W13 6

v AMANYLIANIZYDIEN
208524: Risedronate sodium 35 mg film-coated tablet
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2. puantanamaiia

Namim’aR]’QJLﬂ’iwﬁﬂmmWL‘fJqum finished product specification wag Specification of
Active pharmaceutical ingredient (API) 18198931 ALAd Y1 SUaTudBIY Feldaanz doune
AINMUAMLNITUNITOINITUASET ATENTNAITITUAY aindusuilddudaioaduatud
ieuwihmislmininnasgrundsiiulamiunils auusenansensNasIsug 1309 SYYI
g1 WA 2561 asTuT 6 Suran WA, 2561 (@sUsenidlussieuAw U 12 uanius 2562)
uaz seyiTe @UIUN2) WA 2562 aviuil 3 nsnnIAY 2562 (aeUsznralusivRsayunu iuil 26
NINYIAN 2562)

2.1 Finished product specification
49 Test Items

Specifications

UsSP43 In house

il |dentification

A. Infrared Meet the requirement Meet the requirement
absorption
B sHPLC Conform with finished product | Conform with finished product
specification specification
2 | Assay 90.0% - 110.0% of the labeled | 95.0%-105.0% of the labeled

amount of Risedronate

sodium

amount of Risedronate

sodium

3 Dissolution test*

Not less than 75 % (Q) of the
labeled amount is dissolved in

30 minutes

Not less than 85 % (C) of the
labeled amount is dissolved in

20 minutes

4 | Uniformity of dosage

units

Meet the requirements

Meet the requirements

(un. 3R Juviaing)
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2.2 Specification of Active pharmaceutical ingredient (API):

D) Test Items Specifications
UsP43 Eur.Ph 10.0 / BP2020

1 | Identification
A.IR absorption Complied with the standard complied with the standard
B.Sodium / Reaction(a) Meet the requirements complied with the standard
of Sodium
C.Water : 132 % - 12 9%

2 | Assay (on the dried 98.0%- 102.0 % of Risedronate | 99.0%- 101.0 % of Risedronate
basis/anhydrous sodium sodium
substance)

5 pH 40-5.0

3 | Impuirities
3.1.Heavy metal maximum 20.0 ppm

4 | Organic Procedure 1 Procedure 2 Test A Test B
impurities/related
substances
4.1.Risedronate related NMT 0.10%

compound B
4.2.Impurity A NMT 0.15%
4.3.Any individual NMT 0.10% NMT 0.10% NMT 0.10% NMT 0.10%
impurity
/unspecified
impurities
4.4.Total impurities NMT 0.50% NMT 0.50% NMT 0.20% NMT 0.2%
5 |- Water determination 11.9 %- 139 % 11.9% - 13.9%
(nsell agluguuuy
Hemi-Pentahydrate)
- Loss on drying 55% -75%
(nsed agluguiuy
monohydrate)
6 | Labeling Indicate to monohydrate
Indicate to monohydrate or
hemi-pentahydrate form
7 | Storage and packaging Meet the requirement Meet the requirement

N8I

NMT = not more than

* 9179/9 Dissolution Wwaz Uniformity of dosage units Tiiliuulanasuanisneazidsana

1505290A5129 vndllenseseazduanidudnavlilulu coa
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- ns@ifienzideundinisiu (waive) msnsavaeulinsevisenisle Wouuansonans
vangusainanilasueysifsne

- Drug substance specification W91519nTUAATIENVBINNER drug substance %39
Tuilasesi drug substance vasuanedsagy atulaatunil Jeiinsmsreiinses
asunavadeiiimue

3. N15UsLAUAIUSEANSNAINABI1AT (Price Performance)
518aLLDEANIULDNATT 1589 NSUSEIUAUTEANSNNEBsIAN (Price Performance)

4. wnansildlunisiansn
nansildlunisinnsanquameliiFesdifuienatsnieussymueiavienalsnud iy
freluil
1) dwwnenaismiver Mwive waz/vMien1wsing
wuewe: lunsdiiifldesunuuasdosienasuanidovsliveeiiinunisiusesnn
dinnueun I WMITHAYeY Tuansientuiiteudld feniserts devuldifieuwinty
gsuwulumnaiildlunsirvivindy wassinmsssydommndeunislieliluenasiiy
e

2) duunenansuansdemiuuuaaINveINITLLUTTY (WNaeuazndaten) muilitunadeuly

3) dnundwetunzifyudifuen (wuu v.e.1 ude 8.1) asuyanii wiouseaziduan
dnwaziamzyaseduiigiuazdorimuauinigueesisnisiinsieien (Finished Product
Specification and Analytical Procedures) iqunzifeould Tnedasdredediiueniiuszne
N5ENTNAIUGUTUTRMTE IMinIUsENA |

wuewg: nsdifiogszninsvedsuulawdlyiFianeivasdoimuauinsguly
aonAdenuiseiusznATusemIafeaaarodinuANENTINNITE M TUALEN
Tuuvdundvsudluasuntassemslunsideuiiven wuu ne. 9) vie duundive
uiluAsuuasnenslunsdousiue wuu 8.5) iwdeutuday

0) dnuluddnistunsdeusisue (W ve.2 vie ne.3 vise ne.4 vie 8.2 udusnsdl)

4.1.1 nsdifiewanlulszmelng (ve.2)

4.1.2 nsdifiemindutemsuvsussylulsamalne (me.3)

4.1.3 nsdifiemindranieUsena (ne.q)

wunewng: nsaiinsasuulaslugueygnuazaniuiindn Wuuudiuidvoudly
wWasuuwassenslunsfewiuen wuu ne. 9) vie dundweudluwdsuulassensiy
yziouihiusfnfuiuougnauazanuiingn (W o.9)

5) U niedefUTeININTIIUNITHARNEINIUNANINUINITN15AATUN15HAR B (Good
Manufacturing Practices (GMP)) lumuiailiigadesfugiiliaus (@iuaiganiusaunis
asasulaedinglurianainissuses) lnesesUsenausie
5.1. duumiiideduseunasunsnane wvannue s MR lunsaR oAU edRYy

Certificate of GMP Active Pharmaceutical Ingredient (API))

(
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5.2. dnuilsdesuseawnsgun1sAns M INANINNeIIBNNSAR lunSHARKARSaIATE
@1593U (Certificate of GMP Finished Product)

Tunsdifidugindransussine gudadesdidiumisdesusewiniug (Certificate of

pharmaceutical products, CPP) #38n38935U589n159 118 (Certificate of ‘ree sales,
CFS) Tumnmeniiauswie aduaganuseunisnsiaaeulneinaiusefiviulsemalsznin
570
UINITFIUVDITENINUARUAINIAGAUAI81E1ATY (Active Pharmaceutical Ingredient
Specification) wazndnsiaueiednsagu (Finished Product Specification)
7.1. Sununsguingaunled@nsy (Active Pharmaceutical Ingredient Specification) wae
U1nIgIuNdndagie1d1593U (Finished Product Specification) lagsgy13181
(Pharmacopoeia) Al{8193sn15iasenlagannsgrusgadosdaadulumudednun
LAz sgIuveINTIATeludelamsevils muuszaAnsEnsasEsIsady
304 s8ysTIen
7.2. @114 drug monograph ‘U@ﬂ%ﬂé’f’;ﬂ’]ﬁﬁﬁ'm (Active Pharmaceutical Ingredient) hay
wanstueiendnsagy (Finished Product)
7.3. nsdiingAusendfny (Active Pharmaceutical Ingredient Specification) 115onan st
g1d1.593U (Finished Product Specification) laiUs1nglusi1sien (Non-official
pharmacopoeia) éfaaLLamwé’ﬂgﬁu’hmﬁmmgm‘ummﬁmmsﬁtﬁuiﬂmuﬁawﬁa‘b’a‘lm
soluil
7.3.1 fiformuauazinmsguesnsiengiluinevesUssmanduaninves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 1150

