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AMANYMZIANIZYB81 (Drug Specification)
272363: Carvedilol 6.25 mg tablet

1. quantAlY
11 guuuy Jugde dmsusudssmu
1.2 dwlszneu  Tu 1 e Ussneumemen carvedilol 6.25 mg
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2. quantAnIamaiia

NamimﬁﬁﬁLﬂﬁzﬁﬂmmmﬁulﬂmu finished product specification wag Specification of
Active pharmaceutical ingredient (API) #id198391mndasSuatuiieniu daldannzidouse
FNUANENTINNNTOMITUALET NTENTIATITAY TemndusTUTTEEn B feaduadud
weuivselminiunmsgrunduiiulasiunis auussnmansgnsvansisuae 3es sy
67 .01, 2561 33Ul 6 FurAN N.A. 2561 (AaUsgnAlussAIIUNETIUT 12 nuaius 2562)
uaz 52y @UUN2) w2562 asiuil 3 nsnmiau 2562 (asusemalusisiaayiununTud 26
NINHIAN 2562)

2.1 Finished product specification: USP43

Y9 | Specification of finished product Acceptance criteria
1 Description/Appearance Complied with finished product sgecification -
2 Identification ‘
A : HPLC Complied with finished product specification
B : UV absorption
3 | Assay 90.0 - 110.0% of the labeled amount of
Carvedilol
4 | Dissolution Not less than 80%(Q) of the labeled amount

of carvedilol is dissolved in 30 minutes

5 Uniformity of dosage units Meets the requirements

6 Organic Impuirities

- Individual impurities NMT 0.2%
(specified or unspecified)
- Total impurities NMT 1.0%
7 | Packaging and storage Complied with finished product specification

YR O e UsEsunssung
(unledu dasnuanate) (ney.adan Wsna) (ney. 51 lnadn)
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2.2 Specification of Active pharmaceutical ingredient (API): USP43

WL 2370 6

) Specification of API Acceptance criteria

i Identification
A : IR absorption Complied with specification
B HRLC Complied with specificatiun

2 | Assay (on the dried basis) 98.0 — 102.0% of carvedilol
Impurities
3.1. Residue on ignition NMT 0.1%

4 Organic impurities Procedure 1 Procedure 2 = Procedure 3
Carvedilol related compound E NMT 0.1%
Carvedilol related compound A NMT 0.1% NMT 0.1%
Carvedilol bisalkylpyrocatechol NMT 0.15%
derivative ( if present) (If follow USP
41)
Carvedilol related compound C NMT 0.02% NMT 0.02%
Carvedilol related compound D NMT 0.1%
Carvedilol related compound B NMT 0.1% NMT 0.1%
Any other individual impurity NMT 0.10% NMT 0.1%
Total impurities NMT 0.5% NMT 0.5%
Carvedilol related compound F NMT 0.1% NMT 0.1%
N-Isopropylcarvedilol NMT 0.1%
Biscarbazole NMT 0.1%

5 | Loss on drying NMT 0.5%

6 | Packaging and storage Complied with API specification

wugwme - NMT = not more than

* 917299 Dissolution was Uniformity of dosage units TAuuULBNAIWAAIII8ALLAHA

NAN15ASATIEN vndilendeareazdeaiidudnaviilulu COA
- NTANANLLTEULTINITIAU (Waive) N15ATIEBUIATILVI18NITE TATULERS

naIaNgIUAINaINlAsuaYRIY

- Drug substance specification #9150 N lUIATIEVIVBEHEAR drug substance %38
ludAs189 drug substance vagrang1d 153U avulaadunils Feiln15n539
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3. N15UsZAUAIUSEENSNINAB31A1 (Price Performance)
S18aLLDEARIUBNATS 15849 NNSUSEEIUANUSEANS A MABI1AN (Price Performance)
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4.1.1.nsdiewdnlulsenelng (ve.2)

4.1.2.nsdigthiditemsuaussylussmalng (e.3)

4.1.3.nsaigindnneUszma (e.a)
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Tunsifousiuefetugiueygnuasaniuiingn (Wu o.4)
dumdedefusewInsgIuUNITHANIIAUNI NS SAALUAIHERYT (Good

Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)

Tnevuie91u PIC/S participating authorities 2UU814ANNLTOUNINTINEBY AHANITTUTEN

feiuuszmaussmanadidnnseind lumnafiiieadestueniiaue Ysznoude

5.1. A mivdefusoanasgiunsuanenumdninueiisnsialunsnan Tngauiaen
d1Aty (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dnuniledeuseaInTs NN THER B NMANINMIIIENTRTUNSHARHAR ToueiEn
E‘hﬁﬁagﬂ (Certificate of GMP Finished Product)

Tunsaiidusnindranssussina guandesiidiumisdesusomaninei (Certificate of

pharmaceutical products, CPP) #38114d05U593n159191Ue (Certificate of free sales,
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Specification) wagnanstumied@nsasu (Finished Product Specification)
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7.3.1 S munuazinsgiuveansieseiludisevessemaiiluaudnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39
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ICH Guidelines %38
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8) AUmMiNADsUTEINANITIATIEN (Certificate of Analysis (CoA)) Inarasusenauniy

8.1. dwumwnladesusamansinseingausiendnfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Inesasusznouse
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(Supplier)
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8.2. dumisdesusenanisiiasnzindndueiandniagy (Certificate of Analysis of
Finished Product) vesnannansiusiend 593U (Manufacturer)

8.3. enastudunnuduiutszniejumskaavesingaudiindidy (drug

substance) uaz jumswanvesnaaiusiduiazl (finished product) #le
Tumswanu1iuitdaen

9) dUNENATTHANINANITANYIAINAIAT (Stability data)
9.1. @LUNDNATUAAINANITANYIAIIUAIRITEEEET (Long term stability data) 91u2u 3
JUNSHER
9.2. ANUNDNAITUANINANITANBIAIIUAIAIIUANTIIELS9 (Accelerated stability data)
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9.3, ANUNDNATUANINANITANITLAAIINE AT WL ULTnels 1 Y0 /ANUMEARS

a

UszAnsuanssnw (nsdledia) (i)
9.4. nsdhdueiidotazars Afevaneuld WdnunenaisuansfnwiAuAIngInIsg
aza1euaz/min 1Woa / vaalald Tudivhazaiumnee AsutIulazdenAa oI unNaIs
Afuen (In use stability data)
10) dwuntladesusemdninmiandnsagy (Certificate of Pharmaceutical Product) lanige
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Bioavailability and Bioequivalence Studies %38 gilan1s@nw¥iiuszdninanasdrauya
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12) dumisdesusesasgrunsuUianumndninusiisnsialuiesujianig (Good
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13) duumtideiuseunnsgunsiuinuuagnszagemumnannueIs NS lum s
waenIgee (Good Storage Practice / Good Distribution Practice (GSP/GDP))
14) §lauesIneeddrineg19e1eg 1oy 3 ey
15) dumidsdesusesnasguiesufuinis ISO/EC 17025 lusiemseniiaue (dni)
16) dunenansuanstayanislasunsussylu Green book YansaingImansnsurng (i)
17) duenaiswanidoyan1sinsunisussqlu Orange book ¥8e US.FDA. %58 European
Medicines Agency (813)
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HUUUSZIUANUSEANSNINFB31A1 (Price Performance) Usetnneniadl

