬁﬁw%mxu&m: (AEUUYTIN = J8 2.1 + 2.2)

2.1 iwmsguingaudnendfgy (Active Pharmaceutical Ingredient Specification) ((Fandalada 1.5

idv)

2.1.1. nsdllasunissuseslusinigen (Official Pharmacopoeia) (iFandalatdani)

7

1) 87983 USP, BP, Ph.Eur,, IP JP atuaids (mutenansndunzideul) waznisensdaty 1.5

nesdlunlulunzifeusiiueue @5 7 o.01TH)

2) ©7989 USP, BP, Ph.Eur., IP P w&dm_,ﬁ@ (manenansTiiunzidovh) vitebuudlaly 0.75

'
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= o w Y oA = 'wy fy Mo, e = “ !
nxilpwsindueum (1 0.5 984 oy, melu 2 Jundiluliuniseudd wavtiuunlunoy

Judsznesian)

3) 81989 USP, BP, Ph.Eur,, IP JP adulminnuszne seumTen wazinlalungidou 1

ssueniGeusesna? (e.5 7 oy.01lf)
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Jsznansin)

0.25

5)

81989 USP, BP, Ph.Eur,, IPJP atudign visalmindiszane svysisnen wasunlaly

neiouimsuenen weds llgduudlylunzdousSuen

6)

91989 USP. , BP. , Ph.Eur, IP, TP , JP (atfumiusisienit sun.Usene) wazunlaly

= o o 5 = P LY
NBLUUMTUEIET (185 V1 98.01NG)

7)

97983 USP. , BP., Ph.Eur., IP, TP, JP (atfumaasnsnend sumUsema) waziiuunlaly

nzilgumiveum (@ o.5 18y oe. nelu 2 Jundslulnsuniseyd® wazBuunluneu

TuUsgnngien)

0.15

97989 USP. , BP., Ph.Eur,, IP, TP, JP (@tfuaiumisnendt sum.usznis) wazun luly

= O o x 1 # u\.ﬂ_. = o
zilsumivenuas wage Lledundlalunzideusiisuen

9)

BN ERTumnNUsEMamsien (ldnansun)

Aol u,:ﬁmém@%éom_mi Pharmacopoeia verUszinefiduaindnues The Intemational
Conference on Harmonisation (ICH) (tlawizaudn ICH il Official Pharmacopoeia
harmonization Ae USP, BP, Ph.Eur., JP., Ph Int.) smm&@%ﬁg:mugﬁwé In-house
process fidennaasifu ICH Guidelines was/#3a Pharmacopoeia General

Requirements (tAanvalavanis)

1

9984 Official Pharmacopoeia vaauszmAauT®n ICH waz/Y58 In-house process 7
#0AAaBINU ICH Guidelines nnvhva waswnlulunzdoudisuenZeuseanan Go.5 7
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2) 91981 Official Pharmacopoeia w83Usgineasn@n ICH waz/%3e In-house process i 0.5
aennaBsiy ICH Guidelines ual/las
3) 81994 In-house process flaennaosfiu ICH Guidelines AarszmARTEnUTFITe 0
4) 81984 In-house process fiaonnapafU ICH Guidelines fNUsEAAFT9187 (l 0
ARI50UN)
5) In house process lslgonadn/luidultmy ICH suideline waaluiinisduunla (L 0
NA5EU)
2.2 Eﬁmézmsmp_&%%mﬁi (Finished Product Specification) (iAendalntonie) mqmm&_mm 1.5
ssminmsasuuaslududuvsdosuuenasieduumsvaunly (WU o.5) siwioy
finished product specification lagaunlynouiutssamiseninsini/Faiden uazluinu 2 ¥
TWYsgnnTIng
2.2.1.nsilnsumssuseslumsen (Official Pharmacopoeia) (‘Gandaladanils)
1) 9184 USP, BP, Ph.Eur, IP JP atuage wes [asun seydiluvsidoushiuanun 1.5
2) ©1984 USP, BP, Ph.Eur., IP ,JP atiugaga wae agszuinduudlylumedousiuen @ 0.75
0.5 Aty oo, aelu 2 Juadsluladumsonst wavBunnlunewiuusenansan)
3) 87984 USP, BP, Ph.Eur,, IP ,JP m&dg woidly Llgduunlalungidousisuen 0
4) 81983 USP, BP, Ph.Eur,, IP,JP atuluinamseniasyysninen wae lasunisasyaaly 1.25
nudeuiiuenum
5) 91481 USP, BP, Ph.Eur, IP atulminaruseniassydisnen wag m@waﬂzgﬁ 0.15
nelouiven @ o5 it oo, melu 2 JuadilailaSuniseudd westuunlunewiu
Usegmasan)
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6) 91984 USP, BP, Ph.Eur, IP atulmingnsenaessyisen wndy lilgtuudlslu 0
nzideusiuen
7) 9wBs USP, BP , PhEur,, IP AalsemAsTURTIeT wae lasunisaudglungidou 1
Ffuenua
8) @zJama USP, BP , Ph.Eur., IP @nuUsenad u.c_%ﬂm: LAY @m..muizmﬁmm@%ﬂsm&mﬁ 0.05
fsuen (@ 0.5 918U o8 melu 2 Tuadlulaunseustd wartuunlunewiulsenia
97A7)
9) 9183 USP, BP , PhEur, IP aulsznaszysisen undsluldiAlrlumadousnsue 0
10) 81939NUAITIEN USP, BP, Ph.Eur., IP umatiusinii Usznaseusnsnen (laiwasan) 0