7.3.2 o munuazinAsguYeIs AT EiiHan (In-house process) fiaenrdoariu ICH
Guidelines %39

7.3.3 dofmuanazinasgumnluvaamsiieneiidmualilusise dseile disie
vila PUUTENIANTENTAS TGN (309 TEUFNTIEN ﬁm%ugﬂuwmﬂgu‘]
(General requirement for dosage form)

NUIWNA: VoA IMUAANAININgAUAI81d1ATYy (Active Pharmaceutical Ingredient
Specification) wasnansinaiend 593U (Finished Product Specification) #B4819893 08157
Wertuuazatuiieadiu enduudnsaiidhaeifidermunuazinnsgiureamsiasessians
TogRusaendfity vie nandaeiendnsagy
dumilsdesusemanisiaey (Certificate of Analysis (CoA)) IneRasusenaume
8.1. dwumitlsdesusemanmsinseningauimendfny (Certificate of Analysis of Active

Pharmaceutical Ingredient (AP))) lnefasusznausiey
8.1. LA nwmildesuseran1sinseningiumendfy vewrndningaumiendfny
(Supplier)
8.1.2 Anumisdosusosmamsiinsziingiufend iy vesndnndndneiendnsagy
(Manufacturer)

8.2. dAnumidesusemanisinsisinandugiondniagy (Certificate of Analysis of

ished Product) vesi{nannanfnsiendnsazu (Manufacturer)

AMENTTUNNIAMLATIEALBUALALAMGNBUEIANY
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8.3. lenastudumnduiusszninsgunskanvesingaumendiny (drug substance) uae
Jumswanvewansiaueidniagy (finished product) m‘ﬂumsmﬁmmiuﬁdwau
9) @uenaNSLANINANIIANYIAINAI (Stability data)
9.1. ANUNBNATUANINANNTANBIAINAWISEEZETI (Long term stability data) 311w 3 qu
NINER
9.2. ANUNDNANTHANINANTANWIANUAITILUANTIELIY (Accelerated stability data) 31u3U
3 JUNNTHER
9.3, duenarsuantnanisAnsiuansitgraansavnuiadaeils 1 ga duuiuans
Usednswanssnw (nsdlenwde) (67%)
9.4. nsdhdueidesazarsAdeannould Iduenarsnansinwinnuasivdinisazans
war/v3e Wena/mdadald Tusvhavarumiee Asudiulazaonrassiuenasitiuen
(In use stability data)
10) dumilsdesusewdnsiusiendniagy (Certificate of Pharmaceutical Product) lawizen
dntanlussnalny
11) @uImangIuAMLANYavINaaSnie (Bioequivalence) lABHANNTANYIAINANYAVDY
nAnSuaien (Bioequivalence) Wuluanudaninun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %38 fiian1sAny¥Iussaninauasdiauyaves
WANAeIET nsEnTasIsngy TnsanituniemhenuAnmauyadildunisiusesan
drdnnuanznssumsomsuwazen atullagiu (nsallilvermiuuy)
12) dnumidedofuseamnsgn1sufianundninueiisn1snalue sl jUinas (Good
Laboratory Practices (GLP) ’Luﬂszﬁﬁ'ﬁwmiﬁﬂm%aamﬂaﬁmwismﬂ
13) dnwmilsdosusesnasgumiuinuuagnszagenundninaniisnisintunsiiusnwm
warNs¥N8Y" (Good Storage Practice / Good Distribution Practice (GSP/GDP))
14) fiauasneedinegneegntey 3 iieussau

Y
o v &

)

15) duumididesusennasmuiaautiinig 1ISO/EC 17025 Tustemsendiiaue (@il

16) duenansuansteyanislaiunisussylu Green book YBINTIIMEIMARTNTUNNE (A13))

17) duenarsuanstoyanislisunisussylu Orange book Y89 US.FDA. %38 European
Medicines Agency (81%)

18) n3atlalindunuueaanin1sAnwmanain (Clinical trial) veseluusemnalnefiuanfowa
VepaTinveIsUToUBU iU AULU UL SR TUW LU SENITNINISEIE (675)

19) N5DUTIZLFITUNINNUANUTENIARLENTTUNTRAUITLUUE TR (309LN09I938555M
IeemsduasunsIEEweUsEmAlne w.e. 2559 wievsessIudun fidenndastulsznie
1 (1))

5. [Wouludug
1) edesflengmdelitesnin 1 Y Tuaniuidweuen
2) smnavn1seanideweuliunguinisunnd1ezfosdnumidosusemanisiiniiz
(Certificate of Analysis (CoA))
3) frwardesilubueniudsusileslndnunengviediefinmsidesanwiaudmuams
TR
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4) mngudnisunnd mutymannmainudnduduazdoinisdmsaneiinsgiauan §

Y
=1

Smhendnsueieasdudiuinveumldiislumsinseinuaine wazdsluduuign
FUAATILVAULAAUINITUNNE
5) favesian(§uie)duseulisnidndyyineuasuimun il

5.1. MINiNsquR3293ASIERAINNSEAINE AR SNSLNNEuaINan1satAs e ildiduluaiy
UNIFIY

5.2. nadinAnduriensiaigniSenifivAuannewmainlaedinaiuanenssunsemsuazen

5.3, nsdinudgamnmainuaniusiiervdiwarieuszansuauazaulasniosegUoed
lasuen

5.4. n3difinugnssumsindunssuuaznistadaeioenantayden qudnsunmd vesnidn
msdsdeeluadeinly

ﬂﬂwﬂiiuﬂ’ﬁﬁ’\MUﬂiWUﬁSLﬁUﬂLLﬁSﬂmﬁﬂ‘wﬁw LaNIY
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AudmsuwndUegyayriuning vauszmu
HwUUUTEIUAUSZaNSANAB51A1 (Price Performance) Ussinngadl

v

AuUs Umiin (Fewaz)
1 AunmuazuanATdulselomidenasenis | 70 ,
257 130 |
1. auamuazauauiAnUulselovidensynis (Gavas 70) Fon13hn
Seg:ddmurzcmegszmsmnz&%mmm,_mae AT
n. 52.&3232&&& (General quality criteria) m\wo/
1) 1PIFIUMIHANIMUNS NSNS THAREN Bk
2) WAIFINAUMILIERTY (Active Pharmaceutical Ingredient Specification) waza1nsgiu
2m3m2$3m#m3¢ (Finished Product Specification) 3
3) 1ATFIUNIRIUHURNNT 2
4) ATFIUMIAUSIBILAENTEIBEIMUMANINAISNTARLUNSIAUShwIkazAsEIBE (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) . 2
5) URTFIUNERSTUN 75
6) AuantATEaUsHlevire Ui TRy 4
. 52432355.:.& (Specific quality criteria) m\mo‘
1) WaiguRuAmwiadesusaINamsnsIzyt (Certificate of Analysis ; CoA) 20
2) HafgIUANAINNITANWIAIUAL (Stability data) 7
| 3) wefigadnunmusimurussiiduiae ussafusitaraain (Package & Labeling) 3
4) anuwiwenluntstidasnwAuefuwuy (Therapeutic Equivalence) 25
5) AsAnNw/Aenaatin 20
6) ITUUBUINNMAINITLTIIN UANTINIU 5
| ATUUUIIY | 100
Sovazazuuulagldndnmsdasimiin (dhethmiinlasszuunsiadadniranasgiedidnnsetin) 70 I