AuUs dwmiin (Govaz)
1 annmuazanau T dulstlovddenesvns 70
2,571 30
1. guamuazauauandulsslovddensssnis Geeaz 70) Fan1sfn
inausinsUsEiiugaInIWHAR et YaaniTy AZHUY
n. inausinaun w9y (General quality criteria) 20
1) 1NASHIUMINERIIMUVENINANIBNARlUNMSHART 1.5
2) wwnsguIngAumMendney (Active Pharmaceutical Ingredient Specification) wagunsgu
nAnsausie1dn3a3U (Finished Product Specification) 3
3) WINTFIUNVIBIUGUANT 2
4) mespuMIAvinvILaznIEEEIRImMaNINUeIs MsRuMaIAuvILansE e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) %
5) WINTFIUNENTUN ik
6) AuauTRTideUsloninonmsufoanu 4
. InausiRINIWANIE (Specific quality criteria) 80
1) xmﬁﬂamagbgss?mmw\dm@azmde_bﬂa,& (Certificate of Analysis ; CoA) 20
2) ENglAMNAINNIANYIANNALAN (Stability data) [
3) waRgavnuNNTRIMTLEUIIIRdLNAnY UsTYeiuaraaIn (Package & Labeling) g
4) nuwnfisulunsiidasnwiueifuwuy (Therapeutic Equivalence) 20
5) N13ANY/ATENIAGLN 25
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n. inausinanIwiialy (General quality criteria)

20

faa ol

WINTFIUNTRAAYIAUNSNAMUNIZN TN UM INAAYT (ASUWWTIN = U2 1.1 + 1.2+1.3)

15

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsianeniiauevig atuaign
P Y o W o = P23
AUTIUNINTIERULRALINASTUIBIDTTUUSE NMAUSENIASIAY/ AN (1Randalndauils)

05

1.1.1.195Un133U599 GMP-PIC/S 970 PIC/S participating authorities %38 cGMP

0.5

1.1.2. 105Un155U589 WHO-GMP %138 #58 cGMP i3atfiguin Tunuinine9eeiu APl

0.1

1.1.3. 1a5ums¥uses WHO-GMP v3a cGMP wiaiiieuwin uiliszynuandaiau / lifilenans
WaRINI35UT8I GMP (lsiWa15047)

0

1.1.4.165Un155U589 GMP-PIC/S %38 WHO-GMP 138 cGMP viunangneuiuysenealsznin
s1a1 waghifilonansuaninstiuvenaeny wse Widvidnguuansiunueey (liwersas)

1.1.5. ll@sun1ssuses GMP-PIC/S %38 WHO-GMP (laiiWa15ad1)

1.2 Certificate of GMP Finished Product lunsnagni@usvie aduaganiusaunsnsiadaulag
P ) ) - =
finasusesdsiudsemadsenmnsien (Fanvdaladeanils)

0.5

1.2.1. 195un155U589 GMP-PIC/S 1A PIC/S participating authorities 158 cGMP Waz/1se
nilidosusowmania (Certificate of pharmaceutical products) a1n PIC/S
participating authorities luninaendiiaues (nsdleindn) wieldsunissuses GMP-
PIC/S 2nd1tnUAENIINNITOMITLAZYN

0.5

1.2.2. la§umssuses WHO-GMP 38 cGMP ¥83 Useinagudn lumainiieadesiu Finished
Product waz/v3e Mldeasusowmdnsinm (Certificate of pharmaceutical products) lu
NNAEEUIY (NFEIUT)

0.1

1.2.3. 195un135us09 WHO-GMP wsilsiszunuiedaau (laiwarsas)

1.2.4. 195uM35us09 GMP-PIC/S %38 WHO-GMP %38 cGMP fvungnewiulseniausenin
a7 wavhifitonansuaninistuvenseny (luwarsasn)

N ANENISUNNSAMUAT WaTLB AL ANAN YaEIaN Y
2.89%0 m ;\\7
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o (4

1.3 nsamdugntiignannanlsema aeslidnunvihdesusesnaniu (Certificate of
pharmaceutical products: CPP) w3auiisdasusainisdmine (Certificate of free sales: CFS)
Tunuiaed@uevne

0.5

1.3.1. CPP wi3® CFS atuadn (nusaun1snsIadev) nsadilerglidengnissvsesieiulssnia
Usenansim winuefindslulssinalng

0.5

1.3.2. 14ifl CPP w3a CFS vide i CPP / CFS fivuaeny

2. | masgwingAudedAey (Active Pharmaceutical Ingredient Specification) uaz
WnsgIURAnAuTiE1d1393U (Finished Product Specification)
Aorsaaaena s stunsdoy (Azuuysan = 98 2.1 + 2.2)

2.1 nesgruingaumendAty (Active Pharmaceutical Ingredient Specification) (Fanvalada
=
i)

2.1.1. nsalasunissuseslushsen (Official Pharmacopoeia) (13anvalavanils)

1) 81993 USP, BP, Ph.Eur. , IP JR atiugiga (mutenansitunzideul’d) wazn15919daiiu

sosduilulunzilaumiueiua @u.5 7 o8.0ylR)

1.5

1.5

2) 81983 USP, BP, Ph.Eur. , IP JP atiuanan (muenansniuveidould) vieduudlulu
neidousmiueua (3 0.5 A0y oo melu 2 Vusdalilasunseud® uavbuunlunou
JuUsENINgIAN)

0.75

3)  $1994 USP, BP, Ph.Eur,, IP ,JP atiulminiisznia szyssnen uwasudlulunzideu

MsuesEuTaswal (He.5 7 ay.aulR)

4) 81989 USP, BP, Ph.Eur,, IP, JP atulmindivsenia seusisnen wazBuuiluluneideu
o @ ¥ = D..L i 1 M Yo wa h.. U %
fsueua (@ 8.5 Ny o8, melu 2 Yuadslilasunseydl® wastuunluneuiu
U5eNInsIA1)