2.2.2. n3dlfylgSumissusadlusinaen (Non-official Pharmacopoeia) assgmunasauOfficial

Pharmacopoeia @mém«gjﬂaﬂmgwne@a The International Conference on
Harmonisation (ICH) (lewieszinmawn@n ICH 7 Official Pharmacopoeia
harmonization fia USP, BP, Ph.Eur, JP., Ph Int.) ) sm@mwméaspm%gﬁwé In-
house process .m_m@%mmid ICH Guidelines uae/%38 Pharmacopoeia General
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1) 8784 Official Pharmacopoeia U8sUsuinAgadn ICH wag/v38 In-house process 7

#0ARRBINY ICH Guidelines ynve wazwnlulunsidauisusniesusesuar o5 9

NONIUR
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2) 89d Official Pharmacopoeia vaaUssinAann®n ICH was/v3e In-house process 7 0.5
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4) 81984 In-house process NaaaAaBIiU ICH Guidelines FnUsznesnsian (ly

NATTEU)

0
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5) In house process luaannaay/luidulusu ICH guideline vieolufinisiuunla (lay

WNIIT0U1)

a e

uRsgIUMeieUfiRnis ISO/IEC 17025 (iFandaladanils)

3.1. lasunissusas ISO/EC 17025 Tusteniseniilaus anvuneususasiiudaie
nTvANeEEns Iy Wuay wariin1svnaeuaAIUNNIRen 11ENS1871879897 sus.Usenia

A
yinavuluunn

M o = v o A a o
3.2. lasunissuses ISO/IEC 17025 Tushenisenfiaus UNUIYaFH ATV (*97578/7:
avulvsinasenia seysi1s7e7 nmuanuiusesiuiiede wu nsuivetmansnisunve

sy

3.3, lalpfunsduses 1SO/IEC 17025 Ws1amseniaue

3.4. Wugnhnanmelszmedilaiunssuseanasgiu

x\_swwémdwdmma Good Storage Practice / Good Distribution Practice (GSP/GDP) (t3an
valadanis)

4.1, lasuni135uses GDP-PIC/S annuuiesususesiiudene vy SGS, BSI

4.2, ln5fun133Us93 WHO-GSP+WHO-GDP a1nwineususesiiuniede 1wy SGS, BSI

1.5

4.3. lafun133uUs8s WHO-GDP anvneiususasiundeds wu SGS, BS|

0.75

4.4. lpfun13Suseas WHO-GSP annuuienuiusasiiuiiate wi SGS, BS|

0.75

4.5 lllasunsduses GSP via GDP

WNSFIEERN I (1Fanda 5.1 %39 5.2+45.3 wsa 5.4)
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5.2 s1msefidnede oglu Green book iau1 - Tagu 4

5.3 NAMTITIATIEMENTAS MU 3 Lot a%%ﬁ&__sﬂu&m%sﬂ%m%é%ﬂ%ﬂ_mjme lng 3.5
yosUfiAnnT ISO/IEC 17025 Whailagwan

5.4. ludulusaiane 5.1, 5.2, 5.3 0

6 | anautAfiBeustlondransufdinu (Fendeladent) 4

6.1. nadiendn Ussfuwas Ussiuamnuau (Benvelnveni) v een i L=
6.1.1. U3sgluussafmneuus (natnasgrundusiusyy) uassdelastumiunsd 4
s UnduinuTzy) wegfimsseyliluussyfamdaey asuou
nsdlidugnfiussglunmen Saanszyles Lot No Yufueng ynq vuawees (unit dose) Uas
{ $h¥nusitensnstivseuudaem asuaay
6.1.2 &5#%?53;2 uanoasiunas (nsdnmssiundusiniusy y) wag/v3eUastu 0.5
Ay (nsdlnmsgrunduiiiuisy) fnsussgluussgiumaasia %?m%ﬂﬁﬁdg
ussTum szyewgluonansiiuen
6.1.3. \luenfiussgluwses finsussaluussginaesfusas (nslnasIUNFUMTUTEY) 3
dasitunruty (naglinmsgundesin$usey) deannszylies Lot No mﬁmam,_ﬂ N9 vieEee
(unit dose) sunu welal fdnvsfianunsatusenuudiagn
6.1.4. UssgluussRfaMmuNATIUATUARY (Muiirusiun e ddvaly) uaed amnseyde | 2
& a%dme 07, @1 1uu59) N WiBEeY (semi- unit dose) uasdl fadhusfiauisntue
grvuLinen
6.1.5. UTIqlLUT TR UNANLI AT LR U U (muiifuslugnueatAmnly) wasl aanssy 1.5
Joen &mzjmf Fown, Auuss) N9 Vinewee (semi- unit dose) uslaid Fdnwsitanansad
Uenuuding

By £
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6.1.6. UssgluusTRsuspsIuAs UM mualuR e TRTlL) 1
6.1.7. ussgluusTyAnmluasURIIA g IUsEY (uiidmuslunaeauTaniy) u3e lasiu 0

was (NsflaNeTEIuNdueniu seyussiuuas) (LiNanswn)

