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ARIANBALIANIZYDIEN
201812: Clopidogrel 75 mg tablet

1. aauautanaly

il
1:4

1.3
14

JUluY
druuseney

Wugufiamdeuilau (film coated tablet) dwsusuusznu
Tu 1 Win Ysznoume clopidogrel bisulfate %38 clopidogrel hydrogen

sulfate (Fotos) equivalent to clopidogrel base 75 mg

AYULUTIY
287N

U539luunelnaiin (well-closed containers) UaafiuaIadu
- WR9ET © SEUYBNTAN YeaTnI9eT YUINAINLTY TUnaABIY LaUTiNGR

- naeden : Lena1smiueIUsIRluNaeden waruUNIYULUTTY B819UBY
FDI5TYTRYIMTOYNINIAT AIUUTENBULATVUINAIINLTIY YT LAY
nas Judueny wasiaunzileumiuen Lidaau

1.5. nsnaasuanantanily

1.5.1. Aauantfves Tablet INsUaniNa/n13m533 Universal test Aasialuil

(uw.suns anwalanen)

99 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 to finished product specification or
/Related substance specific test (2.1)
s e . (Fessreaunaiofianunnndn Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<2325,<2335,<22325, BP supplementary chapter v | ¥i1181940) : 11159533 heavy metal I audisiuasurimun
e S auUszMAlusRINYUN
5 | Dissolution test Complied to finished product specification or
specific test (2.1)
6 | Water content Complied to finished product specification or
*ipsany3ina water finavi iiAaufn3en specific test
hydrolysis dananaA1uAIRIvadEn clopidogrel
7 | Uniformity of dosage forms Complied to finished product specification or
(USP) specific test (2.1)
8 | Uniformity of content (EP2.9.6) Complied to finished product specification
/Y 1
LAWO conseeLovvisrinflrrssessssenss 3 090 e L N33UN3

(ney.adan I:swqa) (ney. 31 Alnwdn)
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1.5.2. AnuauURvad Active Pharmaceutical ingredient SimMsuanina/n15ms1a Universal test

Sureluil

) Test Acceptance criteria

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. | Residual solvent (cH qsc (rs-6), uspa2 Complied to Active pharmaceutical ingredient

s et et or specifc test (22)
2. pruanUANImaila

Nam’im’gﬁm’iwﬁﬂmmmﬂuwmu finished product specification Wag Specification of

Active pharmaceutical ingredient (AP)) fig1981nundesifuatiuiieatu Jaldaaneilouse
NNUANZNITINITOMIUALE NTENTNANITUGY TaELnFYiFURlEEBeiouuatud
Weuwimelminiunnsgrunduiiuladsunil aasnansgnssansisagy (389 sEyis
g1 WA, 2561 asTudl 6 Sunau wa. 2561 (@sUszndlusiRinamunwiud 12 quaius 2562)
uag seysTen @UUI2) wa.2562 aviudl 3 nangas 2562 (@esUsemalusaRsnguneaiud 26
nINGIAN 2562)

2.1 Finished product specification (USP43, In-house)

4@ | Specification of finished product Acceptance criteria
USP 43 In house
1 | Identification
A. UV absorption UV spectrum: UV spectrum:
corresponds to corresponds to
standard standard
B. HPLC The retention time : The retention time :
corresponds to corresponds to
standard standard
2 | Assay 90.0 to 110.0 % of 95.0 to 105.0% of
labeled amount labeled amount
W/ AMENTIUNSAVUATIBAXBEALAL AN WLLANE
Laa‘?’fa .......................................... U351UNITUNT 260%@% ........................ ANIIUNT N3IUNT

(Uw.suns anwalauen)

(ney.adan Wisna) (ney.a?51 dlnwidn)
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98 | Specification of finished product Acceptance criteria
USP 43 In house
3 | Uniformity of dosage units Meet the Meet the
requirements requirements
4 | Dissolution test* Not less than 80 % (Q) | Not less than 80 % (Q)
of the labeled of the labeled
amount of clopidogrel | amount of clopidogrel
is dissolved in 30 is dissolved in 30
minutes minutes
5 | Impurities
- Clopidogrel related compound A NMT 1.2% NMT 1.2%
- Clopidogrel related compound C NMT 1.5% NMT 1.2%
- Any other single impurity NMT 0.2% NMT 0.2%
(excluding clopidogrel related
compound B)
- Total impurities (excluding NMT 2.5% NMT 2.0 %

clopidogrel related compound B)

2.2 Specification of Active pharmaceutical ingredient (API) (USP, Ph.Eur.)

% A ; Acceptance criteria
U Specification of API
USP 43 Ph.Fur.10.0
1 | Appearance - white or almost white
powder
2 | Identification (USP)
A. Infrared absorption IR Spectrum: corresponds to
standard
B. HPLC The retention time:
corresponds to standard
C. Reaction of Sulfate Positive
3 | Identification (Ph.Eur.) Carry out either tests Tests
A, B,DorTests B,C, D
/" ANENTIUNIAMUATIgAYBALALAMAN VLAY
] )
1.aﬁia .......... /)/ ............... UIL51UNTIUNNG 2.6\‘1“8.8 ...... %’/" .................... N3UNTT n33UNIT

(un.suns anvalaue) (ney.adia1 Wsna)
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Page 4 of 8

= Acceptance criteria
U9 Specification of API
USP 43 Ph.Eur.10.0
A. Specific optical rotation + 54.0 to + 58.0
(anhydrous substance)
B. Infrared absorption - IR Spectrum : corresponds to
spectrophotometry standard
C. Enantiomeric purity Complied with specification
D. Reaction of Sulfate Positive
4 | Assay (on the dried basis) 97.0% - 101.5 % 99.0% - 101.0 %
5 | Impurities
- Residue on ignition (USP) NMT 0.1%
- Sulfated ash (Ph.Eur.) NMT 0.1%
- Organic impurities
® Clopidogrel related NMT 0.2% NMT 0.2%
compound A
® Clopidogrel related NMT 0.3% NMT 0.3%
compound B
® Any other impurity NMT 0.10% NMT 0.10%
® Total impurities NMT 0.5% NMT 0.5%
- Limit of Clopidogrel related NMT 0.5% NMT 0.5%
compound C (Enantiomeric
purity)
6 | Heavy metals - NMT 20 ppm
7 | Loss on drying (USP) or NMT 0.5%
Water content (Eur.Ph) NMT 0.5%