0.25

5) $1983 USP, BP, Ph.Eur., IP,JP atudige wialmsindiszna seysisnen uazunluly
neidoumnsunal widy ilgguunlylungiJeuansuen

6) #1483 USP. , BP. Ph.Eur., IP, TP, JP @tfumussnend sum.Usenid) wazuflaly

= o @ v =] a wa
nzilyumsveua (e.5 1 o8.9UllR)

M ANENITUNSAMUATIBALIBEALAY AN YUZIANIE

.......................................... UsEaunssums 28990, LTS nTIUNNS
(unlgBu (dashuanade ) (ney.adian Wena)

(ney. 451 Enadn)
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o %
a3
nauaIn1sUsEIuAMNTWRAAN UTE YRy ALY
7) 81983 USP., BP,, PhEur, IP, TP, JP (@umusisiend sum.Usenie) wazduuilaly 0.15
I o @ ¥ I LL = | M Yo va L 1
ngilgumsuua @ 8.5 N8u o8, Melu 2 Yuadalilasunseud® wavduunlunou
TulsEnIng1An)
8) 1983 USP., BP., PhEur, IP, TP, JP (atugiusinis eyl sua.Usznia) uazvuilulu 0

NeLUgumsuewa) wade lulgguunlylungidousisuen

9) 919dITIERAtUANNUSENARSIen (L)

212, ﬁ\dswwé&@aséoﬁgmﬁ Pharmacopoeia veosUsznaiduandnues The International
Conference on Harmonization (ICH) (i@w7zau18n ICH 714 Official Pharmacopoeia
harmonization Ae USP, BP, Ph.Eur., JP., Ph Int.) gmw&wméﬁs:m«gsmwé In-house
process fiaenndasiu ICH Guidelines waz/u3e Pharmacopoeia General
Requirements (tdandalndonis)

1) 91984 Official Pharmacopoeia v83UsEmnAaNTN ICH wag/%3e In-house process 7
5191

an
SATEISE - Rak

@anAaDINy ICH Guidelines %38 Pharmacopoeia General Requirements aUu
ynviata waruilulunzileusiivenseuiosudn ({e.5 N av.0uliR)

D

2) 972983 Official Pharmacopoeia U83UszinAauTn ICH way/wse In-house process 1 1.25
aanAdeiy ICH Guidelines #3e Pharmacopoeia General Requirements atuluai
adUsEnAfsend sua.dsznma yade  wazunlulunzideussveuds @es 7

98.9ULIR)
3) 92984 Official Pharmacopoeia U83UseinAduNTA ICH way/ M50 In-house process #l 0.75
a9nAaRsiu ICH Guidelines #58 Pharmacopoeia General Requirements auua1ga

el 1ol

o " ° ] o v al P o w %
$m®ﬁ$23d;dm&34334mgm\d$ SUA.UTENIA YNVUD Fm&pﬁrﬁﬁdﬂtinrdmts\,_mdm\_#rmu

St ELL 2

@ 8.5 18y o8, Melu 2 Yusdalulasumsoyia wazbuuilunewiuuszmasian)

v
=

4) 97983 Official Pharmacopoeia U83UszinAauITn ICH way/1se In-house process 1 1
a0A. 09U ICH Guidelines 30 Pharmacopcaia General Requirements atfusgl
Usznams1e9 sua Uszna naide wazudlylungifeumsueudn @5 7 oe.

R s

DUIIR)

ANENTINNIAVUASIUaLBALAYANENYUZIANE

. I
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5) 81989 Official Pharmacopoeia U83UszmAanTn ICH waz/%39 In-house process ii 0.25
@onARINU ICH Guidelines #3® Pharmacopoeia General Requirements_auusnal
Uszmiadsendt sunUsenie ynvhate wazBuwdlvlunsifoudiueuds @ .5 iy
o8, melu 2 Tuadalilldunseusid wasuudlurouuuszniasian)

6) 871981 Official Pharmacopoeia 183UseinAaNIEN ICH wag/vie In-house process i
aanAaasiu ICH Guidelines #38 Pharmacopoeia General Requirements aUuanan
wielwinin wiemuusemea ugluldduudly

7) 1989 In-house process fidanadedfiu ICH Guidelines muUsENARITIETUTD 0

8) ©1984 In-house process fiaenadasiu ICH Guidelines sndnusemessnen (l 0
NI5040)

9) In house process Lugenagas/luisulunns ICH suideline wialifinsduudly (L 0
NI1T)

2.2 anmsgundndusiendniagu (Finished Product Specification) (tAendaladanide) nsdliieg 1.5

S¥UINNTISIUAULUAUA U TR DU UUONTITHT O NUINITVOUATY (WUY &.5) I 3ox
finished product specification lagveunluneuiiunlsemmiszninsinr/aaiaen uazliiiu 2 T al
TUUsENI939A7

2.2.1. nstllasumssuseslusisien (Official Pharmacopoeia) (sdanvalavanil)

1) 81983 USP, BP, Ph.Eur. , IP JP atualga wee lasuniseydilungideussueiuen 1.5

2) 883 USP, BP, Ph.Eur. , IP JP atfuaiga uae agszuinduudlilunsifousniuen @ | 0.75
8.5 Nty o8, nglu 2 Yuadslaldsumsensi® uavduunlvnewiudseningia)

3) §1989 USP, BP, Ph.Eur. , IP JP aduaiga wads lladuunlylungileusmiuen 0

4) §1989 USP, BP, Ph.Eur., IP,JP atuluinaiuseniaseysisnen wae [asunlsoyadilu 1,25

ey umsueIwan

(un 15U \dasnuanate ) (ney.adan Wwsmha)

v

32uamraj}scswém«rm%_.552%@2&@%«
Uses1UnITuNIS 2.89%0 ?N AIUNT

]

T IR e A RS NITUMS
(ney.g¥s1 Alnadn)
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81983 USP, BP, Ph.Eur,, IP atuluanizussmeaseyssen uas agsevinaduunlylu
neileumiuen @ u.5 N8 a8, nelu 2 Tuddslilasunseud® wastuudlunauiu
Uszninsm)

0.15

6)

91983 USP, BP, Ph.Eur,, IP atuluainarusenmaseysisien wids lhduunlelu
nzilgumuen

7)

91983 USP, BP , Ph.Eur., IP _muuszmassysinsnen wae lasuniseydiluneileu
AFUIUEY

81984 USP, BP , Ph.Eur., IP muusenAseyssnen wag egsvninsduudlolunsidau
m3ue @ 8.5 Ny o8, Melu 2 Yusdalalasunisewsi® wavtuunlunewiuusenin
31A1)