UTNITUNMITNMUATIBALLDBALAY EEdeE.\ESJ.\

UsesIunssunig 24 mhamﬁv\% ....... n3UNT

(UNWInR Fuviain) (ngy.adan Wsna) (ney.ads1 dnwadn)
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n. 52&@.23\_2&&1 (General quality criteria)

7
(20

daal a

NIATFIUNTITHAAYIAUNANNMINITNIINA UM ITWANYN (ASUNUTIY = 98 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) lunminneniiaueuie atuagn
a ) Y v & - =
ANUTAUMIATIvARULReiiNaTUTRIRITUUsSENMAUSE NIRRT/ AaLden (iRandaladavils)

0.5

1.1.1. 195un135U589 GMP-PIC/S 270 PIC/S participating authorities %38 cGMP

0.5

1.1.2.195UN155U589 WHO-GMP %138 #358 cGMP %3sigumin Tununinelveeniu APl

0.1

1.1.3.195un35us89 WHO-GMP %38 cGMP #3aiiiguwin ualiszynuintaiau / lifilenans
WanIN3suses GMP (laiwarsasn)

0

1.1.4. 1#3Un55U509 GMP-PIC/S 30 WHO-GMP 38 cGMP AiumengrauiulszmeUsznin

= (%

5101 waglifienansuaninisturedeaiy wse ludvidnguuansiununeny (luwersas)

1.1.5. luilesun1s5uses GMP-PIC/S w58 WHO-GMP (lsiwa15047)

1.2 Certificate of GMP Finished Product Tunuiseniliauee atuaanniusaunsnsivaaulag
finasusosdiaiulsznialszningin (@andaladanils)

0.5

1.2.1. 195Un195U509 GMP-PIC/S 910 PIC/S participating authorities %39 cGMP Waz/u39
nildosusownanium (Certificate of pharmaceutical products) 910 PIC/S
participating authorities Tumnaenfilaueus (nsdlenindh) vieldsunisiuses GMP-
PIC/S 2NdUNNUAMENTINNITEIMTHALEN

0.5

1.2.2. l6i5un135u583 WHO-GMP 38 cGMP %83 Usvinaguan luviinfiiieaesiu Finished
Product waz/vse wilsdeiusewansinm (Certificate of pharmaceutical products) Tu
NNALIEUDUNE (NTR1ULTN)

0.1

1.2.3. l6i5un133usas WHO-GMP usiliissyvaiedniau (liwe1sas)

1.2.4. 195un155U599 GMP-PIC/S %38 WHO-GMP %38 cGMP Mvsinagneuiulseniausznin
51 wazhifiionarsuaninisiuvesienny (luwersas)

Eguzamtj\dm:.stqﬁgmmu_,mm_sc.muam:m\zin:urns»_u

B/
Uses1uUnITUNIg N@a&@x’@& .......... N33UNT
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N33UNT
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1.3 nsaimdugningianedlsewme desidnuntlhdesuseswansnne (Certificate of
pharmaceutical products: CPP) n3antiidesusaan1sdnmine (Certificate of free sales: CFS)
Tununaeausve

0.5

1.3.1. CPP w30 CFS atuaan (#1useunIsnsaadeu) nsddergliiorgmssvseiaiudsznia
Usenangim viserusindslulszimnalve

0.5

1.3.2. l4ifi CPP vi§0 CFS vide & CPP / CFS fimunangy

nsguIngaualedIfy (Active Pharmaceutical Ingredient Specification) wag
wnsgunaaiueietdniagy (Finished Product Specification)

L) M\ LS
WNI5UININDNTITNISTUNLUTEY (ASUUUTIU = YD 2.1 + 2.2)

2.1 mesguingAudiendidey (Active Pharmaceutical Ingredient Specification) (Fondalada
wila)

2.1.1. nsallesunisiuseslussnen (Official Pharmacopoeia) (sdanvaladonil)

1) 1989 USP, BP, Ph.Eur. , IP, JP atfugnga (mutenansiaunsiisul?d) waznise1sdetu
rosdludlulunziluumSugiuad @u.5 7 o8.ayilR)

1.5

1.5

2) 1983 USP, BP, Ph.Eur. , IP, JP atiuargn (muenansifunzileuld) vietiuudluly
neidouinueudd @ o5 Ngu oo, melu 2 Yuadslilasunisewsi® uaztuunluneu
TulsenIngian)

Q.75

3) 81381 USP, BP, Ph.Eur,, IP JP atulmindiuszmea seysanen wasunlulungileu

fsusseuTauwa He.5 1 ay.a1liR)

4) $1383 USP, BP, Ph.Eur,, IP , JP atiulminiiusznia szussnen warduwnlulungileu
Afueuan (@ o5 Aty e, Melu 2 Yuadaldlasunmsewd® waztuunluneuiu
U3znInian)

0.25

5) &1489 USP, BP, Ph.Eur, IP,JP atuaga wialusindusenia seyinsnen wazunluly

e

=l o 1% 1o/ Il h\\x. = o @
neidoususnuan wade lgsuunlylungidounisuen

6) 81993 USP. , BP., Ph.Eur, IP, TP, JP (atfumiussiend sum.Usenne) wazunluly
) vefvudiueud (Jle.5 7 oy.eyllR)

ANENTTUNSAMUAT W aIBUALALAMEN BUTLANIE

...................................... UsEs1UNIIUNT Nmbﬂ@........W..m..i&\mi;;3&55

viaing) (ney.a@an Wsna)

m‘% ................ NIIUNS
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2.1.2. 103 uReInuOfficial Pharmacopoeia yesUszmAuandnves The Intemational
Conference on Harmonisation (ICH) (awazasan ICH 7 Official Pharmacopoeia
harmonization fi® USP, BP, Ph.Eur., JP., Ph Int.) gmm&mmécs;mugg@t In-house
process fidanadasfiu ICH Guidelines waz/v3e Pharmacopoeia General
Requirements (Gantaladania)

1)

$1984 Official Pharmacopoeia U83Ussineau®n ICH waz/13s In-house process ¥
@anAassiu ICH Guidelines %38 Pharmacopoeia General Requirements aUug1de

Fan1sdn
S2&3&murmzaegszmsm\n:&%mmmgme AZLUY

7) #1983 USP. , BP,, Ph.Eur, IP, TP, JP (atfumausnsnenit sum.Usena) warBuudlaly 0.15

nefoushiueuds (@ .5 Aty oo, anelu 2 YuadslildFunseustd uazuudluiou

MUTENINgIAI)
8) #1489 USP., BP., PhEur, IP, TP, JP (atumaassnendi sum Usznie) uazuflvly 0

neifousyusud wids llgduudlylunsideusiiuen
9) sudehsenatuiniusznmaisien (lifansan)

2)

navhtie wazuilvlunsdousiueSeuiosuda (le.s 7 ev.oyfR)

$1984 Official Pharmacopoeia 103UsenAan®n ICH wag/#38 In-house process il
aanAaasniu ICH Guidelines %38 Pharmacopoeia General Requirements atulua
pUsEmMA IR sun Usema ynthte wavudllungSousueuda Gle.s 7
98.9ULIR)

1.25

3)

I
s

#1484 Official Pharmacopoeia ¥83Uszinadn®in ICH way/%38 In-house process #

@oAnasanty ICH Guidelines #3e Pharmacopoeia General Requirements aUUE1gA

vwisalmnd1usznasiisen? sus.Useniea nnihde  wazduwdlvlungideusSueuan
@ v.5 My o8, molu 2 Vusdalilasunsend® uavbuunluneuiulsznmenan)