6.2. nInlenda /anv/endue (@envelavania)

B

6.2.1. \uenfifiuss amﬁmm_sé%b%&%?&@ﬂd%ﬁ N9 MDY (vial/ampoule/viaan/ 4
230) RAINTE d g1 Lot No Emﬁ@é A9 Veees (unit dose) ATUAT
6.2.2. \Ougn mn SumanuTnduintusyy E%E LanIE gz_d&sa (naaa) 2
6.2.3. ac%w__m:ﬂﬁ umaufinduiiusyy iasuaou 0
Fansén
inauainsUsziliunanmnEafnaiendeansiy AL
. LnUNAMATNLANTE (Specific quality criteria) 80
1 | waigadnuniwniisdeiusasmanisiasied (Certificate of Analysis ; CoA) 20

(PEUUUTIN = ¥ 1.1 + 1.2 +1.3+1.4)

L1, anudsiusyesnaigaununwisdosusenanisiinsensnendfy (Certificate of

Analysis of Active Pharmaceutical Ingredient) (Fantaladonil) =
1.1.1. COA Fnqfiu fviwas Supplier ke Manufacturer waziiuingRuiindnguiieni 25
1.1.2. flawees Supplier waz/w3s Manufacturer ve Tulaguniandaieiy 0
1.2, nafgaunmunmiidolusamanisiiaszniaeddey (Certificate of Analysis of Active e

Pharmaceutical Ingredient) ) ammﬁamwaw@ﬂﬁm@_ﬁgqs&&%ﬁ Active Pharmaceutical

AMENSTUNTTIVLAT I ARIALAS AN AN M ENL

emumm e TSP W | LT T o Nmzam W w h\ W L NITUNTT 3, aato ..
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Ingredient Specification miilaaaneiTeusos 19N IR TINM SO SUAZE NTENTN
FwrTguisyUTesual  (handaladanil)

1.2.1.9591U Active Pharmaceutical Ingredient Specification nin#ue a4 Supplier wag ik

Manufacturer waztimswanwalusluuuigg fiay (Was/vseuaniuanisansieiiu
UNITBLYY impurity Aigusanalnus@vlaiey Below Reporting Threshold (BRT)
%58 Below Detection Limit Uaguanmia) Reporting Threshold %38 Level of detection

Lludimsizvie) sniu Fue Physical test, Description, Appearance, Identification

1.2.2.7590U Active Pharmaceutical Ingredient Specification Nt Te9 Supplier #3a 6
Manufacturer uagiimsuansualugUwuusiuay (uas/viauanmamsainsiziluuieinds
L9 impurity &wﬁq%@q@:st&\ﬁm&%&t Below Reporting Threshold (BRT) 132
Below Detection Limit Uasianial Reporting Threshold #3e Level of detection Tulu

AATIzvien) e e Physical test, Description, Appearance, Identification

1.2.3. a39AU Active Pharmaceutical Ingredient Specification ynaua ava4 Supplier Laz 3

S tie

Manufacturer meﬁ:m@azmwﬁmdgd “Conforms, Complies, Not detected, N/A, =,

<” enKiU %8 Physical test, Description, Appearance, Identification

1.2.4. 93311U Active Pharmaceutical Ingredient Specification ynvus 89 Supplier Wia 2
Manufacturer Bmzjﬁmsazm.a_&migdd “Conforms, Complies, Not detected, N/A, =,

<” uALIU WM Physical test, Description, Appearance, Identification

1.2.5. g39riu Active Pharmaceutical Ingredient Specification ynvhua 984 Supplier w3a 0

Manufacturer ud Tuvedidauu Assay, Related compounds unu In1suasanaly

JULUU “Conforms, Complies, N/A, 2, <” (laWa150u7)

ARENTTUATITAVUAT WA BanUAL ANEN WAILIENE
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1.3. anuduiusvosmaiigaunainiwriideiusamanmsimsienandrisagy (Certificate of 2,5
Analysis of Finished Product) (t@anvaladauils)

1.3.1.COA finished product Mﬁmgamdmtmdzms__mmumd COA Active Pharmaceutical 25

Ingredient Specification

1.3.2.COA finished product llu¥mgfugunisnmisaiu COA Active Pharmaceutical 0

Ingredient Specification

14 naligaunmnmvisieiusewmansiinsznerdnSagu (Certificate of Analysis of Finished 7.5
Product) (t@andaladionils) uansasandasrevinoum mihulusam finished product
specification muiilasansideusiodningunaienssunIsemsuaze) nsENTNaII0IY

SeUTaELA7

1.4.1. @5971U Finished Product Ingredient Specification ﬁmﬂuﬁf@ wag dnsuanenaly
JUuwuvieY (as/vSeuaananisiins e Fluuiadom impurity famnsoneuy
sualelyu Below Reporting Threshold (BRT) w3a Below Detection Limit Uaziiand | 7.5
77 Reporting Threshold 5o Level of detection luluSinszvien) i e

Physical description

1.4.2. #391U Finished Product Ingredient Specification ynwave ust dnsuanwaluzuiuy