0.05

9)

81983 USP, BP , Ph.Eur., IP smuusgniaseysnsien wadalulaunlylunedeusmsuen

10)

919899Us15781 USP, BP, Ph.Eur., IP usatusinndi Ussnmessysisen (Liwansan)

2.2.2.

nsallulasunissuseslusitsen (Non-official Pharmacopoeia) 8193§ 1189914
Official Pharmacopoeia YosUszmATIuaBnues The International Conference
on Harmonisation (ICH) (iw7sUsesnaandn ICH 7l Official Pharmacopoeia
harmonization fie USP, BP, Ph.Eur., JP., Ph Int.).) v38Uafuunuazannsgu In-
house process fiaonadoetu ICH Guidelines uaw/m3e Pharmacopoeia General

1)

Requirements (Gandoladonils)
1484 Official Pharmacopoeia ¥83UseinAaNnTn ICH waz/v38 In-house process i
@onnaeIny ICH Guidelines %38 Pharmacopoeia General Requirements atugian
ynvhte uazudlulungifeusmivenFouiesuds @u.5 7 oy.oulR)

2)

87984 Official Pharmacopoeia 189UsetnAauITN ICH Waz/138 In-house process i
@nAaBInu ICH Guidelines #3® Pharmacopoeia General Requirements atiulwa
nsenedsend sunUszna yathde wazuilarlungifeudiueuds @es 9
98.8ULIR)

1:25

(unlodu @asauanate ) (ney.adan Lusna)
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3) 91994 Official Pharmacopoeia 109UszinaAanTn ICH wag/%38 In-house process i 0.75
aanAReInU ICH Guidelines #39 Pharmacopoeia General Requirements wtetm.ﬁs
vialusindrusznmiassend sunszme yovade warBuudlulunzdousifusudn
(@ 8.5 fiBu 8. melu 2 Yuddlailiunisewsid uazduuiludeuiulszninsia)

4) 91984 Official Pharmacopoeia 983UsgneAdu18n ICH Waz/138 In-house process i 1
@RIy ICH Guidelines #3® Pharmacopoeia General Requirements atiuaial
Uszmesmsnendt sunUszna nathde  wasudlvlunsdeusnivewd o5 7 oe.

DR

5) 91994 Official Pharmacopoeia 903UszinaAaN®n ICH wag/%3e In-house process ii 0.25
aonAapIiu ICH Guidelines 39 Pharmacopoeia General Requirements_atiuaiil
Uszniasisend sun.dszne yatate wasBuwdlvlunsidoudmsveuds @ o.5 ity
a8, melu 2 Yuaddlailafunmsewsi waruuilunouiulszninsen)

6) ©1984 Official Pharmacopoeia 983UszineduTn ICH Waz/%3e In-house process il 0
a9nAaany ICH Guidelines %38 Pharmacopoeia General Requirements aUiuagn
vielwiind videmuuseme_ugluladuuslyly

7) #1983 In-house process fiaonAdasu ICH Guidelines MaszneAfmMeTUTTe 0

8) #1984 In-house precess Tidanndasiu ICH Guidelines sndnuszmesinsnen (i 0
NA1TUN)

9) In house process luaenmaas/uifulunu ICH guideline vdelifinsduudly (i 0
WA15041)

3 | wesgrumaiesufjiRnns ISO/IEC 17025 (iFandaladanil) 2
3.1, [§unsSuses ISO/IEC 17025 lusremseniliaue nvihsnususesividede iy 2
nsuInerrmansmsunnd [Wusu
3.2. I#¥un133used ISO/IEC 17025 lusenseniiiaue vaeiadanussenfidnsds (5159¢7: 0.5
auulminiszmer seys51e7 Pinmihsnuiusesiivndedie wu nsuinenmansmsunmg
WDusiu

ANENITUNMSAMUATIBAUBEALALAEN YIzIaNE

n3UNT

(unlgdu dasnuanate ) (ney.adan Lwhna)

(ney.g¥51 Alnwaan)

NIIUNT
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dansdn
innuginsUsziiuaunKEAS uelETeaniy AZLUY
3.3, Ldl#Fun1suses ISO/IEC 17025 Tustenisendiiaue 0
3.4. WusnidhnnsmeUssmedldfunisiuseunnsgiu 2
4 | ¥IM3§IUN133UTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (idan 2
alatonily)
4.1. l#3ums$uses GDP-PIC/S :nymieaususesiiinidedio 1y SGS, B 2
4.2. 1§%un13¥Us8s WHO-GSP+WHO-GDP annwtheauiusesitnidetie 1wu SGS, BSI 1
4.3. l§¥un155Uses WHO-GDP 91nviheauiusesiinidiedio 1wu SGS, BSI 0.5
4.4. l#3unmssuses WHO-GSP mnviheauiusesiiuiniede 1wy SGS, BSI 0.5
4.5. lile3un135us09 GSP %3@ GDP 0
5 | wnsgrundainel (Fande 5.1 w3e 5.2+5.3) 1.5
5.1. Wugdunuy 7.5
5.2 91esenfiianede aglu Green book wau1 - Hagiu 4
5.3 HaATIIIAT TS ITe 3 Lot. (Enmsnsaniisgriasuyniatemussnenfignid) e 3.5
visUfiiAnig 1SO/IEC 17025 lailadn
5.4. Liidulumuiide 5.3, 5.4 0
6 | anusudAfiBauslviranisufiRau (Fendeladeni)
6.1. nsdiendn Jeatuuas destuanutiu (Bendoladonds)
6.1.1. ussyluussyiueidasiuuas (nsilinnsgrundumivsvy) waz/vietlastuanutiunsd
wmssundusiiusey) warlimeseyliluussiueidanu asuhu
nsifuenfiussgluuae faanszyiesn Lot No Sudiueny ynq minegey (unit dose) uae
# ihsnysfiaunsatvsnuusiam esuiu
6.1.2 Wusudaldussquns uasesdasiunas (nsdiunsgrundsiiusey) was/viedastu 0.5
Aty (nsdknasgundasii3ussy) Tnsussyluussyiasimufvun udhifinnsseyliv
U330 srywzluenansiiuen

o

ARIENITUMIMMUGIBAZIBLALATAMAN YILIRNY
................. @.é......s.........amuméamz:d 2.89%0 OM