RUYLIAG) NMT = not more than
* 91290 Dissolution wag Uniformity of dosage units TAluULonNaSLaAITI8ALLEYA
a '3 a)l ¥ v a ‘ﬂ‘ [ LY
NANNSAS2BAIIEY N lwisseasBeamiuaiavlilulu COA
- NSANIANLLTBULIINITIU (Waive) N1TATIVABUILATILWSI8NITHN LATULARS

lnanvangusainalsueysiiche

- Drug substance specification #313019NlUIATIEVBIHER drug substance %38
TudiAsevt drug substance vaaguanendusagy atulaatunis Feiinsnsae
Ansgsinsunnideiitivue

3. N15UsZUAIUSEaNSAINHa31A1 (Price Performance)

/\/ AMEATTINIAMLATIEALIBUALALAMANYIANE
LR | S Useswnssuns - 2.a9%e....... .4 i AP ot N3IUNT B4 AT st Y oW i NIIUNS

(uw.suns dnvalausn) (ney.adan Wisna) (ney.q%51 dlnwde)
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S18aLBUANINLENANT 1599 NSUSEIUAIUSEANS A WABS1AN (Price Performance)

4. WNE1SN Y IUN1SNIITUN

Lonansnlglunsiatsangun e TS IAuIeNaITNTaNTTYMINELaBNETAUEIAY

fanalul

1)

3)

...................................... U3EEWNTIUNT Zm%a..‘..‘u..“.,.....,f../...;...........‘.nsiumi N
(un.5uns Anvalauen) (ney.adan Wwsna) (ney.a%51 Blnwadn)

duenalsmiuen Nwvg was/MIoNw8Ingy
wunwing: lunsdidlveduiuasdesiiionasuansteusldvoseiiunsiuses

MndinnuAugnsNITeIsHaren uansinentuiideudld denisseds devuld
disuuidugsuwuilurnegldlumsinwindy wagiinisseydemnuidounsidenls
Tutenansmiuen
ENATIWARITIAINULAANYBINMLLUSTY (Wt uaznaesen) AuiildtunsTeuly
durdvetungidousiuen (wuu v.e.1 vie 8.1) asunnnii wiousvazidunna
dnwauzlanzeewdiiigiuaztoimuauinsguresisnsiiaseen (Finished Product
Specification and Analytical Procedures) itunzifeuld Tnedasdnedaiueniiusenie
NIENINAsITUaNSUTEmIBInIinINUsEN A

nugIWg: n3diegEninsveildsuuvanuileisinssiuasdedmuaunsguld
aonndaInuiITETUsTMAYUTBIVTaRTENagared N UANEASINNTOIMSLAZE
Tuuudiudvsudludsuuvasmenslunafousiuen (wwu ne. 9) wie duundve
uiludsuuamenislunsfewiiun Wuu 8.5) inwieufuse
dunluddynstunsfousiiuen (Wuu vie.2 vide ne.3 vi3e vie.a w3 8.2 udusnsdl)

4.1.1.nsdiwanlulszimelne (ne.2)

4.1.2.nsdgnhidiemIutsussalulsemelng (ne.3)

4.1.3 nsdifienindranssusene (ne.4)

weine: nsdifinadsunvaudludTuoygnuazanuiingn Wuuvdundweudly
Wasuuasmenslunsadoumiue wuu ne. 9) wie duumveudludsuulesiens
Tunzifoushivsnfafugiuoynnuazanuiingn (W o.4)
duumifsdesuseswnnsgiunisndniniundninueiisnisialunisndnen (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Tnenuaeau PIC/S participating authorities aUUA1dAAINTBUNIINTIVEBY ANANITTUTES
felutszmausemanandidnnseiind lumnaiieadestueiiiaue Usznause
5.1. dnumisdesuseunaTgunInanemumdninasisnisinlunisuaningausen

d1fgy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. A milsdesusewnTFIUNISNARENMMANINANISN A TUNSHARNE R FrueTen

d1593U (Certificate of GMP Finished Product)
Tunsamdugnindransssene guandesiidnumddosusemansig (Ceraficate of
pharmaceutical products, CPP) #38%194805U509n159 M"Y (Certificate of free sales,

/ ANZNITUNTSINUATIALEEALASAMEN YILIANE

NIIUNT
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CFs) lumnaeillaueny atuagamuseuntsnsiaaeulneinaiusesdieTulsenmasenan
378
7) 1nsgIuveten vuaqunInIngAudlIe1diAty (Active Pharmaceutical Ingredient
Specification) uagwinsiauwiendnsagu (Finished Product Specification)
7.1 duurunsgruingauiiedrfny (Active Pharmaceutical Ingredient Specification)
wazNInsgIuNaniaeia1dniagu (Finished Product Specification) tneszysisngn
(Pharmacopoeia) Mldg198ansTiangilasanasguegsiosseadulunudorimun
LagunIgILYeInTiaeilumaeiladsemids muUsnAnsENTaIsITaY
504 52U
7.2. @1 drug monograph ‘U@dﬁgﬂﬁﬁﬂ’lﬁﬁﬁ@ (Active Pharmaceutical Ingredient) Wag
wansiauiendnsagu (Finished Product)
73 nsdATe gAuAI81d1A sy (Active Pharmaceutical Ingredient Specification) 3@
wansiusiendnSagu (Finished Product Specification) liusinglusingen (Non-official
pharmacopoeia) fauansdnguiefinnsgiuvesnsinseiiuluamudeniade
Tasioluil
7.3.1 o muanazanmsgruvesnsianeilusinevesUssmaiiduaindnes The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #3©

7.3.2 fofmualazanA T IUYeINTIATIEEHER (In-house process) Tiaenndosriy
ICH Guidelines %39

7.3.3 dofmuauazanesyuhlureaimsiinsginivualilushsien sseila s
YN INUTENANTENTNASITUAY 1389 TURITIEN ﬁm%’ugmmumﬁguﬂ
(General requirement for dosage form)