“Conforms, Complies, Not detected, N/A |, =, <” aniiu ﬁu,m@ Physical description )
1.4.3. »39MU Finished Product Ingredient Specification s:ﬁumw Fg?%&\mmi\esé%ﬂ
e 19U Assay, Dissolution, Related compounds agms mmd;m%zmﬁm%dc 0
“Conforms, Complies, N/A | =, <” (lawar5847)
2 | wafigalguaImnIsAnwIAUAL (Stability data) (iFondaladouids 2.1. w5a 2.2, ) 7
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2.1 naddenfgnduseadianunsinuasidala (n-use stability) twu 813a gr9inasinauly Wusuy 7
oy s Yoo ey 3 = -
W38 MINAFBUNIIANKUIATIIRYILAE/Y38 In-use stability Tueida tumy

(ALUUUTIN = U2 2.1.1. + 2.1.2. %5999 2.1.1. + 2.1.3.)

o e = o < a -
- 2.1.1.m3finw Long term stability (tandaladenile) wanisasiaiinssinanmdulinm 4
finished product specification aufilgaenzideuneddnaiunsisnssunisonmsuass
NIENTNAITTIUFUSTYUTOUE 2

g T

1) finsAnw Long term stability Fanmezdaiiv (Storage condition) g8nIuBY 3 JUN1T a4
wam et Wulumumersisualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) 3&&%&52?mjmé#msé ASEAN Guideline moaiuy Stability protocol
wie winguiilasuntseyiiiann ee. FiinamsAnunasusgenimuuslivuamn Tnedl
WaN13ANY On-going stability Yageitasuangen wazuanmannsaviwsymdy
Faav enutte ohysical description waxiivhnensNAEEUASUAIY FufITENT

91989 (1w USP, Ph.Eur, etc)

2) #n15@nw1 Long term stability fannsdaiu (Storage condition) @mgﬁm\@m 3 M_tjﬁ 1
wan ualshBulumavervualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) 3&ﬂmédg&ﬁ:dm:@#mﬁg ASEAN Guideline mmﬁE: Stability protocol
wio nénguilafuniseusifiann ov. iwamsinuasuotgendimhmslivuaan Toed
WaN137Anu On-going stability Yageiiesuaieen wasuanmansnsaie sy
e snuie physical description uasilawen1svadeuAsUEaY MufEnT

279849

3) {insAnwn Long term stability Aignmednfu (Storage condition) 8819use 3 ng 3
zm\g Wuldanuverimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

AMENTIUNTIAMURAS 98 rmmﬁ_.fmﬂﬂm.__‘mj UL

LT setimsssinnpa s ) FES TUR SIS m.m,_m@.....Q\‘NMP\....W...“...;:3&55 3. At %\E&Sd
(
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RH) finamsAnerasuangeniininualivuaain ualiifinans@nw On-going stability U
d1gniinTUYYT LauaRINaNINTIRIR I uiiey snushue physical

description uagfiiuan1smagouATUAIU AMURITIEN71984

4) fimsfinwn Long term stability Aianvidauiu (Storage condition) aensuse 3 M_q%d 1
wAn Hulunuveiinualu ASEAN Stability Study Guidelines (30 = 2 °C, 75 + 5%

RH) finamsfnelainsuargeniinmunliuuaain udlinan1sAne On-going stability T

d1gn uaziannansnsaviesmduiiaiee sniaufne physical description waedl

)}

o

FIVANITNAABUATUAIU MUAITIEIND19DY

2 g

5) fin15@nw1 Long term stability fannzdafiu (Storage condition) 9e79ueY 3 M_z:j |
wan Lulunvertmualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnuliasuargeniidvualivuaan waglifinanisfny On-going
stability Yange uazuanesantsnsninszaduiey snioufve physical

description kaziiiren1INARBUATUAIU MsFISI81918198

6) fim3Anw Long term stability fian1izdauiu (Storage condition) lainsu 3 FUNTTHERN 0
wiifiulumamarinmualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm3.Mmzd#umudwﬁmgmmécg.&dcwm\_3 wadinan 3An On-going stability T
GabL wazuanssannsaTnneduiaay snuue physical description waedl

WIVONISNAFDUATUAIY MIUAIS1817197954

7) fimsAnw) Long term stability famazdaiu (Storage condition) 8UBE 3 JUAIT 0.5

wEe waldduluanumeriusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

5% RH) finansfinwiasuangeiidvunlivuaain ualaiiinani1s@neg On-going

AMENITINTSAMURT was BuauasAMSN YN Y

e L N T UsEsungsuns 2.89%0... g
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stability Us1ge wasuanmanisnsiainszmdudiias anuie physical

description uagilranismagauasudiau musi1s1e171971989 9819UBY 3 JUNITHER

8) fns@nw Long term stability fian1nzdniiu (Storage condition) agnauee 3 _M_,csj 0.15
wdm wolsidulumurarviusilu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finans@nernsuengerdidmushivuaein udladfinan1s@nwm On-going

stability Uange wazuaninansnsiaiiazatu Conform, Complies, Not

detected, N/A enuue physical description wazdiiiven1svedeuasusiiu ma

fsnenitenads

9) #n15Anw Long term stability Taitfulunu ASEAN Stability Study Guidelines, @nw1 0
AsuBgETifnusliuuaen wikmenmadeulsinsudau mussenfionsds (y
W9715047)