......................................... 35113
(unlgdu dmsauanade ) (ney.adan Whna) (ney.a@91 Alnndn)
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6.1.3. \Uugnnussgluuem m:ﬁcﬂ&:ﬁmamﬁc%_mamE& Bagsmﬂﬁgm«a&gmﬁe%
tlasifunuiy (nsdhnmsgrundashiuazy) tmmiméa@m; Lot No Yuiuang ynq iegey

(unit dose) AUEIY Uald & fsnusTianansatvseuuiine

6.1.4. dmm&tdmmame%éussﬁéacmst (auifrualunmauTinly) :mu& mmémeg@
3 Q@:jg _d@m: ALY N9 MUIEeE (semi- unit dose) uazil 3%53353&2
guuLing

0
va o

6.1.5. Sma?cmmgeﬁséﬁédaéa%é (unfi sag,ﬁgamtdss&% wazd aansvy
Foen (@Fen3fn, e, AT YnY Mihegos ( ) usilsidl $rnyINaINInd
Usgnuuidingn

1:5

6.1.6. USTIUUTTYTUIUNINIFIUATUE LRI TUsluRauTE L)

6.1.7. UsTYIuUTIYsTlaTUAIIN AT IUTEY (uifvuslunuandAnly) use it
was (nsdiumsgrundusiniu seytosiuuay) (inansan)

6.2. NIMEdn /w1in/e19uq (Henvelatonia)

6.2.1. \Hupfdussyiasnuiiindyisuseyasuniu yng wdleges (vial/ampoule/viaen/
19) aansryTos Lot No Judueny vng niheges (unit dose) ATUNIU

6.2.2. \Wusnfussyiasinuindssinsusey asuiiu awe vihelny (ndes)

6.2.3. \Juendfiussyiaeinunnduisussy binsuiiuy

1'%
2N13AN

2D,

NUINNITUIZEUAMNNHAN T EN Yo asisy

ATLUUY

(4 .. . . .
V. INUNAUNTNRWIE (Specific quality criteria)

80

1 | wafgauaunwmuilsds fusaaman1saiasent (Certificate of Analysis ; CoA)
(AzUUUTIN = Y2 1.1 + 1.2 +1.3+1.4)

32qumtvguDJS.:Sﬂmmurmmazmuam:midmcu554&

3 e UILEIUNTIUNS 2.83%0 “ N33UNT

(unlgBu dminuanate ) (ngy.adan Wwdna)

(ney.a¥s1 Blnwadn)
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1.1. Anuduiusvewmaigalnunmvilsdesusesnansimseisnendfey (Certificate of

SR 2.5
Analysis of Active Pharmaceutical Ingredient) (&andaladani)

1.1.1. COA Jngiiu finsves Supplier waz Manufacturer waziluingAunndniuieaiu 2.5

1.1.2. §aw1vves Supplier waz/v3e Manufacturer vise hilygunmsndaiieniu 0

1.2. naigauRuAmriiideiusemanTinszimendfsy (Certificate of Analysis of Active

- 15
Pharmaceutical Ingredient) Qm%&%s&mxmﬁ

1.2.1.939AU Active Pharmaceutical Ingredient Specification ya%a%8 Haves Supplier 7.5
wag Manufacturer uardin1suaninalugunuuiaey Fua (Uas/Miauaninanis
Snredluvieiateis impurity Hansaneunusaayldiou Below Reporting
Threshold (BRT) %39 Below Detection Limit UazianiA1 Reporting Threshold %3
Level of detection TuluaiAs1zver1) 8niu Wive Physical test, Description,

Appearance, Identification

1.2.2.053f1U Active Pharmaceutical Ingredient Specification nn#ata 483 Supplier #3a 6
Manufacturer wagiinsuannalugunuudougy (Uas/ viouaninanisinsIziluyn
wWaguy impurity Hansnsonaunusuavldivy Below Reporting Threshold (BRT)
%39 Below Detection Limit Uaiuanial Reporting Threshold %39 Level of
detection Tuludias1zvie1) Baviu ¥ate Physical test, Description, Appearance,

|dentification

1.2.3. a39AU Active Pharmaceutical Ingredient Specification yavate v4v8s Supplier 43

R s

wag Manufacturer widinsiananaluguuuy “Conforms, Complies, Not detected,

N/A, =, <” gAY WD Physical test, Description, Appearance, Identification

1.2.4. 9331V Active Pharmaceutical Ingredient Specification Nn#ate 983 Supplier #3a 2
Manufacturer F&mmd:m%zmgtmdréd “Conforms, Complies, Not detected, N/A,

>, <” gL 91 Physical test, Description, Appearance, Identification

M W Eeuaﬂtzjmgscsﬂm AzBunuALALANYTIANY

.......................................... UsesnI5UN13 2o O gsnT 3, B0 oot iont e et TN
(unleBu Eashuanade ) (ney.adan WsMa) (ney.aT51 Elnvadn)
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1.2.5. 7391V Active Pharmaceutical Ingredient Specification ynvte Ue4 Supplier #58 0

Manufacturer wil TuiidiadAgyiau Assay, Related compounds \Hudu insuanaua
luguwuu “Conforms, Complies, N/A, >, <” (laita15a47)

1.3. anuduiusvesnaiigainunwnilidesusemanisiiasesiendusagy (Certificate of 25
Analysis of Finished Product) (taandaladanils)
1.3.1.COA finished product 1¥3ngausunsudniieiu COA Active Pharmaceutical 2.5

Ingredient Specification

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

1.4. wagalaunwvilidesusewmanisiinsizviendniagy (Certificate of Analysis of Finished 7.5
= 2 y
Product) (tAandaladanils)

1.4.1. »597Y Finished Product Ingredient Specification ynte wag In1suaninaly
sunuusay (Uae/wiauannamsinTIevluunidoiu impurity Haansn
nauusIaylaiyy Below Reporting Threshold (BRT) 38 Below Detection Limit 7.5
bazuanIn Reporting Threshold %3e Level of detection luluiiasizvien)
anL3u Wde Physical description

1.4.2. »597U Finished Product Ingredient Specification 9Nt we In1suannaly

..md_v_,nc,canoio?:mv Complies, Not detected, N/A, >, <” gAY 18 Physical 4
description

1.4.3. @597 Finished Product Ingredient Specification yn#ts wé Tumded1fgau
#3187 LU Assay, Dissolution, Related compounds tUugiu n1suansraluguuuy
“Conforms, Complies, N/A | >, <” (lsiWa15047)

2 | nafigarigunmnisAnenanuasia (Stability data) (Fandaladonids 2.1. wa 2.2.) 7

MNW ANENIIUNSAMUAS IWasBuaLas AUAN vTLaNTY
; o\mr 3. Q970 ..o &%ﬁ\ ................. ATIUNS

.......................................... Usg51unssunIs N3IUNS
(unledu Basnuanate ) (ngy.adan Wna) (ney.g¥51 Envadn)
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2.1 nsdlensndudesinnunsivnundald (In-use stability) W 81dn erinaunewld Wusmu 7
3o NMInAdeuNSNLUIASEinewaz/¥3e In-use stability Tusidin 1Wusiu
(AZUUYTIN = U9 2.1.1. + 2.1.2. #3998 2.1.1. + 2.1.3.)