0.5

a)

#1484 Official Pharmacopoeia TeaUseineautdn ICH uax/u3e In-house process 7
aanAassiu iCH Guidelines %38 Pharmacopoeia General Requirements auumial
Uszmedsnendt sundsgna ynvhde wazudlalunsifeousiueud @e.5 i av.
DULIR)

ANZNITUNNIAMUAT WAL ALaLAMEN YZIAWIE

G

(ney.a@an Wsna)

U5e51UNTIUNTS N3IUNIT

O R IO A%\ ............... TIUNTT
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Fonsén
innusin1sUsziiuRAWHAR A usiEnFeaniiy AZUUY

5) 1994 Official Pharmacopoeia U83UszmAannTn ICH waz/%38 In-house process il 0.25
@anAaBINU ICH Guidelines %38 Pharmacopoeia General Requirements_2tuaia
Uszmiadisiendt sumUseme yavate wavBuudlulunsdeudveud @ .5 ity
o, melu 2 YusdalaildFunisewstd uarduniluneutulsynmiasia)

6) 81989 Official Pharmacopoeia Ta3Uszinaan®n ICH Wway/%3 In-house process ii
@enAaBIy ICH Guidelines %38 Pharmacopoeia General Requirements atiuanan
wisluiind viemuusema_uglylas

7) 1983 In-house process figenndaariu ICH Guidelines MmaUszNAMTIEIUIHATE 0

8) #1994 In-house process fidonrdasU ICH Guidelines FniUsenAITe (i 0
WI150N)

9) In house process laenaaas/uidulunns ICH guideline wielifinsBuudla (i 0
NI5841)

2.2 spsgunansiasienduiagy (Finished Product Specification) (tFandaladonile) nsiliiog 1.5

SERTNAITIUFYULUAUA I UAUHUILADIMUUDNTITHTOFNUINTTVOUALY (WU 8.5) TN
finished product specification lagvaunlvnauiudsemausenansini/Amden wazluiu 2 U o
JUUsENIATIANY

2.2.1. nsalasunissuseslusisen (Official Pharmacopoeia) (tdanvaladanils)

1) 1983 USP, BP, Ph.Eur. , IP, JP atuaiga waz lasuntsayaldluneiloudiueium 1.5

2) #7483 USP, BP, Ph.Eur. , IP, JP atfuaiga was agszmineduudlolunsifoushiven @ | 0.75
0.5 ity oy, melu 2 YuasalaildSunseysid warduuluneuiulsenainsa)

3) $7d3 USP, BP, Ph.Eur. , IP, JP atiugian usds [ulafuuslilunsifousium 0

4) 81393 USP, BP, Ph.Eur,, IP,JP atuluungszmassysinsen wae ldsuniseydilu 125
e Joumugua

5) #1983 USP, BP, Ph.Eur., IP atuludndiussmessyssnen uas egsewinedaudlyly 0.15

neidoussuen @ o5 Nty oo, nelu 2 Yuddalildsumsend® waztuunlunautu
Uszningian)

ANENITUNNIAVUATIBALIBYALAL AMGN WULIRNE
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o 1%
Yan15An
Ina9iN1sUTHIIUAMNWRARS Tl Yo s sy ALY
6) 81983 USP, BP, Ph.Eur,, IP atuluandiuseniassyssen uads lulgduudlalu 0
nzidaussuen
7) 8183 USP, BP, Ph.Eur, IP _snuuszmeaszysingen waz [g5unisaudalungideu 1
FNTUEILET
8) W84 USP, BP , Ph.Eur,, IP muuszmasyussen waz egszwinsduudlolunsifou 0.05
o @/ < A M Yo e - I L
Asuen (@ u.5 NBu oe. elu 2 Tuadslulasuniseydld wazbuudluneuulsznin
31A7)
9) @84 USP, BP , Ph.Eur., IP muusemassysngen wadlulduAlgluneidousisuen 0

10) §2484m1WA15181 USP, BP, Ph.Eur,, IP usiatiumnii Useniaszysisne (linensan)

202

nsallalasumsiuseslusiisen (Non-official Pharmacopoeia) 19sg1usinanmal
Official Pharmacopoeia yasUszinaTiluandnues The International Conference
on Harmonisation (ICH) (taw1zussinaanndn ICH 71 Official Pharmacopoeia
harmonization g USP, BP, Ph.Eur., JP., Ph Int.).) ¥38TaivuakasiIfsgIu In-
house process fiaenAdeariu ICH Guidelines uay/w3o Pharmacopoeia General
Requirements ({dandaladonils)

1)

9484 Official Pharmacopoeia 189UsznAANITN ICH Waz/13 In-house process 9
aanAaBIAu ICH Guidelines 439 Pharmacopoeia mmzmﬁmﬁ Requirements aUua1ga
Dﬁuw_m r__merrwﬂéﬂtﬁeEmts;mdmﬁmmdmwmﬁmu Q,_m 59 9. ®ﬁtﬁv

1.5

2)

il
=1

97484 Official Pharmacopoeia ¥89UsEnAaNTN ICH Wag/138 In-house process
aanARDIAU ICH Guidelines %38 Pharmacopoeia General Requirements atiulua
AUsEMARTIENT sum.Usenma yadhtde wesudlulungiSeuiiueuds @e.s 7
98,9147

£.25

A

87484 Official Pharmacopoeia 189UsEnAANTN ICH Wag/138 In-house process 7
a9nAaBINY ICh Guidelines 38 vjmgmmoﬁuom_m General Requirements 2UUa1g

visalmindnszmadsneit sun Ussma yndadie warBuudlalunsdeus¥ueud
(@ .5 9w o8, melu 2 YuadalalliFumsewsi wazdunilunouiuuszninsa)

0.75

AL Dmmtj‘_ngszsﬂcm Buauay AUANWIUTIRANIZ

UTe51UNTTUNNT N.ma..m@ ................... 0 A0 S NITUNTT
(ney.adan Lafs1na)
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4) 91984 Official Pharmacopoeia U93UszinAauTin ICH wag/u3e In-house process # 1
@onAaBIny ICH Guidelines %58 Pharmacopoeia General Requirements auumIu

Usgniasinsend sundszma yavhde wasudlvlunsfewmnsuewd: @e.s 7 .
DUIIR)

5) 87994 Official Pharmacopoeia 983UszmnAau1Tn ICH waz/use In-house process il 0.25
aanAaIny ICH Guidelines 38 Pharmacopoeia General Requirements_atiugnal
Usenmamsendt sunUszne yaviate warBuudlvlungideusmiveuds @ .5 fitu
o8, melu 2 Yuaddlilaunmsoyi@ wasduudluneuiuuszninsian)

6) 91984 Official Pharmacopoeia U84UszNAALNTN ICH Waz/u3e In-house process 7 0
aonAansiu ICH Guidelines %38 Pharmacopoeia General Requirements atuaan

o lninin isenuusema_uslulnduunlvluns Jyusisue

7)  $1984 In-house process Tidanndaafiu ICH Guidelines mMuUsynIARITIEIVIIHTe 0
8) 972984 In-house process fiaonadaeu ICH Guidelines snduszmasisen (la 0
NANTEUN)
9) In house process lxaonndos/luiduluma ICH guideline vielifnsBuudly (i 0
NANTU)
3 | npsgrumnaiesufiAnas ISO/IEC 17025 (iGandaladanile) -
3.1, 1¢3UMs3used ISO/IEC 17025 Tusemsenilaues nviisnuiusesiiunidede wu 2
AsAnemansmsunng Wusu wasiinsmedeuasunnimdanusmsnendnedad sun.Usene
wIvavululn
3.2, [¢¥un13§uses ISO/IEC 17025 Tusremseniiiaue yaeadanusiseniiensds (ssen: 1
avulminsema sxys51g7 nmhsadusesiiundede 1wy nsinemansnsunng
1Husu
3.3, Jyileisunissuses ISO/IEC 17025 Tusrenisendiiaue 0
w.\p/_,@gig&ﬁ:zs_,z,&uFsgﬂﬁ?adw\ﬁ@agﬁwé 3