10) fin1s@nw Long term stability Aiflmanisaneliasusiseniiimuslivuaain wisi 0

Wran1syeeaUliasuaUsUFITI8 7971981 weanan1sItas Izl LR LN

9198¢ wieliuanwwanisasaadenzhilludaan snauiive physical description

W38 laifinan1s@ny) Long term stability

2.1.2.015@nw In-use stability (Fondalnvonids) vy endn eriinaunould 3

1) mmﬁ%dmmdgﬁgiﬂégBgﬁséﬁ_ﬂu%xw%mjmid%Edmﬁ_szmdm%é 3

2) fwoyamsfnwiaruashuasdalanuiissyluenasfiueualinsunugn 0.5
GRFRERRE

3) EmmﬁmmjmmﬁBgt%m\ég&asﬁ 0

2.1.3 MIveasumMsTnLUInsaine (Splitting Tablets with Functional Scoring Test) wag/ 3

v3a In-use stability (Fenvalavenid): nsdlonda (Tablet)

ARUENTIUNTATVUAS U AN BYAUA S AMAN B LN Y

L USEEUNTINNTS N.maﬂm.:Q\MuW\A\w oo et NTTUNTT

37413

14380 ..

(uw. AU auausofdy) (ngy.adian Wena) {ney.a®9 dlnnidm)



ET 16 290 24

< P
Yan13IA

inaein1sUsEdiuannEnS st taandny AZLUY

1) Fnuvadinenle Winendsoauin Ginkuansala) wazin1smadsun1swnLuIAsSsinen 3

(Splitting Tablets with Functional Scoring Test) WSaNANINAADUAINLAIFIVOILIR
pnvinuuIn3adngn (In-use stability testing) ATUANTEVIUATENTI8 9B aY USP

20 US.FDA uag/m3a dinnsnagdeu impurities luenivinuus InevesufURns 1ISO/IEC

= = = =) L st !
17025 ﬁéﬁﬁﬂzzmﬁ #1358 UNANISANTIUIZENTNATDIEIANANLUA

2) Fnuvadinele Winodsesuin (Fnuueessla wazdnismedeunITRNLUIRSIEnE 1.5

(Splitting Tablets with Functional Scoring Test) WAZNANIINAGDUAINLAIFRVDILIR
gIMNLUIATILIREN (In-use stability testing) ASUANVBMMUATEIRITIBN9BY LU

USP %58 US.FDA wiliisinisnaaey impurities Tuenfvnuu

3) vnuvadaele WaeThifisesun Guveessle) uafinsveaeumsrnuuansine 1
(Splitting Tablets with Functional Scoring Test) Waz/RI2ANAN1TNAGDUANUAIN
YoalneAinLueRslingl (In-use stability testing) ATUANUYDRMUAYEIFITID1E

iy USP iS58 US.FDA

a) nsdvinuuadinels Wnedisesuin Fnuvsassla) ludnsmeaeunisvinuueniasing 0.25 _
lusinanmaeurunsh uladinsveseuauasiilnevesUfuRn s e
5) luflseevnnly ussnuvadieenle 0
2.2 nstienildsndunesdemunsinuns 0ol (n-use stability) ¥3penivinssinuusdinen luiive T

: v & =
vedlunasnidine wie gIuAUYa

M3finw1 Long term stability (Gandaladanils) Wan1InTI A IeiRan I dulvay 7
finished product specification #uillAsansideussa1inmupEns SUnITOMITUSZE
nyensEsagusUSeaua uantulununissmansensaiorsay (Foessy M3En
g7 WA, 2561

mEujmmtw_JmmJﬂﬂEuJmmwrmmsquaﬁcm\jgwrﬂeﬁu

U3gsI1unIsuns 2.a4%0.... _D\B

oo D NETUNTSG 3 8470 .. i 1IIHANS

P

(uw. M puauFefdn) (ney.aBan Lhna) (nay.is dnyada)




W1 17 90 24

o o
Fanim

inausin1sUsziliugunwaans st deaniny AT

1) fn13Anw Long term stability fanzdafiu (Storage condition) peaLaY 3 .%55 i
wan Suluaamedivuely ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mmﬂmméjn&tﬂmmji#msé ASEAN Guideline maauuy Stability protocol
wie wnguilauniseyiion es. flamsAnwiasuangeiimuunlivuaan Tned

Wan13Ane1 On-going stability Udngaiiasuangen uasuanmansnsaaiasemiy

(7
ar 2/

fAIlaY eniuiTe physical description wagiivhranisneeauAsUSIY mucIs1ET

974984

2) fimsfinw Long term stability fian1edmuiu (Storage condition) agnsuag 3 Suns 55
wae Bidulumauvesmunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) ndifiennnsasiunisdnunlamu ASEAN Guideline moduLy Stability protocol %30
wénguilasumseudfion ae. fflwansfnwasuangeniidtmualivuean Taoiing