NU1BLNY: ToR1MuUAANAINTAAUFI81d1A%y (Active Pharmaceutical Ingredient
Specification) uagndnsiawiendnsagu (Finished Product Specification) A158198431N61157
Wertunazaduidentu snduudnsdidmnoidedvuatazinnigiuresnisin ey
wzingAusmendify wie nandurednsagy

8) dumiladesuseranisiasiey (Certificate of Analysis (CoA)) lngsiasusznaumiy

8.1. dunnilidesusemamsinseiingaumendfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP))) Tagsasusznaunie
8.1.1.dwunmilsdesusemansiinieiingaumenddny veuniningiudiendAny

(Supplier)
8.1.2. dumilidesusosmanisiinsziingausendifty vosunanndndeiendsogy
(Manufacturer)

8.2. dnumilidesusewmanisitnsisindndmaisnd1i5agu (Certificate of Analysis of
Finished Product) vasinannansiaeiendnsagu (Manufacturer)

8.3. wnanstuduanuduiusssninsgunsndnveingiuiiendfiy (drug substance) wag
Jumsnanuassdniasiansag (finished product) Aldlumsnanenguiidsey

9) ALUNBNATUANINANIIANYIAINAL (Stability data)

ﬂmzﬂssumiﬁmumwazLﬁmmua%ﬂmﬁﬂwmmww

Use81UNITUAT 2.83%9....... %r? ........ N33UNTT 3. A9V oo i‘Q .................. N3NNI

(un.5uns dnvalanyn) (ney.adan lasna) (ney.g¥51 Alnadin)
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9.1. ENUNBNATUAAINANITANYIAIUAITEELET (Long term stability data) $1uau 3
- JUMSHER

9.2. 1L UNBNANTHANINANITANWIAINAIATUAN 12159 (Accelerated stability data)
WU 3 JUMITHER

9.3. duitenansuaninanisanwiiiuaniinerannsainuladineld 1 9a /duuiuans
UsgdnSuamssnw (nsdlenwdin) (i)

9.4. nsdlduniidesazans Adeannould Tdnunenasuanisinumauasingenis
azauuay/v3n 1o / wdulald ludvhazaienneg asudulasaennassiulonans
AAuen (In use stability data)

10) dwuwmilidesusemdningiendnuiagy (Certificate of Pharmaceutical Product) tanizen
udntulsemalng
11) dumangIuaNauyavesnaninien (Bioequivalence) Ingran1sfinwAuayaves

HARA9E1 (Bioequivalence) Lulunudarivua ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies 38 filonsAnw1@rusedndnauasdrauya

YoInAnAneiEn nsEns1EsIsagy Tnsantuniomienufnuiauyailiiunmsiuses

0 drinnuamenssuMIaskase) atullaguu (nsailildensuiuy)

12) dnumiedefusesuinsgrumsufuAnundninueiisnsialuesufUanas Good

Laboratory Practices (GLP) lunsdiivhmsfnun@rauyadissuszine

13) duumiidesusennpsgumsfuinuuagnszangemumdninaeisn s lumMaAuTnw
waen3za881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flawesineiesdarinegeneetoy 3 mieussine

15) duumiidesusounasguiesUfiinig ISO/EC 17025 lusenseniiaus (61

16) dLunenansuanstayanislasun1sussgly Green book vensuIneransnIsuwng (Gni)

17) &nunenarsuaniteayanisiasun1sussylu Orange book ¥84 US.FDA. %38 European

Medicines Agency (§13)

18) nsailalyenduuuusiosuaninisdnymianadn (Clinical trial) vesenluuszmalneduansds

HanepdtinveseTsumeuiveTuluukas ALy asMeInIswng (§d)

19) MIBUINATUFITUNUNIUAINUTZNIAANTTUNTNAIUITZ USG50 NUTNTIEEITN
1PUNITANATUNITVIBE1VDIUTEINALNEY WA, 2559 ©TDUT8TTINDUY NAAAADINY
Usgne (83))

5. Joulvdug
1) eweslongmaslitiosnin 1 U fuaniufidaeuen
2) smnavnisuanidaeulvunlsaneuiasgdesdiuimiisdefusemanisiiasiey
(Certificate of Analysis (CoA))
3) fueazdesiiludusensuasuedeslndnunengriailoifiansidonaninnoud muamniy
U

/ ANZNTIUNIAINUATBaTIBEALAZAMAN YIEIAN L
%}\ o Z)
1.a\1’“ua ........................................ USLsIUnIsunNIg 2.6\1%9 ................... e (Y . NITUNT 3 ﬁﬂ%a ......................................... NIIUNTT

(uw.suns anvalauen) (ney.adan s na) (ney.aT51 Alnwan)
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a) mnlsmeruranuiymaunmanadnsusiuardeimsdmsiaiolinsginuan
Imhendndaeisnsduliuinvevaldislumsiinniaunimen wazdsenlusuoui
gnduiinseiAuLAlsweIuIa
5) fauesm(Euie)fusenlisndndygiteuasuimun il
5.1. MININMSquRTIRIATRRINNTIieImansnsunnguanan sinseildiduluniy
1INTFIU

5.2. nsdinAnfasievinigniFonifuiunniommslasdiineuenynssinsenmsuazen

5.3. n3dinulymAmnmannwansusifiednasieussansuauasaiuasnsusiogtasi
lasuen

5.4. n3dfnMgnssUNISIdUNIsULarnsUTRRReenan Tyten Tsanenutaveunian
msdsdeelundeinly

A{ ANENITUNIANUAT AL BEALAYAMAN WEUTIANE
1.6\1%@ ................................. U3e5UnTIUNS 25\1‘%8%}'\ ................ A3ITUNTT ATIUNT

(uw.suns anvalauen) (ney.adan Wahnna) (ney.a¥51 Alnwde)