2.1.1.m5fnw" Long term stability (@andaladanida) 4

1) finsAnw Long term stability #ian1zdaiiu (Storage condition) agatios 3 Jun1s 4
wan il Wulumadermunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifiansnsariunsiinunléimiu ASEAN Guideline $faauuu Stability
protocol i wénguillasuniseuiian ey, finanisAnwasuangeTifuall
vuaan Inedinansiny On-going stability Uage uazuaninanisnsiaszmiu
e sniiuate physical description wariiwidenisnaaeuasudau mussei
971989 (11 USP, Ph.Eur, etc)

2) fin1sAnw Lone term stability fian1izdaifiu (Storage condition) agnatios 3 JUANS 1
nan_ualiluluaiuderiivunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
59 RH) ns@ifianansariunisiinuléiniu ASEAN Guideline $faauuu Stability
protocol vide vdnguitldsuniseyiiiann ey, fiinanisAnwnAsuageiiiivualy
vuaan lnefinanisAnwi On-going stability Ua1ge wazuanman1snsiadnsnziiy

s v

fata eniiuite physical description wagddan1snadauAsURIU MUAIIIEN
91994

3) fin1sfinu Long term stability fian1azdaifiu (Storage condition) aghaties 3 Junis 3
nan_Uuluarudeariviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsfnwiasuargennivualivuaain walilinan1s@nw) On-going stability

Vaga wazuanmansnsradinsgidudiuey sniiuide physical description
wazimTaN1IVAERUATUAIU MNAITIETNO19BY

4) fnsfinw Long term stability fianzdaifiu (Storage condition) agetias 3 JUATT 1
nan luluauterivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsfnuliiasuaigenimvualiuuaain udlinan1sAny) On-going stability

N AUTNITUNITANUA Jcmurmm_srrmuaam\jigurvsgu
5
................. wmﬂ\zmmtzj
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Yangn uazuanman1snsivissiidudaay uniiuide physical description
wazlliIToNIINAADUATUAIU MILFITI81791989

5) fin1sfnw Long term stability fianiednifiu (Storage condition) aghsties 3 U 1
nswan Wuldamdervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sAnwilinsuengeiidivualivuaain waghifinanisdnw On-going
stability Uangn uazuanman1snsiainszidudaiay sniiuide physical
description wagfivhianismaaeuasudau musseniisnsds

6) fin1sfnw Long term stability fiannizdmifiu (Storage condition) liasu 3 JUN1S 0
nanualuluauderivunalu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzmngmngimmcmESnméﬁsﬁd:w%a uAsNan13Any1 On-going
stability Uaga wazuaninan13n3insnziiduiaey snviuite physical
description wagdithiansnaaeuasudiau mudseiigneds

7) finsfinw Long term stability fianiedmiiiu (Storage condition) eghatios 3 JUNTT 0.15
nan waldilulumiuderirualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finansAnwiasuangeniimmvualivuaain ualiiinanis@ing On-going
stability Uange uazuanmanisnsiainsziidudaay sniuiide physical
description uawilhdensvaaeuasufiou mussenienads eghates 3 Junisnan

8) fin13Anw1 Long term stability fidnazdnifiu (Storage condition) aghatios 3 JUNNT 0.5
nan uildiduluaiudeiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzmadm:gmmcm\_m%mmécsﬁcgmi ualaifinansAnen On-going
stability Usge wazuanman1snsviasziiiu Conform, Complies, Not
detected, N/A 8ALiusve physical description wagiHiven1snadeuAsudIUL
auTIETignsda

9) fin1sAnw Long term stability Taitdilunu ASEAN Stability Study Guidelines, 0

a v v

Anwiasuangenmuualivuaain wiliidenisneaaeuliinsuiiou musisneneneds
(lsiwvrsas7)
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10) #nsfnw Long term stability AflnamsAnunliasuegeiirvualivuaain vie 0
fitonsneaeuldasudauniussendisnsds wanansimszildsinusnun e
91984 wso Liuanwan1sns A Tziluday eniuiide physical description
%39 ldlinan1sAnen Long term stability

2.1.2.m3Anw In-use stability (Gandaladonids) iy #1da eriinaunauld 3
1) fdeyamsAnmanuasivazdaldinuiissyluenasifusasudunansazans 3
2) fieyamsAnmanunsnvaslaldmuiszyluenarsifueusliasudaunn 0.5
ansazany
3) Lifivayamsfnnanupsiivasilnly 0
2.1.3 MIvadeumMsinuUsaseding) (Splitting Tablets with Functional Scoring Test) 3
way/ 38 In-use stability (Fondeladeniie): nsdlendia (Tablet)
1) snuvadinenls Weenfisesuin (Fnuunield) uaginismedeunisvinutsadadine 3

(Splitting Tablets with Functional Scoring Test) WASNAN1TNAADUAILAIMIYDIIA
g1 UIAsadine (In-use stability testing) ATUANTRIMULATBIRNITIS19B LY
USP 59 US.FDA wag/%3a in1svageu impurities TugNwnLus

2) vinuvadinels dinendsesuin (Fnuvsedals) wazinisveaeunisinuusesading 15
(Splitting Tablets with Functional Scoring Test) WASNANIINAADUAIINAIAIVD
dineniivinuleedadinen (In-use stability testing) ASUAITBRMTMUATEIFTI8 9B
WU USP w38 US.FDA uglaifinisvageu impurities Tugnfinus

3) nuvadinels Winethifisesunn Fnudaassld) waiimsvageuntsfnulsedadinen 1
(Splitting Tablets with Functional Scoring Test) WaZ/YMIDANANIINAABUAIIUAIG?
voaineniivinutensaing (In-use stability testing) AsUMUTBMUUATDIRTIE19B
Wy USP %38 US. DA