N15@NW On-going stability Udrgafiasuaiaen wazuaninansnsadinnsmduiiay

o ¥ o

gnIURIYe physical description waslivhvanismageuasudiou murisienNensds

3) dnsfine Long term stability fanmezdafiu (Sterage condition) @m_\zm@m 5 M.ajd 55
wan iuluaramer ey ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansAnunasuangeniimmuslavuamn uslsifinamsiinu On-going stability T _
angainsuangen uaruanmamsnsIaTinssiudan snnufive physical

description waziifvenimadeunsufiiu musise1a198s

Amsfnu Long term stability fanzdaiu (Storage condition) puauat 3 M_gj 2.5
w&w Tiluluanuvarimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) dinan1sAnuinsuatgeniinivualivuaain walsdiinan1s@ny On-going stability T

£

ANENITUNTSATMUAT 8 Az BoAuaLALAN AT AW E

o ) i #@
LATD e cennrensenenen U TEIUNTIUNTT 2.89%0..... &4 .......... e 13THNNT SN N .l £ Ty LN3TUNT3

(ney.a Alnwadn)

(U, NI ayaudoddy) (rey.ddan Tusna)



Wi 18 97N 24

YBN15A7

ineuginsusziliuamunweand st Toanay AZLLL

ANEANATUDILEA LazuanNaN1IRTITIATIEMduALAY anuve physical

description wasdiivenisvedeuasudiy muiisenfionads

5) finsfnw Long term stability ﬂmbjum\?md (Storage condition) @m_ﬁ_m_\mm 3 M_ﬂ:\_m 1.5
wae Tadulumuvefivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmBmmzd,_amcm_,_ﬂm_‘_m%g%ﬁgw%3 waldidinanisAnyn On-going stability U
mgagmmm:mﬁmq LasUAMHANTATITIATIE MDY Conform, Complies, Not

detected, N/A #niuyawe physical description WazdivensvagauaATuaad s

Frseniiensds
6) fin15Anw1 Long term stability laiilulumna ASEAN Stability Study Guidelines, @nwn 0
Asuangiimuualuvaain unilfvenisvaseukinsudau musiseniionds
Wa75047)
7) lufiienansnis@nu Long term stability (lu/fia75a47) 0
3 | waiigudaunwresnvuzusseilduiasn ussgAnsiuazamn (Package & Labeling) 3
3.1 MurUssy war aaniinuasiBenpsamituns Deue, 3
3.2, Muurussy w3e aandneasdunnssmuiitunsdeuen 0.5
3.3. MUUPUSSY way aanilswanden lunse anditunsdeuen 0
4 | anuwihdelunisiidashuniuvendunuy (Therapeutic Equivalence): (As4uusas = 9 25

4.1. %59 4.2+ 4.3+ 4.4+ 4.5)

4.1 Jugfuuu 25

4.2 anuviniigunuysandunssu (Pharmaceutical equivalence: PE) visandunssuauya il 5
U 9 e = o ey = @ ! o o = et
ghendingiienu Aluiaauwss weeguuuuguseniu lesnuasgiuseivunimiiouiu

Wewsuwnnu (Aanvelateil)

ﬁ\ v\ AMENTIUNITAMUATIBA B LA AAN B ZIONTE
= - al
05T T oo SOOI, |- 12 113 2.84%8 § HEFH Rk 3. 898 e e NTTUNTS

L 2 - = =i -
{(un. nu ayaudafide) (ngy.adan Ws1na) (pey.adisn Alnadn)



¥UY 19 370 24

= P
U TaF]

naginIUszliuguWHEASusiuTaansiny

AU

4.2.1. \Qusadgyniinnumnifeaduivenuwu: denasiigauneauisaasunnuen

aunuule (evdsmnuesiunlarienatsisesdulunistunglouenluu/enandy wuu

ASEAN HARMONIZATION)

5

4.2.2. luflanuwnifieanandunssuivennuuuy

4.3 HaNgAUAMAWANN-ANNAYIINAATUANE (Bioequivalence) (1Fandalatanils) (Azuuy

594 = (P9 4.3.1. + 4.3.2.) %59 4.3.3 )

10

4.3.1. lunsdinendugunuuivszmaluiinsfinw@aauga (Bioequivalence) (lFandalado

wile) =4.3.1.1 +A+B

ferams =<4

R i

4.3.1.1. ¥3789un15ANYT Bioequivalence wulusnu ASEAN Guidelines for the
Conduct of Bioavailability and Bioequivalence Studies Eﬂdm\_ﬂgv ﬁmwm_mw
nMafneTUsEansae wasToauyaTesAnfume NTEVTIAEITED LASHA
SN Taasya KunsRITTANLAE T Use TN nauAMEN TN TE I TIAY

87 NIENTIENTTUEL I gaziBenniuiineauey gl

1) ATIVINTLAULNYIN Parent compound wag Active metabolite

2)  Yhmsfing in-vitro feeding tube iiefigrunisustlingnlumie NG Tube

nyflenninneauUffivee AB sewmaluil

A. 13849 Enantiomer (15an A1 %59 A2 ¥59A3)

A1, 1Jugfludl Enantiomer

= < o = ¥ 3 5
A2. 10uen?il Enantiomer Sinsvihasfine auveaniivun ASEAN guidelines
for the conduct of Bioequivalence studies (Revision 1,march 2015) 50

Guidelines on the Investigation of Bioequivalence (European Medicines

Agency)