AudmsunndUayartiuning vausznu

i1 1 970 20

wuuUsiuATIUSEANS AN 351A (Price Performance) Usetnngiadl

fuUs dwmiin (Javaz)
1 ganmuazanau A Iulselovddonasuns 80
2.5 20
1. punmuazauautAndulsslovdseniesnuns Gevaz 80) Fansdn
inausinnsUszifiuannwrAn usiedaanilny AZLLUY
n. SE&@E:.E.\._.J.E (General quality criteria) 20
1) 1ATFIUMIHARSAUMENINAUITIENSARIUNSNEREN 1.5
2) WnIpIngAusIend1Any (Active Pharmaceutical Ingredient Specification) Lags1nsgIu
nAnsuie1d15a3uU (Finished Product Specification) 3
3) WaspIUNIVRIUURNS 2
4) wesgIuMIAUInYILaENTEIBIAIMENINAIE NSRS U LA nsE e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) WINTFIUNERSTUN 7.5
6) AuantRTBaUsHlovtReMIU TR 4
. INUNANATWANE (Specific quality criteria) 80
1) wadigauaunwniisdesusemansiasigii (Certificate of Analysis ; CoA) 20
2) WalgauAMNINNISANYIANAL (Stability data) 7
3) HalgINANNNYBINTULUTIRTdNNAYY UsTfusitagaan (Package & Labeling) 3
4) anuviniisslunsttasnwiuenauiuy (Therapeutic Equivalence) 25
5) n1sAnw/Aenenain 20
6) TUUBUTUNANITUTITU UANTINUY 5
I TUUUIIY | 100
Yavazazuuulngldvdnnsaasimiin (dhethwiinlasszuunisdadadndrsnmasgiaedianuseiing) 80

\ AEATIUNITATIVY Mgmmurmmsrrmuﬁgm\jégurQSJu
l\ . 7\7

................................... UseeuUnssuNIs 270WUD. ke e e VS AN

(un.suns anvalaue) (ney.ada Ws1na)

30D 5 s w& ..... M ...................... ATINNT

(ney. a1 dlnwadn)
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- %
UYBNI1IAN

inaugin1sUsEiuAuM WK EAT uTIB1 Yoy

ATLLUU

n. 52@3232&.“_5 (General quality criteria)

20

daat .L

5sd.mé:dzmsSsé.smmSeesmsdsm?:dzms3 (ASUUYSIN = U9 1.1 + 1.2+1.3)

15

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tuvsiaeniliauauie atuanan
ANNTUNITATIvdUlneliNaSuUTRID T UUsENAUSE NN 1A /AnLaen (1dandaladanils)

0.5

1.1.1. 195Un155U589 GMP-PIC/S 1A PIC/S participating authorities 138 cGMP

0.5

1.1.2. 195Un155U599 WHO-GMP %38 38 cGMP i3awiauivin Tluviaiaiiietaanu AP

0.1

1.1.3.1615un135U599 WHO-GMP %38 cGMP visaifisuiin wsiliissymnndaau / ludienans
wanIN135UT0Y GMP (liwersasn)

0

1.1.4. 1§5un3¥Us84 GMP-PIC/S ¥ WHO-GMP %38 cGMP fivsmangnouiuuszniausznin

12 -5

57101 waglidfiienansuaninistiuvesenis e lidvdngiunansiuvaneny (laiwersas)

1.1.5. lul@sun155use9 GMP-PIC/S %58 WHO-GMP (lsiwa15a47)

1.2 Certificate of GMP Finished Product Tumsineniliaueue atuaiaaniussunisnsivaeulag
o o = o - =
fnasusesteiulszmauseningia (@anvaladanils)

0.5

1.2.1. lasumssuses GMP-PIC/S a1n PIC/S participating authorities 158 cGMP Waz/%#3®
nilidesusoInansim (Certificate of pharmaceutical products) 910 PIC/S
participating authorities luminaenfiiausvie (nsdenthidn) wieldsunissuses GMP-
PIC/S 2MN@tinIUAMENITUNITOIMITUAZE

09

1.2.2. 195uM35U399 WHO-GMP %138 cGMP %84 Useinaghan lunnaiiiiettesiu Finished
Product Way/%3e nilsdeiusesnaniue (Certificate of pharmaceutical products) Tu
NINYINEUOVIY (NTEENLTN)

0.1

1.2.3. 1#5umssuses WHO-GMP ualiissymnadaau (Wersan)

1.2.4. 1#5Un55U503 GMP-PIC/S 30 WHO-GMP vide cGMP fivunengnsuiulsymeuszna

=

5101 wazhifiienasuaninistuvesieniy (lWwesas)

................................... UsE51UNIIUNT 2D e
(uw.5uns anvalauen) (ney.a@an |

\AT\ ANENTIUNIANLYTWAUBYALAT AUAN UZIRNE

................... NITUNTT
5na)

(ney. 451 &lnwdn)

N33UNI3
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=
9ilg)

2.1.1. n3ailasunisiuseslusinaien (Official Pharmacopoeia) (idanvalavanila)

Fonmsdn
inausin1sUsziliunnnwrAn st o sy AZLUY
1.3 nsdifidusnindrandsUsena Fesdidnumihdosusewdndne (Certificate of 0.5
pharmaceutical products: CPP) Wienthd@asuseanisinuiie (Certificate of free sales: CFS)
Tumnnefiiauey
1.3.1. CPP w30 CFS atuaan (91useun1snsI9deu) naliionyvilergnissusesieiusema 0.5
Useninsinr viedusindaluusemelne
1.3.2. lifl CPP w38 CFS vido 1l CPP / CFS fiuneny 0
2. | masguingiudedfey (Active Pharmaceutical Ingredient Specification) wag 3

WnsgruNanfnugiardnsagu (Finished Product Specification)
Avrsamsenarsn1siunaioy (Asuuusay = 99 2.1 + 2.2)
2.1 wwsguingausiaendnfy (Active Pharmaceutical Ingredient Specification) (sdanvalnda L5

Nzidoumsuswal wade lgguuniylunzideusnsuen

1) &2983 USP 43, BP 2020, Ph.Eur.10 , IP 8,JP17 atiudga (muenansivunzideuld) 1.5
wazn39198etiy eesiiuilvlungilouimiueuds (e.5 7 oy.oyslR)

2) 983 USP 43, BP 2020, Ph.Eur.10, IP 8, JP17 atudrgn (mauenasnuneideuld) | 0.75
Gl D. = o o ¥ I n-n. = | @ M Yo e
wietuuilulunzidoudFueuad @ o.5 1By sy, nelu 2 Vuadslailasuniseylds
waztuunlunauiuyszningian)