AENIIUMSAIMUATIBEIBEALA ANEN VTN

Uszsunssunig N33UN13
(UN30d Juviaing) (ney.adan 1fs1na) (ney.a@51 Blnadn)
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Fonsdn
inausinnsUsziiuguawkani s Yeaniy AZUUY
4 | 1M3g1UNI33UTBe Good Storage Practice / Good Distribution Practice (GSP/GDP) (idan 2
valationil)
4.1. l9sun135usee GDP-PIC/S Mnmheruiusesiiundedie 1wy SGS, BSI 2
4.2, l#¥Un153U589 WHO-GSP+WHO-GDP annwihenususasiitnidedio 1y SGS, BSI 1
1.3, l¢¥unns3uses WHO-GDP annmihesususesiiundedie 1wu SGS, BSI 0.5
0.4, l¢¥unns3uses WHO-GSP annmihesususesiiundetie 1wu SGS, BSI 0.5
4.5. l4ileisumssuses GSP w38 GDP 0
5 | wesgrundaioel (Fendaladonids) uaz 5.6 wie 5.7 1.5
5.1. WWusndunuy 25
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 sMen15e17iReTe aglu Green book w1 - Jaquu 2.5
5.4 NaATIIIATIERNTIIME 3 Lot. (nsemalinnziasuyniademusisneniignide) ne 2.5
WoaUfAnng ISO/IEC 17025 Mlailifnan
5.5. luduluausiade 5.1, 5.2, 5.3, 5.4 0
5.6. \JugniteglutyFneniserdmiuinulsafifirududeu ammidssunsmmsitsdoignmsindoinig 5
wazmMIUIMsWERn1a3y nsutyBnansii nA(N22)0405.0/050764 adiuii 24 waASN1BY 2560)
5.7. Wi lutydnemsendmiuinunlsaniaududou mmidesuznmmmitsdsdynmsiadaiaie: 0
:d:wsdams:.smm nsuUny@nansii nA(n23)0405.0/050764 aaiull 24 waATNIBY 2560)
6 3Emr&mm&a&«?amaa:dam&maé (Fandaladawils)
6.1. nsdlenda Yosfunas Josfuautu (Fondeladenils)
6.1.1. ussluusIiadaatuuas (nsdlinmsgrundsinsuszy) waz/visetasfurmutiu(nsdl 4
MRIFIUNFUMTUTEY) ;mémd?%ﬂtcﬂ%p_g&sSE ATUNIU
32&5;53&:;2% flaansyydiesn Lot No Hudueng yne miedey (unit dose) e
i fhsnwsfiansaiveen udinen asuiu

EEEDMMu,_DngJi:EﬂmmerwmsrrmEDEmzimcerwﬁge

UsEEIUNTIUNTS 2.09%0...... \ ..... “ .......... 27 w ................ NIIUNNT 3, B0 st n%\ ................. NIIUNS

(UWIAR JUEI) (ney.adan W) (ney. @51 &lnyaan)
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6.1.2 \Jupdialivssguns woisieslaaiuuas (nsalinasgrundusiiussy) uag/vivedaariu 0.5
AT (n3elmIgIundueinsuszy) dnsussyluussydaeiauivue uilidnsseylivu
usIYiau seymizluenansiiue)

6.1.3. \ueniiusaluuneen m333&53&2&&@am:rrma Smﬂgsﬂjﬁ_,bmﬂ%mﬁaé 3
tlaaifupaiiy (nadhnagrundusiiiuazy) awmémec%% Lot No Yuueny ynq mieges
(unit dose) asuf uslalil Frdnusfianansotvseuuidiag

6.1.4. UssqluuTTySasimunassuasuiiu enuiidvuslunuautAinly) uasd aanssyle | 2
g1 (FoN13A, Fo81, AIWLTY) )N WLEDe (semi- uni ) uazdl Fadnwafianansndus
guuLling

6.1.5. U33TILUTTYARINLINAITIUATUE L (MafidvusluaesdATly) waell aansey 15
e (Fensf, Poen, ANALTY) YnY Miegey (semi- unit dose) Uslad fhdnusiianansnd
UegnuuLlingn

6.1.6. UssgluusTyfsinunaspuasuiuEifruslunuau iR ly) 1
6.1.7. ussgluussaiueilinsunuanasgiussy (muiifvuslugaesd@nly) wse hitestu 0
e Sweggaégm%dc sryleaiuuay) (i)

6.2. nstiendn /eni/e1dug (Fenteladeni)

6.2.1. \Juefussydnsinuindysinsuszuasudiu yne wieeges (vial/ampoule/naas/ 4

19) 28INTLYTEELN Lot No Tudueny vng wiiwges (unit dose) ATUNIU

6.2.2. \Jusnffiussydasinuindyiiuszy asuiu iz vl (ndes) 2

[ aa [ '3 a @ o e 1 1%

6.2.3. {upnliussdueinunndysinsusey ldasuiu 0
a %
Yo

inauTIn1sUsTEiuANWRAAT IlB BRIy AZLUL
. InTIAUMNIANIE (Specific quality criteria) 80

ANNTTUNTAMUATIEaZLBEALAY EEmD.Em:chJc

U5e51UNIIUNT 2 méd@ & ..................... N33UN9

(Wn3nR Juviaing) (ney.adan Tusna) (ney. g5 Blnvadn)
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nauginsUsliugunnREnAusiB1Yssiny

ATLUUY

naRgIlAunsERTUTBINANTTALATIZN (Certificate of Analysis ; CoA)
(AzUuUTI = 99 1.1 + 1.2 +1.3+1.4)

20

1

pnuduiusveInaigatnanmyiidesusemanisliasgiinendy (Certificate of
s . - 4 = =
Analysis of Active Pharmaceutical Ingredient) (@andaladavils)

2.5

1.1.1. COA Yy Sivisves Supplier way Manufacturer uagiluingiiuindnguiieaiu

25

1.1.2. Hanrves Supplier way/v3e Manufacturer 39 lilygunsnanifieiu

1.2

waguinunmmisdesusewmanTinnesidngddey (Certificate of Analysis of Active
. ; =~ =
Pharmaceutical Ingredient) (tdondalavauils)

1.5

1.2.1.9591U Active Pharmaceutical Ingredient Specification ynive Wawes Supplier wag
Manufacturer wagfinsuannalugiuuughian faay (Uas/viouanwanisinTIzily
untawl impurity fa1ansaneunusnayldivu Below Reporting Threshold (BRT)
%59 Below Detection Limit kazuania1 Reporting Threshold #3589 Level of detection
TuludinTrevien) saviu Wve Physical test, Description, Appearance, Identification

a5

1.2.2.6853U Active Pharmaceutical Ingredient Specification nnda ¥e1 Supplier ED)
Manufacturer wazdinsuanwaluguuuugiaan (Uas/viouandsanisinswluuifade
W impurity Fasnsanaknusaaylaivy Below Reporting Threshold (BRT) 130
Below Detection Limit uazuanin1 Reporting Threshold 3o Level of detection lulu
SimsIsie7)  BnLiu Wate Physical test, Description, Appearance, Identification