ARENSTUNTAMLATERTEURLAY R uENYsAN Y

LARD o e USESIUNTIUATS m.mama:im&w“ﬂ: L i DVISHRTS

(uw. Miv syausedde) (ney.aden Tusna)

(nay.a¥37 Blnwadn)

NITHNI3



W1 20 990 24

= v
VATTTIFT

5E&:,_ﬂ:u_ﬂw%E:Jszmsmgﬁﬁmmmgm& AZILY

A3, el Enantiomer walafifinnsvinisfinunly samerviug ASEAN
cuidelines for the conduct of Bicequivalence studies (Revision 1,march
2015) %38 Guidelines on the Investigation of Bioequivalence (European

Medicines Agency)

B. mwduiusvesennstuniigedu (tBan(iaan B1 w3a B2 w3a B3)

B1. méjeﬁmz%m:jmsmg%%

B2. uenil awnsiinasion1sgady dnsvihnsfnuluanngdienmis

ondition) MuvaA1NUA ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) %38 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

B3. ueni ewnsiinadonsgadu dnsvinisdnyiluamsluaninzenains
(fast _condition) snuvanum ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) %38 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

8.1.1.1. TI899un15ANe Bicequivalence luiduluniu ASEAN Guidelines for the 0
Conduct of Bicavailability and Bioequivalence Studies ¥38 filanisAnwia

UszAvSrauaraauyavasndadumen nssnywassagy (lWwesa)

4.1.1.2. Tuflwnensigauammnauauyavomdadung Tunsdlfendugliuud 0
UsgmeluiimsfinwidrauyalBioequivalence wiauandfalny (awmzideueni

“NG” Anv) (Iusiarsas)

4.1.1.3. mnvhnsanndauyaludsunalnglaevesujiRnsueauivn 0
a.1.2. véninasismsiinlunesuiinas (Good Laboratory Practice (GLP)) (Gonvelavewily 1
ﬁ/\ J\ AMENSTINTSATMURT IUALBEALAARAN wIEIEYE
13 ma&m L AUTEIUNITUNTS m.manm.m ............. ?N: A0 ST 1 ) B 2 e 1] NTIUNTT

(um. niu ayauSoRd) (ney.adan Tusina) (ney.atsn dlninde)



w1 21 a1 24

al v
UIITIAT

wnasnsUIsiiunua R AN MR B Yed iy AZUUY

3
o= e o/ = = e

4.1.2.1. FdwumilideduseannsgunsufiFiaumaninamisnisnalunasu jisnas 1

(Good Laboratory Practice (GLP)) lunsifivinsfinundrausyalunisssime

o es @ a e

4.1.2.2. laifidnumiiofuseunasgumsuiiRmuvdninaeisnishifluvesu juinig 0
4 A o = = !
(Good Laboratory Practice (GLP)) Tunsauiivinnis@nundiauyalunisseie

visavimsAnwlasuSdnadEntes

4.1.2.3. imsAnuntavyalulszmalnslagaodudovusnudnwdiaugyanuiteie 1
Y3alasUNITFUTe9RINENI T NIUAIENSIUNITOIMSULAZEAS D

ASLANYIAIARTNITUWNY

4.1.3. Tunsdlfiendugduuuiigneniulupesinnmsfinu@iauys nouanuendIsnu 10

UszdvSamuayanuUaaniuunsen Ly Bioavailability study idunu

4.2. shun1ssusasdiienisussyasluenaisidetield (Bendaladavile) 5

4.2.1. Wugwuwuy viie eradyilasuussalu US.FDA Orange book nsealasunisiusesann
EMA Manuisaildounnuginuiuule danuwmdieulunmsthansneniuennuiuy 5

(Therapeutic Equivalence)

4.2.2. Wusauwuuvieeiadny lsetendndun lusildesenandndumeianiylnung

A lunsT s AugAuLUL (Tha Orange Book) ’

4.2.3. lufinans3uses Therapeutic equivalence 0
4.3.1anansrnfuen cdandaladenis) 5
4.3.1. ueuuuy vie Sveudlyvessn mufilndueytfanditnaunnenssinisesuas 5

v i
=

¢ Annflauduennuuuidmneglulssmalye uaziivayadug insuaiu Weatuayy

m3lwgreensaumgng muuuvnslumIdminenasmivemuvennase Ly

(ASEAN Common Technical Dossier : ACTD)

AIENITUN TS MUATIEAZIBAUESAUISN YUBAN 12

e AU SEETUNTTNANT N.m&w.....ﬂ o\W b TSRS

(uw. Niu suALSaRde) (npadan Tasina)



ET 22 910 24

= P)
YIITTIr

nuFinIsUsEIIUAMATWNARA N BT DAY

ATLEUU

4.3.2. fupudlyvede smunlaiveutandiinnuanenIsunisomsiaye) AnAauiven
AusuunImuslulsewalne we ladulusmy wunvslunsisyienaisiifuenanu
YaANAIBLTBL (ASEAN Common Technical Dossier : ACTD)

3

T 17

4.3.3. vauslwuewn munlaiusyd@onddninuanznITUNITOMITHALET ABENIIEINULUL

dayauszansnmlumsinen n1sfne/Adeneedin (5.1+5.2)