@ ' < Y a = 0 ' = 1% 1 Y ' = <
4) nsalinuuadinela LAYIUIDYUIN A,SDFdaEmaHEV laigfinsneaaunisiinuuansadinen 0.25

a wva ¥

Lifinannasuninunin wsalinsmegeuaumshlaereauiinisvesindn

ANENTTUNSAIMUAT ALIBEALALAMEN YTIANE

U3gsUNTIUNS 2.a9%0......0.0! ON; ................ ASSUNTS 3. 9% w m AIINAS
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inausin1sUszfiugunREnf s Toaiiy AZWLL
5) liifisesunle wiinuuadeenls 0
2.2 nsdenilsnusesdirmueiavasdald (In-use stability) wiaenfivhuinuuading, Tl 7

1 - v & <
Jausrlunsiniingn #3o m\,_FEdam__m

nsAnw Long term stability (t@andaladanila) 7

1) fmsfinw Long term stability fianmzdaifiu (Storage condition) aghation 3 fu 7
nsnde Wulumuteimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsaifianusariumsiinunléiniu ASEAN Guideline faauuu Stability
protocol vi3e ndnguitlaumseydiinn es. filinanisAnwiasuangenfifvualy
vuaan lnefinan1sAne On-going stability YaEA wazwAAINANIATIVIATIER
Wudaay enciusiade physical description wazdiiidon15NAgBUATURIU ANNFIT
g171871954

2) fn13Anw Long term stability fanazdaiu (Storage condition) agnsties 3 JUNNT 35
wan liduluaudeninualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdiftanunsariun1sAnwliniu ASEAN Guideline #auuu Stability
protocol vde ndnguiilduniseysiian ee. AinanisAnwiasuangenfifvualy
vuaan lasdinan1sAnwi On-going stability Yd1ge uasuannan1snsInimaeiilu

0 3 "

fa entiusite physical description WazdHITaNIINAAOUATURIU AUFAIFIENT
97489

3) fin1sAnw Long term stability fianadmifiu (Storage condition) aghatios 3 §uns 5.5
nan Wuluamuderivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fikanisAnunasuangeniiimualiuuaann wellaifinan1sdnwn On-going stability
Vage uazuanaman1snsrvimziidudaiay sniumte physical description
LazivdensnaaeuasudaL mumeTigneda

4) fnsAnw Long term stability fian1zdmifiu (Storage condition) agnsties 3 JUNT 2.5
nan Liduluauteniunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

\W meu:ﬂuzjmé:smwmma_,m%smuagm:eeuﬁsd
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5% RH) SinamsAnwiasuaigenivualivuaain walidinan1s@nel On-going
stability ﬂm.,_as wazuansnan1saIeeilufay snriuide physical
description WaEiHITIN1TVARBUATUAIU MIUFITIBINDNNBA

5) finsfnun Long term stability #ian1gdaifiu (Storage condition) aenstios 3 Juns 15
e Bilduluamudenimvualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) SinamsAnenasuangeniiiivual fuuaain uslifinansdne On-going
stability ,_._mjm_s LAYLEAINANIIATINATIETY Conform, Complies, Not
detected, N/A sniiumide physical description waziltansnaaauasudiau

Ausnsenfignsda
6) iln1sAn® Long term stability Tailulumu ASEAN Stability Study Guidelines, 0
Anwasuatgefifnual uuaan uiivhdenismaaeulsiasudau mudseignads
(linarsas)
7) Lifilenarsn1s@nuyn Long term stability (Iwar5a41) 0
3 zmsmagegsewabécedmmasmzmmf ussYinueiuazaain (Package & Labeling) 3
3.1, MUUPUTTY waE aaniisayiBuanssmuiitunsdous 3
3.2. MYUEUSTY WS annineandeanssmuitunsdeusn 0.5
3.3, MUUrUTTY wae aanineanden ase muiitunadous 0
4 | anuwindisulunisintadnuniuei@uuuy (Therapeutic Equivalence): (AzUUWS = 92 20
4.1. 939 4.2+ 4.3+ 4.4+ 4.5+4.6)
4.1.\Uugdiuwuu 20
4.2.uwiiiisuiuvaundynsau (Pharmaceutical equivalence: PE) RRINGLGFRHGHNG 2.5

D.hue

lshend Aafedtu Auunamiuuss :mew@.ﬁbﬁﬁmgmx lnaanasgIudeivun
witousuvieifisuintu (dendaladonids)

|\|ﬂ ~ ANZNITUNMIAIY wémerm%:mnmemczéeussd
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4.2.1. Hugnandiyifanuwindienduivesuuuu: Senaisiigadinansadeuunue 25
sunuule (eedamutemuunuazenansiaesdulunstunyideuelv/sandey
bUU ASEAN HARMONIZATION)

4.2.2. Bifienuinfisumandunssuiuenauwuy 0

4.3 uafigaLinMNIWAN-aUYAYaINAAT BT (Bioequivalence) (iFandaladanide) 5
(AzUUUTIY = (Y9 4.3.1. + 4.3.2) %59 4.3.3)

4.3.1. lunsdiftenduguuuuiusznalisinisnwdaasa (Bioequivalence) (iFandalade 4.5
wide) =4.3.1.1+ @ (1) +(2) +(3)

4.3.1.1. #51897UN13ANY Bioequivalence &.&dsé ASEAN Guidelines for the 2

Conduct of Bioavailability and Bioequivalence Studies (atfuangm) ,_\m@mm@
MIANIIUTEANTNG UarTIAUYAVRINGRTUIILT NTENTNEEITUGY LATNG
MsfnyTEya {1UMIRNTNINELTUTBIINATNMUANLNTTUNITOIMT
wazen NaEVTNATIINGY S91eayBenfiuinegiatios fail

(1) 3n15ANYILUU Randomized crossover design 3® parallel design 10 0.5
\Juenidenesdiine

(2) 91aasing AWAULNEIND (W1NNT1 12 AU, NTUANYILUY parallel design 0.5
FRATTIUIUNINAT 24 AL)

(3) dimsfiushegaiisane (egheios 9 90) 0.5

nsdlenfifinmauiinies AB fsolud
A. 389 Enantiomer (18an A1 %39 A2 %39A3)
A1. Wuenlaill Enantiomer 0.5

aa a [J = ¥ o
A2. rﬂﬁmgﬁt Enantiomer 1nN15v1013ANWY @IUTDN1AUA ASEAN 0.5
guidelines for the conduct of Bioequivalence studies (Revision
1,march 2015) #3® Guidelines on the Investigation of Bioequivalence

(European Medicines Agency)

m m EERDMMEDJMJJSﬁEMJQmurmEEFmKJE .\D@nﬁ«.b‘}w_&
-~ &V&/ s \&\
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A3, 1{ugitil Enantiomer udlsififimsviimsanwily anudervun ASEAN 0
guidelines for the conduct of Bioequivalence studies (Revision
1,march 2015) %39 Guidelines on the Investigation of