3) 91983 USP, BP, Ph.Eur., IP JP atulnsinitusema seyssnen uazudlvlunzideu 1
AsusFeUseaw He.5 71 08.01R)

4) §1989 USP, BP, Ph.Eur., IP , JP atiulminiusema seysisnen wavduwnlalunedeuy | 0.25
o v I D__L | 7 M Yo e P ! L%
Asueuad (@ 8.5 18U o8, nelu 2 Yusdalallasuniseudd® wazuunluneuiu
Uizninim)

5) 1983 USP, BP, Ph.Eur., IP,JP atudge ialusindiusenia szusinsnen uwazunluly 0

6) §1981 USP., BP., PhEur, IP, TP, JP (atfumussnend sun dsenie) wazudluly

neiloumiugua (8.5 1 ay.0ullR)

Egnnmmtjx_mmgﬁtsmgmmurmmsqumgm\zdnzurmﬁgu

...................................... U3e571UNTIUNT Nmaﬂmﬂa\ml i svmimnanNITNNAS

(un.5uns anuealauen) (ngy.adan WwSna)

(ney.q¥51 dlnwadn)

N33UN1T
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Fan15A1

inaugin1sUsTiuAN WA BN Yo E3lRY AZUUL

7) 1989 USP. , BP., Ph.Eur,, IP, TP, JP (atfumssingieny sus.Usenia) uazguunluly 0.15
neilausisueuds @ o.5 Mo oy, nelu 2 Yuadalilasuniseud® wazBuwnluneu
Juuszningian)

8) 91984 USP. , BP., Ph.Eur., IP, TP, JP (@Uum1uM51819 sun.Usenie) wazwnlaly 0
neidoussuennan wide ilgguunlylungdousisuen

9) ®BIITIEatuAININUsENAs1en (laiwansen)

2.1.2. 103§1UABIRUOfficial Pharmacopoeia yosUszmailuaindnves The International
Conference on Harmonisation (ICH) (2w zau713n ICH 7 Official Pharmacopoeia
harmonization @& USP, BP, Ph.Eur., JP., Ph Int.) smwmm@mgscsﬁmugsmwé In-house
process fidenndaariu ICH Guidelines uaz/w3e Pharmacopoeia General
Requirements (Gantaladonis)

1) 97994 Official Pharmacopoeia 183UsztnAaNTn ICH War/wse In-house process 91
aannandIny ICH Guidelines nn¥ata wazwnbulungideumsusseusasnal Ge.5 9
98.913RA)

2) #1984 Official Pharmacopoeia vasUssineasndn ICH uaz/u3e In-house process i 0.5
aonndasriu ICH Guidelines wsiluldduurdlalunsideudsue

3)  $1984 In-house process fidnndaifiu ICH Guidelines muUsznIARITIEIUTTE 0

4) 9184 In-house process fiaonndosiu ICH Guidelines snduszmesingen (i 0
W50U7)

5) In house process liaanndas/luifuluna ICH guideline wiolifinstuudly (i 0
N5041)

2.2 psgundnsitsiedn3agy (Finished Product Specification) (sandaladanide) nsdliiog 1.5

M&SU_»ZD\NMNQmwmﬁkQQQED—N.QB%E“%E@Q&\@«:ﬂw\wmbmﬁMSW@%QFQQDQMQQRQKN& (Wuv ¢.5) HQSW\QE
finished product specificatior. lagvaunlynauiulsenimdszningin/iaaen uazluiiu 2 U al
UY5¢NINTIAY

2.2.1. nsdilasunissusesludisien (Official Pharmacopoeia) (tanvalavanils)

seuamr:d%szmﬁmmsm%smuaemzniensfn
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ATLLUU

$1989 USP 43, BP 2020, Ph.Eur.10, IP 8, JP17 atualan was lasunisenadiiu
NEUYUMTUEILED

1.5

81989 USP 43, BP 2020, Ph.Eur.10, IP 8, JP17 atiugga was agszuniteduunlylu
veileuiiven @ 8.5 18U ae. aelu 2 Yurdelailasuniseuld® uwasduunluneutu
Usen3ans1A)

005

91989 USP 43, BP 2020, Ph.Eur.10, IP 8, JP17 atug1an usda laflgduusloly
NeIlgUMSULN

81983 USP, BP, Ph.Eur,, IP,JP atuluanaiusenaseysinsien wag [asunisoyalaiu

NeLUuumMSUE LD

1:25

81989 USP, BP, Ph.Eur,, IP atuluuninusemaszysisen uag egsevnineduunlylu
nzileusisue @ 8.5 NP ae. nelu 2 Yusidalailasuniseudld wavtuunluneauiu
Uszningimn)

0.15

81984 USP, BP, Ph.Eur,, IP atiuluundruseniassussen wids lulaguudlelu
neilyusmuen

7)

Nh\ﬂ\ Q-

87989 USP, BP, Ph.Eur., IP _uusemessysmsnen wag [asuniseyadiluneideu
AU

8)

97983 USP, BP , Ph.Eur., IP p1uusemiasyysen uae agsewineguudlylungideu
fuen (@ 8.5 NPy oy, melu 2 Yuadalilasunsewd® waztuunluneuiulsenia
31A)

0.05

9)

91983 USP, BP , Ph.Eur., IP suuseniasyysingen widalulgualylunedeusmsuen

10) 198991315181 USP, BP, Ph.Eur,, IP wiatumni Ysemaseysisnen (binansan)

2.2.2. nsailulgzumssuseslusiigen (Non-official Pharmacopoeia) 810155 U0

Official Pharmacopoeia vasUsznaiiduaindnues The International Conference
on Harmonisation (ICH) (tlawigUseinrandn ICH %4 Official Pharmacopoeic
harmonization A® USP, BP, Ph.Eur., JP., Ph Int).) %38T0fMUuALAZUINTFIU In-
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house process Mi@onAassiu ICH Guidelines way/#3e Pharmacopoeia General
Requirements (taanvaladanili)

1) 91983 Official Pharmacopoeia U83UsenAauN%n ICH waz/%30 In-house process 7
a@annanany ICH Guidelines nn¥da warwnltvlungidousmsvanseuseswar (.5 7
98.9ULIR)