1.2.3. #539AU Active Pharmaceutical Ingredient Specification Sp&uu._\b U9 Supplier wag
Manufacturer F&majsm?ﬁm@m%&d “Conforms, Complies, Not detected, N/A, 2,

<” gniAU WMo Physical test, Description, Appearance, Identification

1.2.4. #3591V Active Pharmaceutical Ingredient Specification 5%«6 283 Supplier #38
Manufacturer kifin1suansnaluguuu “Conforms, Complies, Not detected, N/A, 2,

<” gnt3u e Physical test, Description, Appearance, Identification

ANZNTIUNSAMUATIBAzBEALALANANYLTLAN Y

U557UNTIUNT 2.89%0......... M ......... e ol W ............. NIIUNT

(ney.adan Wsna)
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H 2.5. 39U Active Pharmaceutical Ingredient Specification ynata ve3 Supplier 138 0
Manufacturer uil Tuadiedfiyidu Assay, Related compounds WWusiu dnsuanwalu

sULUU “Conforms, Complies, N/A, >, <” (lsiWe135041)

1.3. mnuduiusvesraiguinunmviiideiusemanisiiasieiendniagy (Certificate of 25
: e = ) =
Analysis of Finished Product) (i§andaladavils)
1.3.1.COA finished product T4 ¥mgauguni1suansiediu COA Active Pharmaceutical 25

Ingredient Specification

1.3.2.COA finished product liildingausunisuaniiiednu COA Active Pharmaceutical 0
Ingredient Specification

1.4. waigaununmuriiidesusemanslinseiendniagy (Certificate of Analysis of Finished 7.5
Product) (tlFandaladenils)

1.4.1. ®53nU Finished Product Ingredient Specification s:&unm\@ way dAn1suaninaly
sUwuUSRY (Uazm3auanasanITins iz iluuaiatew impurity FaIuIsoneunu
guavlaleu Below Reporting Threshold (BRT) 139 Below Detection Limit 4asuani 75
A1 Reporting Threshold %38 Level of detection lulvdiasizvien) waviu e
Physical description

1.4.2. #5977 Finished Product Ingredient Specification n#ite wa in1suansnaluguhuy

“Conforms, Complies, Not detected, N/A , >, <” gAY U0 Physical description g
1.4.3. @53y Finished Product Ingredient Specification )nte ua TuitadiAgymumis
&1 1 Assay, Dissolution, Related compounds tJusiu fimsuanssaluguuuy 0
“Conforms, Complies, N/A , >, <” (lsiwa15a41)
2 | waRigaaunwmMIAnuAINALA (Stability data) (1Fendaladenils 2.1. w3a 2.2.) 7
2.1 nsdignisududesiinunsiivasdald (n-use stability) Wi endn enfinauneld Wus 7

o @ Vo it el - o & & v
Y38 MInA@auNsnLUIASIdinguay/Y3e In-use stability Tugfia [Wuauy
(AzYuYTIN = V9 2.1.1. + 2.1.2. ¥5098 2.1.1. + 2.1.3.)

AMZNITUNITNMUATIBAIBIALAT ALAN VAUEIANTY
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2.1.1.n15fnw1 Long term stability (Gandalatianils) 4
1) fins@ne Long term stability fianmzdaifiu (Storage condition) sehetios 3 Junns a

wan et Wulumadervuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifiasnsaciunsinuléiniu ASEAN Guideline $iaauuu Stability protocol
730 smﬁénﬁw\dajmtﬁmﬂz Y. mmzm:dm:wsﬁ.:%ee‘_ﬂ%sﬁsﬁccwmg: laed
nan13fAiny1 On-going stability Uaga _Se_,52293%33_vsﬂesagsﬁma gLy
Wde physical description r_,mum&é@adssm@cmmcg: a1 Te98 (9
USP, Ph.Eur, etc)

2) fnsAnw Long term stability fian1izdaufiu (Storage condition) aeatiey 3 Junns 1
ARG Y auvenIvualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) ns@ifiaunsasiuns@nunléiniy ASEAN Guideline i@awuy Stability protocol
vde ningildsunsoyifion eu. flinanisAnwasusigimvualiuuaain Taed
HAN3ANYY On-going stability Yange wazuanwman1snyvinseiiludaay eniiu

Wde physical description waiFdon1snAaBUATUAIUY MUFITIHINO1ND

3) §n13ANYT Long term stability fian1zdaiiu (Storage condition) aghaties 3 JUMT 3
nan luluanutamiviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm3mm:,%sé%m%ﬂ%g%ﬁ:gg3 walsifinans@nyi On-going stability U
a140 _,_,mu_,_msazmz,_msS&Sﬂm%@cmﬁme gnLiumte physical description wawil
WtensmageuasUSIU MU TieneBe

a

8) fnsfAnw Long term stability fian1izdnuiiu (Storage condition) agaties 3 Junis 1
nan Wuluanuteriviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) :zm:dm:,%?mmc@E%szét&éamg3 wasinan13AnY On-going stability U
GUG0 wazuanamansnsaanswiiludaan enuide physical description uwawdl
Whdensnaaeuasudau s iieneda

5) A1 mmz,% Long term stability fannzdafu (Storage condition) 881Uy 3 JUNTT 1
D nadn Wuluauderiivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

ANZNTIUNTAMUATIVALLBEALALAMANYULLANY
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RH) finamsAnunliiasuargenfiivunlivuaain waglifinanis@nw On-going
stability Udge uazuanmansnsavimsziiludaay eniusiite physical
description LazflUan1SMARBUATURIU MURITIEND1989

6)

fins@nw Long term stability fian1igdifiu (Storage condition) lsinsu 3 FJUNIHER
wiiulumudervualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finamsAnunlsiasuangeniidvuelivuaain usiinan1sAny On-going stability ¥
g1 uazuanman1InTITIAsIziiuday eniiuite physical description wagl
vhdensnadeuasudau mudsenficnds

7)

fin1sAnwn Long term stability fannzdafiu (Storage condition) 88131a8 3 M_.:Bm
nan wililduluaiuderiviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:dm3§3cm‘_mﬁm‘_m%sgﬁdgmé ualaiginan13@ne1 On-going
stability Yange uazuanman1snsivinsziiluiaey sniiumde physical
description uawiiadensvadeuasudau musseensds ethtdes 3 Jun1snan

0.15

fins@nw Long term stability fian11zdnifiu (Storage condition) eghatios 3 Junis
ndn welsuluanudanvualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:ﬁmsgsmc@,_m._ex_ﬂ%sa&?:mm,s walaifinan1s@ne On-going
stability Udnga wazuaninan1sngaaiinseiiiu Conform, Complies, Not
detected, N/A sniiushde physical description waziiitonismaaauasudau au
fseiieneda

05

1in15Anw1 Long term stability Taiidulumu ASEAN Stability Study Guidelines, Anwn

a v vV

mmcméﬁﬂ%sasﬁdcmmi wsstensnaasuliasudiu ausisiennensds (I
W15047)

10) fimsAny Lone term stability fifinan1sAnylaing

nrviualivuaain Wil

Fve 1snnasuliasudILANLFITIEIN91984 HIRNANTTIATIZVLUNIUANNLNeT

Y a R—F. a ¢ &

$1989 vise liuan wan13ASATZMTURAY BNLIUTTD physical description
vi50 laifinan1sAnw Long term stability

ANENTTUNSAMUAT LB ALY AT YIULIANTE
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2.1.2.15Anw In-use stability (Bandaladonils) iy e18a sriinaunauld 3
1) fifeyamsdnunanuasshvazdeldnuiissyluenansiivenasuduynatsazas 2
2) ffeyamsfnwanuashvazdelinuiissyluenansmiveudlinsudaugn 0.5
a1savany
3) Lififeyamsfinwanunsivundaly 0
2.1.3 mInadouMsinuUsesaingn (Splitting Tablets with Functional Scoring Test) waz/ 3

v38 In-use stability (Gendeladeniia): nsdlendia (Tablet)