20

5.1. n1sAnw/Aen1endiin  (tFandelavanil)

15

@t

5.1.1 g19uLUU NLEnwana1snIsIven1eeadnaulseavsnmnaganudasndevaeenlunis

Qs

fnwr muvauilyvessnlaiueudd

15

5.1.2 Wunffionansiuserredalaayndnieaiu gasdisudeniu egfvanwaaieniy

2 '

Dmuduﬂﬁ.._mzmswrmuﬁudﬂﬁﬂgbgﬁ Youdla voAIIETe Vel UARIAU BIRULUY

15

L.U.Dm

5.1.3. gandy NaAnw/Adeendiineuussansninieramnnlasadevaselunissne A

yaudlyresen wWisuwsunvewusuululsendlye Alasumsanuwluansaisnis

= =

1 = o w ! & . - k] o =
NSENNELATAISISMANNLTEHa taednisAnwiuussna Ul (Fanvaladanids)

5.1.3.1.38m3f@nwduiuy Well-designed Randomized controlled trial

15

5.1.3.2. 33nsfinwnduluu  Long term follow up RCT

10

5.1.3.3. FmsAnunduwuy Comparative studies WUy Cohort studies (prospective)

5.1.3.4 msAnwnduwuu Comparative studies Wuu Case-control studies

(retrospective)

5.1.3.5. FBmsAnwndunuu Descriptive studies wWuu Case report/case series

v
e

5.1.4  gnandny NiAnw/A9en1eeatn wuu Well-designed Randomized controlled trial

E\Eﬂ_mumsmbgﬁ5@&3\3Edmwﬁm\mﬂma@#ﬂﬁ\dwﬁd\w Bgﬁémd&.&éwamq Wlsueuiuen

aukuy Tutsvvalve walulasunisfiiunluansansmanisunmesasanssaay

ARLENTTUNTSAMUAT B AL BRUAL EUAN vaIIaW Y

.......................................... UsEsunssunIg by IO W/ RO 34 1
(uw. Ty oyaudeRie) (nyaan Twsna)

............... Wi NTIUATT

(ney.afisn Blnyain)




W1 23 990 24

- FanTsen
inausinnsusuliuguawrAnTsiendeansiyy AZLUY
5.1.5. §Anw1/ATemenain udldlaiauieutuaauwuy 0
5.1.6. lufins@nw/Ademendin 0
5.2. Uszaunsainisldnnsadiin (Bandeladenila) 5

5.2.1 muiluszaumsainslaenieadinlasalumsdne hiwunesnumsinenmslafis g
Uszasanouss lulefumsToaisudossyansnm YssAvisnavase
522 mufiuszaumsumslusninseainlasalunisinw ualinuivgnisalamenisamis 1.5
Sulumslagoneaudouen galden wumsnunsiieeimslifvsvamienss lasuns
souFouiFesussAnsam UssAvbuauest mm__m,z
5.2.3 yufiuszaumsamsluendnenddnlaralunsinu wanummnisalamgnsemiey 0
wumlugihensaFous vgaluen wusenumaiaemslafisssaasenss 1nsuns
soufeudasUseAvinmm Ussdvanavess uusyd wide luiussaunisaimsloeniinney
5.2.4. wwe/ndwns wudymiluBenunn selavevisimelud -20
- wutlsgIAin1sBenfuely Lot firdauszninsimn
- 3.%_.%35_,@émgédﬂ@ﬁé#uﬁgﬁmwéﬁ:z%mﬁ%wc
- fiuseiRgnnenudaminunmlunsondnfunenmun miazgHEn Y0INTENTINEISISHEY M
(Green book) U
- wulguilan nnanedpuREadumies newssuysdifinnsandsemasian v |
60 1u
- fisedinsgarsnudymamnnidumedneasnes snmssyly/slven
5.2.5. wurwdndnmiiaue anamanszmiludes sndewosmesrasiusiifegludafonin | -10

6 | szuvausuinasialessNn uinwineu (Fendeladonil) 5

S\ ABUENTTUNINVLASE BRIBYRLA sRAAN YL AL

- “ wa w o N
L USEEUNSIUMS 2090l I e i HFFEA G TS, [ 2 SR TN

(um. Miu auauFafds) (ney adan Taléna) (ney.av51 Blndn)

L

H.wa&“w




e 24 3710 24

N Forsan
inausinsUsziiuguawrAnS usiendaaniiny ATIUL
6.1, USEMilloNanIUTBINITAUTINAMNITEFITULNYARING TINVUENIUAILNATY 19U PREMA, 5
TPMA Aiflenansuansuazinslsyiiuasuaiu
6.2. U3 laidLonan T3S Ia US NI e TT UL YARING 0
AZLUUIIN 100

2. 511 (Sawaz 30)

suUsmusinazgnussiiuuaslvezundagssuundindadnaunaigmedianyseting (Electronic Government Procurement; e-GP) wansutiydinana

ATEVITHNITAN

=
1.84%8

EE:D,MmE:jaqﬁzsﬁmm:r@egm f AN WS RN

v U TS ETUNS TN Mmﬁam _M y\% 4 W LTINS

(uw. /U ayaSeaRds) (agy.aden Tusna)

=l
3. 8978

(A

G571 Alvnuidn)

el 1 98NTT