ATLUU

2) 9184 Official Pharmacopoeia 189UszinAau®n ICH waz/%38 In-house process 0.5
denAdaIfy ICH Guidelines usiluladuurlylunsdoudisuen
3)  $1984 In-house process fidonAdaIU ICH Guidelines masznAisIENU1aTe 0
4) #7984 In-house process fidanAdaaiu ICH Guidelines sniuszmessen (L 0
NA0U7) =
5) In house process lsigoamass/liiduluaa ICH guideline wiolifinstundla (L 0
NATUN)
3 | wasgumaiesUfinng ISO/IEC 17025 (iFandaladanils) 2
3.1, [¢¥un13¥uses ISO/IEC 17025 Tusremseniiaue Mnvenuiusesitideds wu 2
nsuAnemansmsunnd Wudu wariinsmedeuasuynhidanusmsnenddd sundsenea
minavulmini
3.2, I35uUn135us84 ISO/IEC 17025 Tusremseniliaue ysgaganusmseiiensds (s151e7: 1
atulmind1Wsena szysis1e7 Mnmhenuiusesiiidetio Wy naaiveneansnisunme
Hudu
3.3. Lilgsumssuses ISO/IEC 17025 Tusnenseniiiaue 0
3.4, Hugnhidhnnaassmaildiumsiusesnasgiu 2
4 | 41M3§IUN13TUTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (idan 2
daladanils)
4.1. 1¢¥uns$uses GDP-PIC/S annwthsaudusesiiidede wu SGS, BSI )
4.2. 1#5Un155Us09 WHO-GSP+WHO-GDP annwithsaiuiusesfiuideds wu SGS, BSI 1.5

32u3mmt3\_mmgsc9ﬂmmurme3quJEm\Din:uEﬁgu
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4.3. 1¢¥un13¥uses WHO-GDP 91nviheauiusesiiindedie 1wy SGS, BSI 0.75
a.4. 1$¥un3¥uTes WHO-GSP 9nviiienuiusesiiinidedie 15u SGS, BSI 0.75
4.5. Lilasun135us09 GSP %38 GDP 0

5 | wasgrundain (iFende 5.1 u3e 5.2+5.3 wie 5.4) 7.5
5.1. Wugnduwuy (v
5.2 emIeisisede oglu Green book wdu1 - Yaqiiu 4
5.3 HARTIVIATIEAS MY 3 Lot. (Emsnsaviiasgiasunnihdenasiineiiensds) Tae 3.5

YU URnS ISO/IEC 17025 Alaflgudn

5.4. Lidulumuide 5.1, 5.2, 5.3 0

wa a wa

' <
6 memrcss,mmimuﬂea&sm:\_émgsﬁ (Handaladanil)

6.1. nsdlendin Jestuuas ostunruiiu (Fendelndevils)
6.1.1. ussgluussSitlastunas (nsdianmsgrundusiiusy) waz/vietlasturiutunsd 4
WnsgIULNdUISUIEY) waslinissryliluussyiuetaau asuiiu
nsdlduenfussqluussen famnseyiienn Lot No Sufiueny ynq wihetes (unit dose) Uaz

6.1.2 \updalaussguas uwisioslasduuas (nsdlinasgrunduisusey) was/vmiatlasdu 0.5
ALY (NIRINRSFIUNFYRSUTEY) HMsUssluussadaeanuiivue waliddinsseylivuy
Ui seylanizluenansmiuen

6.1.3. \ugniussgluuneen finsussgluussgiuidasiuuas (sdnasgundahivazy) 3
fosfunrudy (nslnasgunduiiuszy) gm%ﬂé&m% Lot No Tudueng w9 vihedey
(unit dose) AU ualsiid Frdnusiianansativaeuudine

6.1.4. UTTTIUUTIRIIINNATTIUATUSI (MufidvuslunuanTanily) uae &wmimé&@ 2
g1 (Fannsdn, Toen, A1LTY) N9 mhega ( ) uazdl sadnusiiansaivs
1uUEINEN

%\ ALY Dmmtjdﬂsscgmgemegmgﬁm Emcmnim:crmﬁgz
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6.2. nTMNEIAN /61U/819u° (HenUslatanii)

Fansén
inausinnsUsziiugunER AN Tasiy ALY
6.1.5. UsTqlUUTI AL RTEIUATUR U (Mufidvuslunuaiily) wazil aannssy 15
Foen @Fensdn, Toen, muse) yne mieges (semi- unit dose) uslaid fhdnwsiianunsod
Uaenuuiing
6.1.6. UsITIUUTI TAIIRTIUATUS U usluAaEL TR LU) 1
6.1.7. ussgluusTafausiliasunisnasgiusyy (uiidmuslunuad@mll) u3e litdesiu 0

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

6.2.1. \Wueniflussyiasinaiinduiiuszyasuiiu vng mieges (vial/ampoule/viaas/ 4
10) aansyyden Lot No Juduey nng vihetes (unit dose) Uiy
6.2.2. \Wusiflussaiariauiiinduiusey asudau e el (hdeq) 2
6.2.3. \Wusiiflussgiamiauinduiiussy hinsuiu 0
Fonsdn
inasinsUsziliunn mEnSusiendesniiny AT
. INAUIIANWIANIE (Specific quality criteria) 80
1 | nafigaipuaimmitiidaiusamanisiiasei (Certificate of Analysis ; CoA) 20

1.1. anuduiusvesmaigaunmunmviiideusesransliasiziiimenddey (Certificate of

Analysis of Active Pharmaceutical Ingredient) (s3andaladanila) i
1.1.1. COA Yagiu fiviavas Supplier uay Manufacturer uasituingiuiindnguieaiiu 2.5
1.1.2. fllaw1gwas Supplier waz/13e Manufacturer 38 Wlygumskantiediu 0
1.2. nafigaununmviiideiusearansiiaszidendfity (Certificate of Analysis of Active
Pharmaceutical Ingredient) ) 2@3qm&Sﬂmﬁﬂw&gﬁgz&t?\%& Active Pharmaceutical e

Ingredient Specification muilaaanziTyugoa NN IUpalENsSUNITOIMITUNLE) ATEYITHN
™~ 2 v - =3
§15750gUSEUToua 7 (1aanvaladenils)