1) vuvadinenls Winefisesuin (inuusasals) waziinisnaaaunisinuusnsadingn 3
(Splitting Tablets with Functional Scoring Test) NIBNANTNARBUAIIUAIFITOILIIR

g1vinLUeAsAingn (In-use stability testing) ATUALTBANUAYBIFITIONBIUIU USP

¥3e US.FDA uag/s3e finsvageu impurities Tugniivinuus InevieaujUiRnng ISO/IEC
17025 lallindn w38 finan1sfinwiusednsnaveseinius

2) Fnuvadnenld waensisesuin (nuuarsald) wazinisnaaeunisvnuusasadinen 1.5

(Splitting Tablets with Functional Scoring Test) LAZNANINARBUAINAIT VBTN
g17vinLUIAsadingn (In-use stability testing) ATUAUTDMUUAYDIFITIONNBY LYY
USP 58 US.FDA ualsisinisnaaeu impurities Tugnivnuus

3) Fnulainele Wiaelifisosuin (inudirisls) waiinismedeunisinutsaiading 1
(Splitting Tablets with Functional Scoring Test) LAZ/NIDUNANITNAADUAIUAIF
ypafineniiviutansadinen (in-use stability testing) ATUANTBAMLATBIFT18198:
1w USP %39 US.FDA

a) nsdvnuuadinenld Winendlsesun Ghudesals) lifnmsmegeunstinuandadng 0.25
Lifinanaasuanuasin wialinsmadeunuasilagiesufURn1svesnin
5) laifiseeunlyt warnuladinele 0
2.2 nsdlenlaisniugesinuainvasdeld (n-use stability) wiaenfivhunuuadae liifide 7

Ueiilumivinidagn vize suauya

ANENIIUNIAMUATITaUBUALAYAMANYMLIRNE
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n3fnwn Long term stability (t3andaladawnila)

1)

dn1sAnw Long term stability fianzdnifiu (Storage condition) egnatios 3 JuN1T
wan Wuluanuderiviusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiflanunsaiuns@inuléinu ASEAN Guideline fisawuu Stability protocol
vise vinguildfumsousiiann ee. ffinamsAnwiasuangeniimmualivuaain el
@3N On-going stability Yanga wazuanmamsnsavlinmzidudaiay onwiu
Wde physical description waziivdanmsnaaeuasudau AU TS84

2)

115N Long term stability fanTzdafiu (Storage condition) aghaties 3 Jun1s
wan Liduluanutariiviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdifianunsaciunisdnunlaanu ASEAN Guideline fesiuu Stability protocol %38
wéngwildumseudtion ee. ffinanisAnmasuangeniifvunalivuaan lasfina
AsAnY1 On-going stability Yangm wazuanwansnsaviiasziiludiay snliuide
physical description waziifitanismaaauasuiau mMuUFIENTiE198s

3.5

3)

dn15Anwn Long term stability fianzdaiu (Storage condition) aghatios 3 U3
nan Wuluauderviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dm:,%mmgéegmmé%ﬁ:g%g wetlaifinanns@nw On-going stability U
angn wavuansramsnsIviaseiiluduay eniiuiade physical description wazdl
Fdensnadauasudau musseienads

55

gdn13Anwn Long term stability fianmednfiu (Storage condition) aghetios 3 Juns
wan Liduluanuvarivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmzjm:@émcm\ﬁe,_mmétsﬁdgmé wetlsifinansAne On-going stability U
agn wazuaneranInsIviiaseiidudaay eniuiate physical description ezl
densnideuasudau musseiensd

25

5)

dn13Anen Long term stability fanzdaiiu (Storage condition) aghstiey 3 Jun1s
nan laiduluaudeaniivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

1.5
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RH) mzm3&3@;355Sm_m,_scsﬁc:mmé uglaifinan1s@nyn On-going stability U

aen WazUARINAN13NTI931AT 1w UL Conform, Complies, Not detected, N/A

sniiuriade physical description warvdensvaaeuasuiiou mausieniiensds

6) {n15AN®W Long term stability Lsivdulumnu ASEAN Stability Study Guidelines, @nw 0

asuageiitmualivuaann uilifidemsvaaeuliasudau mussienignads (s

Wa915047)

7) lifienansns@nwn Long term stability (laia5as7) 0
waigatinunWIBINYUTUSIYIANAHEY UsTYisiuazaan (Package & Labeling) 3
3.1, MAULUTTY WaE amniiswarBonnsamaiitungdouen 3
3.2, mAurUTTY WS amninanBunnsamuiitunzdoue 0.5
3.3, MYurUsTy way amnineenden lns auiitunsidous 0
anuvindisulunisiatadnuniuenfuwuy (Therapeutic Equivalence): (AT = 92 25
4.1. 39 4.2+ 4.3+ 4.4+ 4.5)

4.1 0undunuy 25
4.2.amuwindisuiuvaundunssy (Pharmaceutical equivalence: PE) vialndunssuasya il 5
shendrdiyideatiu Avunnnnuuss wesguuuueeaiu lnadanesguderhmuamilouiu
viaufisuwiniu (Fandaladanily)
4.2.1. Jusandfyiiaruvihiientufusduioy: flenasigainaunsawdsuumue 5
duuule GrademnuderruauasionansigesiulunstunySouelml/ananey wuu
ASEAN HARMONIZATION)
4.2.2. hiflanuwifisumandunssuiugismuuy 0

a a o . i - P>
4.3 wagalAnuNNAIN-ANYATBINARIMIE (Bioequivalence) (iFandaladanils) (Azuuy
524 = (Y9 4.3.1. + 4.3.2.) %39 4.3.3)

a.3.1. lunsd@itenduguuuuiivszmaluiinisdnndaauya (Bicequivalence) (ihandalade
wile) =4.3.1.1+ @ (1) +(2) +(3))
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4.3.1.1. #i57897UN15ANYI Bioequivalence WJulumu ASEAN Guidelines for the 4
Conduct of Bioavailability and Bioequivalence Studies (aUuuangn) s.mwmmm
MSANYNTIUTEANTNG UavTIaNyaveInansieie NTENTNAEITUEY UAZHD
MsANETIENya H1UMINNTUINALTUTBINNATINIUAMENTINNITO TR
g1 NIENINAIIEY SneaziBeafiuiiuedislon il
(1) A5MsAnYILUU Randomized crossover design #3e parallel design wmndu 1
p17idAA3ITIne 1
(2) 91anadns dsuuiieae @1And1 12 Ay, nstAnwILuy parallel design Ad3 1
H9ununn 24 Aw)
(3) fimsiiudegnaiisane (eghetos 9 9) 1
nsfleriidnmauTAiiay AB Fuwiolul
A 1399 Enantiomer (t5an A1 w38 A2 w38A3)
A1, {ugnitladl Enantiomer 1
A2. 1[Hugniidl Enantiomer finsvihn1sAinw muderfviua ASEAN guidelines 1
for the conduct of Bioequivalence studies (Revision 1,march 2015) 130
Guidelines on the Investigation of Bioequivalence (European Medicines
Agency)
A3, Jueniidl Enantiomer wilaiifinsvinsAnuly audefvun ASEAN 0
guidelines for the conduct of Bioequivalence studies (Revision 1,march
2015) %38 Guidelines on the Investigation of Bioequivalence (European
Medicines Agency)
B. anwduiusuesemsiunisgedu ({§an(idan B1 w3e B2 w3e B3)
B1. 91 kilinaran1InaTuvesen 1
B2. \Juenil ewnsiinarenisgedu finsvin sAnunluannizdienms (Fed 1

condition) uUBANYMUA ASEAN guidelines for the conduct of
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Bioequivalence studies (Revision 1,march 2015) %39 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

B3. Wueni emnsiinasanisgady fin1svimsfnuluemyluanzensims

fast condition) muUaMAUA ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) %39 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

4.3.1.2. 1841UNTANY" Bioequivalence TaiJulumnu ASEAN Guidelines for the
Conduct of Bioavailability and Bioequivalence Studies %39 @“mwzdm:dgmu
UsvAvSrauasTiauyavewndniuiie nsvnsnasnsugy (lWwersan)

4.3.1.3. liflenansfigadnunmanuauyavesndndugien lunsdifenduguuuui
UsgmeliiinnsdnunTasuya(Bioequivalence wiaenansiylval (wunwidouendl

“NG” M) (luwarsas)
4.3.1.4. mnvhnsAnenTauyalulssinalnglagviesjliinisvesusmm

¥
caal o a wa

4.3.2. vENATAENIARLURIUATRANS (Good Laboratory Practice (GLP)) (Gendeladenily

v
caa Sl a wva

4.3.2.1. dwumiidesusewnsgrumsuURnumvaninaeisnsnaluiiesujiinns
(Good Laboratory Practice (GLP)) Tunsdiivinisfinw@iauyalusisusine

T
a wva v caal ) a wa

4.3.2.2. lifidnumilsdesusennasgrumsuiiinumdninaeiisnishaluviesujiinig
(Good Laboratory Practice (GLP)) Tunsdivinn1s@nuninauyalusisszine
Waavhn1sAnwlag UIYNERERLeY

4.3.2.3. imsdnsiraugalulszmalnglngaandurienthsnudnuniauyaiunieds
13RS UNNTIUTOIINANTNIUANIZNTTUNITBINSLAL LIV D
NTUAINGIANERTNTLNNE

4.3.3. lunsainenduguuuuigneniuliseshnmsfinun@iauya desuanaenanseiu
Usgans nmuazanuUandevede 1 Bioavailability study 1usiu

10
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4.4. sivumsiusesiienisussyasiuenarsiiieiold (Hendelatails)

5

4.4.1. Jugdunuu vie ey iildsuussqlu US.FDA Orange book vidalaiunisiusesan
EMA Franunsaldsuuwnusduiuuls danuwinfsulunsidesnuiuenauiuy

(Therapeutic Equivalence)

4.4.2. Jusdunuuvsesnantiy niisedendnine lundsdeorensudndugienandolvaind
Anuwinieufulunsirdnsnufueiauwuy (Thai Orange Book)

4.4.3. laifinan133U393 Therapeutic equivalence

4.5.1@na1snnuen (Bendaladanile)

451, Wueduwuu vie Sdevilivessn muilifueyiRnndinnuannssumsemsuay
dusuuismheluusznelng uasiideyadus Ansuiu eativayy
msldenedsaumara muwwmslunmsiaiienarsmivsmudennae oy
(ASEAN Common Technical Dossier : ACTD)

4.5.2. feudldvesen muldsueyiRnndrihnuamrnssunmsemuaze) Mviiiieuiven
sunuusnuielulsealne we Liduluany wuimslumsiavienaisinuainiy
JannNaswILGeu (ASEAN Common Technical Dossier : ACTD)

4.5.3. Yeudldveten munldsueyiRnndinauannssuMIeIMskaze) AeENERULUY

Joyauszaninmlunisinu msfny/Adenneedlin (5.1+5.2)

20

5.1. n1sAnE/A3en1ematin  (1Fandaladanils)

15

511 g1fuLuy Tnansenaisniitevnratnamulsednsnmuaranulaendeussenlunig
Shwn mudeusltvesenlasueusl®

15

5.1.2 \Wugilenansiusesiwdalnednanieaiu gasdiuieaiu Tngivanuidaieaiy
nsvUIuMsHARLazAUANAMNIN Teudld demssyTs devnuldiduideaiu erduuuy

15

oy

513 grasia HilFnw/Adensaanndulszansmniazanulasnieveenlunissne Ay
savudldvae wWisusutuefuLUy TlaTUNISANUNILANTEANTNINSLIANEuAS
P a = o - g ¥ v =
YiuTede TnednsAnwuuuaaelul (dandaladanils)
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5.1.3.1.38n5Anwuduiuu Well-designed Randomized controlled trial

15

5.1.3.2. 38msAnwndunuu  Long term follow up RCT

10

5.1.3.3. 38msAnwndunuu Comparative studies wuu Cohort studies (perspective)

5.1.3.4 38msAnwnduiuu Comparative studies wuu Case-control studies (retro

perspective)

5.1.3.5. 38nsAnwnduluu Descriptive studies Wuu Case report/case series

Ao

5.1.4 gandey NEANY/ATeMeAdtin wuu Well-designed Randomized controlled trial
suUsransnmnaranuvasndsvesenlunssnwm mudeusldvetsn wWisuiweuiuen
funuy lutszwelng walilasuns@iiuiluansasmenisunmduagansisagy

5.1.5. f@nw/Aveneain wildlalSeuieuiueiauwuy

5.1.6. Lifins@nw/Aden1eaaiin

5.2. Uszaunsain1sianiendin (Hondaladanile)

5.2.1 yhuiluszaunsainsidenineedinlanalunissnw linusieaunisiinenisling
Uszasrsouss lilasunissaassusesusy@nsnin Useandnauasn

ke 1O O

5.2.2 vhuiilszaunsainmsldenidneedinlinalunisinw wilinumgnisallawmsnisainis
sudumalifihefouvdous vyalder nunenumaineimslidisUssasddiouss lasuns
Soe5uiEeauszdnSnm UsvAvisnavesen agln

5.2.3 vhuiiszaunsalinmsldenineeddnlinalunissnw winumenisallawemsainilsu
Juwaligihedeavdousn wealder wusenunmsiineinmslifsUszasadeuss 1asuns

14 a h.. a a a a 3 < ! 1 3 £ & 1
Yoe5uFeaUseaniam Usvavisnavesen WWulszdn wsa Lifivsaunisalmsldeniinneu

52.4. wndAndns wullymludsnann deladenielui

- wuusgIRn1sBenAueily Lot Mhdadhusznansian

- Avy. dwnsraeandinudgmenlidlaunasgrunuindudniu

- fiusetagnasnullymauninlusietendadosionnan muaiuan veanssnyNa s 1Y

(Green book)
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- nutlgmlea g N svedeuRanfuNmBEN Aow/sEminy/masiansanysenasan T
60 U
- fisgdinsgnienulymaunwiumednualdnys nmegla/dlde

5.2.5. wuiwdnsusifiiaue o1adsmansenuluies srderewmeindeiveiieglutydendn | -10
6 | szuvsusHINUAIIEsTINT uintinau (Bandaladewil) 5
6.1. U3¥HleNa133UTINTOUTUNMUIRTUSITULAYARINT INTNUILTUAIUNAN LU PREMA, 5
TPMA ilonansuansuazinuseiiuasudau
6.2. USHMLifiana133UT0INITOUTUNTIITLEITULAUARING 0
AZUUUTA 100

2. 1@ (Fewas 30)

fudsiusnazgnussiliuuaginzuuulaessuunsindedndnniasgiedidnnseilind (Electronic Government Procurement; e-GP) waansulgy@nans
NSENTNNNIAR
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