/ ANENITUNSAIMUAS IDAZLBUALAZALAN YaUEIaNTE
= - —
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1.2.1.a5977 Active Pharmaceutical Ingredient Specification yn#ta w4 Supplier wag

Manufacturer wazfinswananaluzunuusiney fva (Uas/v3ouaninanIsin szl
unsTItuhl impurity Aa1a150naknusaavlaiyu Below Reporting Threshold (BRT)
%50 Below Detection Limit UazuaniA Reporting Threshold %39 Level of detection
luludimsizvien) snriu %ate Physical test, Description, Appearance, Identification

T4

1.2.2.059U Active Pharmaceutical Ingredient Specification ya¥ita v83 Supplier #3a
Manufacturer wazdinsuansualuguiuuiaiey (as/visuaniuamsinsiziluyniade
L9 impurity dansonaunusaayldivu Below Reporting Threshold (BRT) 59
Below Detection Limit UaziamiA Reporting Threshold %39 Level of detection Tuly
AmsIzsie7) Bniu e Physical test, Description, Appearance, Identification

1.2.3. asarfu Active Pharmaceutical Ingredient Specification )a¥ata 71sva3 Supplier wag
Manufacturer @.mmd:msazmﬁtmi:dd “Conforms, Complies, Not detected, N/A, >,

<” AU T Physical test, Description, Appearance, Identification

1.2.4. 759U Active Pharmaceutical Ingredient Specification nn¥ata vas Supplier usa

R

Manufacturer F&m:dpm%zmﬁcmdzdd “Conforms, Complies, Not detected, N/A, 2,

<” gNLIY WIVe Physical test, Description, Appearance, Identification

1.2.5. p5arfu Active Pharmaceutical Ingredient Specification ynata v Supplier 38

S e 2=

Manufacturer uf lusdeddmidu Assay, Related compounds tWugu fin1suansnaly
sULUU “Conforms, Complies, N/A, >, <” (liia15a41)

1.3, anuduiusvenaigainunimmisdesusemanmsiinsgienduiagy (Certificate of
Analysis of Finished Product) (i@anvaladawnils)

2.5

1.3.1.COA finished product Tg¥ngausun1sndniiiedfiu COA Active Pharmaceutical
Ingrec’ent Specification

2.5

1.3.2.COA finished product ll¥ingaugunisuanineiu COA Active Pharmaceutical
Ingredient Specification
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1.4. waigadnmunmmilideiusesmanisinsiziendisagy (Certificate of Analysis of Finished 1.5
Product) ((Fandaladanile) wan1snsavinsrzvinaunmdulum finished product
specification suilAeamziTeusoaInIIuAAIENTSINI150IMTURZET NSENTNEITITAGY
ISYUTOYUA?

1.4.1. @591V Finished Product Ingredient Specification S:&u&@ waz fdnsuansnalu
JULUURLEY (Uae/M3auanduanIsanTIziluuiadely impurity 1150 MAUNY
sralavlaleu Below Reporting Threshold (BRT) %38 Below Detection Limit 4agkamy | 1.5
A1 Reporting Threshold 3o Level of detection luludiasizvien) wsnviu e
Physical description

1.4.2. @391u Finished Product Ingredient Specification )n¥ve ua dn1suanwaluguuuu

“Conforms, Complies, Not detected, N/A, >, <” gnIu WUe Physical description .
1.4.3. 531U Finished Product Ingredient Specification nite s lutadfgynudis
#1 19U Assay, Dissolution, Related compounds Wusu maj_,_,wmzzm,gmdpdd 0
“Conforms, Complies, N/A |, >, <” (luwarsas1)
2 | nafigadannmnsAnyIAuALAA (Stability data) (Fandaladaonids 2.1. 3 2.2.) 7
2.1 nsdienisndugedinunsivasdeld (In-use stability) Wy e1da enfinauneuld (Wusu 7

= @ o ] = = < & v
NI NTNAFADUNITUNLLUIATILIIAYILAY/IAID IN-use m.mm_o_:q ,Tx_m#u,_s Wuau
(AZUUTIN = Y8 2.1.1. + 2.1.2. #3599 2.1.1. + 2.1.3.)

= s - = a ¢
2.1.1.n15fnw" Long term stability (@andaladanile) nanisnsavinsizinanimduluny 4
finished product specification sruwilasaneideusioaIdniIuAnenssuNITomMITHaze)
NILNTNAITITUGUTYUTDEUA

1) fin1sfnw Long term stability flan1izdaLiu (Storage condition) agnatios 3 Junns 4
wan it Wulumadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsditanansaiun1s@nwiléniu ASEAN Guideline #oawuu Stability protocol
vide vdnguitlasuniseyiRann e, flinanisAnwiasuengeriidvual iuuaain Taodl

HANN3ANYY On-going stability Yaga uazuaninansnsadinseiidusiaay snviu

AMZNITUNITAINY gmmurmmssmumg ANWUZLANE
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Wide physical description LaziifToNMINAOUATUAIU MUFNTIEINONIBY (1
USP, Ph.Eur, etc)

2) §in1sfinw Long term stability fianizdaufiu (Storage condition) atnaties 3 Junis 1
nan_walildulumiudermvunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3difiansnsaiunisAnuléiniy ASEAN Guideline $faauuu Stability protocol
vide vdnguiildfunisewiann es. MinansAnwasuangeriimmualivuaain Tnedl
HANN3ANY) On-going stability Yarga uazuanmansnsInseiidudiay sniiu
#%e physical description waziiftenisnaasuasudiau mudsendignads

3) iM3ANYI Long term stability fiannzdafiu (Storage condition) 884ty 3 JUMNT 3
nan_Uuluanudeaiivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmzdmzﬁ\_smdm,&%mmécgﬁdtmmé ualaiginan13@ny1 On-going stability U
adn Lazuanawan1snsaviansiiludaae eniuiite physical description wazdl

7

9
MONITNAFDUATUAIU AUAISI8NND19D4

W
finsAnw Long term stability fidan1izdmifiu (Storage condition) aghsiias 3 JUMS 1
nan uluanudaiinualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm3%:@#&35\_@@;&%5&&5@83 waginan13AnY) On-going stability U
4180 uazuAnINaNINIITIATIAduREaY sniuiide physical description wawdl

PUBNTNAEDUATUAIU MNUFITIE171D19D4

5) fmsAnw Lone term stability fian1zdaufiu (Storage condition) aghsties 3 JUNTT 1
nan Wuluanuderiviunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finansdnuliinsuengeniiivualiuuaain wazlifinanis@nw On-going
stability Udga wazuanmanisnsvimsziiludaiae eniumde physical
description warilWdenismaaeuasudau musiseniisnede

6) SimsAnw Long term stability fian1zdafiu (Stoiage condition) Linsu 3 FUNTHER 0
uardulumuderiviunaly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finamsAnulinsuargeniivualivuaain wiinan15@NY) On-going stability U

e
Emcunmmtzgmm\EﬁsﬂcmurmmsrpmuJEm\Din:uEﬁgu
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d1ga uazuanman1snsiviasziidudaia eniuiate physical description uadl

Y

ademanaaeuasudiau mudeNesd

7) finnsfnwn Lone term stability fian1azdafiu (Storage condition) aeinatios 3 U3
nan woldiluluauderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) SiwansAnwasusigeniimvuslivuaain waliifinan1sdnw On-going
stability Uange uazuannan1snsidinsziiludaua sniumde physical
description wagivhdon1svaaeuasudau musnenfigneds sgstdes 3 Juniswan

0.5

8) fins@nw Lone term stability fian1azdnuiu (Storage condition) aginatios 3 JUNS
nae wildiulumuderiivualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) SinansAnwasusigeniimmualivuaain uelifinanisdneg On-going
stability Uanga wazuaninan13ns9imsziilu Conform, Complies, Not
detected, N/A sniiude physical description wazdHIToN1INAAOUATUAIU FN
M3e7igaBs

0.15

9) dn1s5AnYT Long term stability Taivdulusna ASEAN Stability Study Guidelines, Anw

v Y

asugefimuualivuaain uiliiatenisvaaeulinsudau musisennensds (i
W915047)

18g1NAMUAlIULRAN 3Bl

10) §insAnw Lone term stability fifikanas
vhdonsmaaeulinsudaumumseniiends wanansinzsilaimiunisinasii
51984 viseldudnsnan1snsaaasziduiaay uniuiite physical description
%30 lulinan13@ny) Long term stabitity

2.1.2.135Anw In-use stability (Fandaladonide) iy erda eriinaunauls

1) fiteyamsAnwianuasivuylaldmunsyyluenasmiveiasuiiugnansazay

2) fieyanisdnwanuasvaslalinunseyluenasmiveuslinsudiugn
ansavany

0.5

3) lLififeyanisfnwianuassiuuslaly
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2.1.3 msvadaumsinuUsadadinen (Splitting Tablets with Functional Scoring Test) uag/
%38 In-use stability ({@ondolateni): ndlodia (Tablet)

3

1) Fnuvadeenld Weenfisesuin Bnudsrseld) wazinmsnageuntsinuuaniadngn
(Splitting Tablets with Functional Scoring Test) Y3BHANSNARDUANAISIVDILLIN
g1nLUIA3aEingn (In-use stability testing) ATUAMMTDAMUUATDIRITID1IBUTY USP

w39 US.FDA wuag/v3a 3in1sveaeu impurities Tugnivinuus Ineviesujumng 1ISO/IEC
17025 lyilagndn w3 dnan1sAnwiusednsnavesenvinuys

2) Fnuvadinenld inendisesunn Ginuueedsls) waziimsvageuntsinuusesadine
(Splitting Tablets with Functional Scoring Test) LASNANIVNAABUAINAIRIVDILIRA
eNTinuUIA3asingn (In-use stability testing) ATUMUTBMNUATEIRITIENIBY (WU
USP 58 US.FDA ugilaifinisviaaeu impurities Tuendiwnuua

1.5

3) Fnuvadinenld dineladfisesuin (Frudsedals) wiiinsnaaeunmsinuuiniadine
(Splitting Tablets with Functional Scoring Test) WaZ/M3BANANIINAABUAIIUAIAT
vouinefivutendadingn (in-use stability testing) AsUAINTBAMVIUATDIFT181984
\wu USP %39 US.FDA

4) nsaivnuuasinenle winedsesuin (inwuarssle) lufinnsnaaaunisinwuandadinen

a wva v

Lifinanaaauainuns wsainismegeuauAilneesu uRnsvenGs

0.25

5) luisisesunly uavinuuadinenle

v

2.2 nstignibisnluseslinnunsiunusald (In-use stability) Wiaenivnuinuuadine luifide
Uetilumsinidae ve euauga

n5Anw Long term stability (é@andaladanile) nanisnsaodinsiwsinammidulumu
finished product specification @7uillAsaneiTeudad8nIIIAENT TUNITOMITUALE
nenTNEISGUSIUTeEUAT uasTulun I sEmANTE NS NI TGY 130952y 51976
&7 W.A. 2561

1) finmsAnu Long term stability ianmzdaifiu (Storage condition) agatiey 3 funns
nae WWuluanuderivunalu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

\\\ Egujmmtzqmm‘_SﬁMmqmmurmmsquagm\jﬁgu_,D,Egu
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R SN e s | S UsysnssunTs 20050l il il N35UN13
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RH) nsdifianunsnciunisfinulinia ASEAN Guideline #aauuu Stability protocol
vi3o vdnguildiumseyifion ey, itinansfnwiasuengeniidivualivuasn Ted
HANT5ANYI On-going stability Uanga uazuanman1snsiiessiiudiaay oniiu
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4.1. 39 4.2+ 4.3+ 4.4+ 4.5)
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A (3089 Enantiomer (t3an Al 439 A2 #39A3)

AL, Huegdilald Enantiomer 1
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for the conduct of Bioequivalence studies (Revision 1,march 2015) 38
Guidelines on the Investigation of Bioequivalence (European Medicines

Agency)
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guidelines for the conduct of Bioequivalence studies (Revision 1,march
2015) 38 Guidelines on the Investigation of Bioequivalence (European
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(ASEAN Common Technical Dossier : ACTD)
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