Bioequivalence (European Medicines Agency)

B. Anuduiusvesewmsiunisgedu (lAan(idan B1 w3a B2 w3a B3)

B1. enshifinasiensneduveden 0.5

B2. uen?l emnsiinasiamsgadu dn1svhmsAnwilugnnedens (Fed 0.5
ition) MuUBiIuA ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) %38 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

B3. Wuen? amnsiinadiansgada dn1svhmsdnuiluamyluanizes
W13 _(fast condition) muvef un 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. 37891uMsANw Bioequivalence Tsilulumna ASEAN Guidelines for the 0
Conduct of Bioavailability and Bioequivalence Studies %38 @__m%dng
Uszdvinauasiiauyavemdndueien nsevaansisaay (Wiersan)

4.3.1.3. hifllenansfigaunmunmanuauyavesdadaie lunsdlifiendugluuud 0
Ussmaliinsfinudiauya(Bioequivalence wsaenansiaylv (wwnzideuen

a

I “NG” i) (lsiwersad)

4.3.1.4. ynvhnsdnndauyalulszmalnelagiesljUiinsvesuism 0

4.3.2. sijE&mm:jnm?&@émﬁm:d (Good Laboratory Practice (GLP)) (dendelade 0.5
ily)

4.3.2.1. fdwumiidesusonnasgrunsuiRnumdninasiisnsinluresu foinns 0.5

(Good Laboratory Practice (GLP)) lunsaifiviin1s@nuiasyalusaUssive

m AEZNTTINSAMUATITAULBEALAZALANYUTIAN Y
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4.3.2.2. hifidnunmisdesusennnsgiunsufuRnunaninasiionisnalu

WeaUfjuRN13 (Good Laboratory Practice (GLP)) Tunsaivinms@inwdaa
uyalusnsuseina vievihmsanyilag usungnanies

0

4.3.2.3. dmsfinwniauyalulssalnelaganiduvEemhsnudnudlauyai
UP90913 8 lASUNNTSUTDINEI TN UANEATIUNITOIVITUAL LN D
ASUANYIFIANTNITLNNE

0.5

4.3.3. lunsainenduguuuuignendiulisesyhnmsfinundauya deswanenalsiu
UseAnSnmuazaulaenievedsn W Bicavailability study tusu

' 1Y % A A ywy - v & ek
4.4. NUN135UTRIRIENTTUTIYAsluENasTIatala (Bandaladanils)

4.4.1. Wueduiuu wie eradgyiilasuussylu US.FDA Orange book 3alasun1ssuses
211 EMA Taansadasuinueiaunuuls danuwinisulunisiidasnwsnuen
AULLUU (Therapeutic Equivalence)

4.4.2. Jusdunuunsesantiy nisedenaniue luntdsdesiensnaniusienadylwda
fanuuinisunulunsirtnsneniuenauwuy (Thai Orange Book)

4.4.3. laifinams5uses Therapeutic equivalence

o W = =1
4.5.1nd1501Nue (Handaladanile)

2

a.5.1. Busdiuuuy viie Ideudlivesen muildfueyiandrinnuamznssunisems
uazen Auhifisufugduwuuisminglulssnalne uaziidoyadug Ansudu uie
atuayunisideregianmna muwuvnslunisiniienatsiiuenutennas
9T (ASEAN Common Technical Dossier : ACTD)

2.5

4.5.2. Avausldvesen amunlasveyiAnndrinnuanenssunisemskazen Aviniieuiu
graunuunIvneludsemelne wa lsiduluany wuamslunmsiavienasiiduen
A UUenNaID L (ASEAN Common Tectinical Dossier : ACTD)

1.5

4.5.3. doudldvaten munlasuayifandrinanuannIsunisemsuare feeningn
AULUY

ANZNTIUNSAVNUATIEALIBYAUALALIAN YILIAN Y
- bl
2.83%0 NIFHN5
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4.6 Wupiliiasunnuuinanuusaiisuinfueiduuuy (Bandelatenils) 5
4.6.1 Wusnduuuy 5
4.6.2 \Busansiyifasunnuuinnnuusaiisuinfugiuwuy 5
4.6 3 \Husansiyifildesunnuuineanuuss iWeisufusfuluy 0
5 | dayauszAnsamlunisine mfnwr/Adeneadin (5.1+5.2) 25
5.1. mMsfnw/Adevnendiin (Gandaladanie) 20
511 g1fuMUU Tuanienaisnsidenndinduussansnmuazaulasnsevesely 20
ns¥nw audeudldueenilasueysia
5.1.2 Wusifienansiusesiwdnlaegnaniieaiu grsmiuifetiu Tngiuanuvas 20
Wienfiu NTzUINNTHANLaEAIUANANAIN Taudly Taaisseia Tevuldiuieniu
YIRULUY
5.1.3. giadly AfiAnw/Ademenddndulssansmnuaranuvaendeveelunisinw 20
mudouslivessn wWisuifsuiuedusuulutssnelng fldfunsafuilungaisns
nsunnguazanssaguiiideda Tnsfimsdnuwuuuiioluidl (Fandaladouds)
5.1.3.1.33ms@nwndunuy Well-designed Randomized controlled trial 20
5.1.3.2. ®n1sAnwuduiuy  Long term follow up RCT 18
5.1.3.3. n1sAnwuduluy Comparative studies wuu Cohort studies 16
(prospective)
5.1.3.4 Amsanwudunuy Comparative studies buu Case-control studies 15
(retrospective)
5.1.3.5. AsmsAnwudunwuy Descriptive studies Uy Case report/case series 10
5.1.4 giangigy fidiAnw1/A¥evmnandin wuu Well-designed Randomized controlled 5
trial MuUTEANEAIMLarANUUaaniBveIs U Ny audeusltueen
Wisusufugnauuwuy Tulszwelne waldlasunsanunlunsaisms
NITUNNEUALAISITUAY
5.1.5. #fnw1/Adeneediln walilauSsuiisuivesuwuy 0
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(unlgdu @ashuanads ) (ney.adan Wefing) (ney.a¥51 &lnwadn)
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5.1.6. hifimsfiny1/ATenendin 0
5.2. Uszaunsainmslémandin (Fendeladenil) 5
5.2.1 vhuiiuszaunisainisldenineedanlénalunsdnu Binussnunmsifnenslifia 5
Uszanrsenss laildsunsdeaoudesussdviamm Usvavnavesn
5.2.2 vhuiluszaumsainsldenidmnainldnalunssnu ulinumgnsallamnmsaiviedu 2
Humaligtasdeauasun ngalde wusienumsiiaeimshifeUszasdieuss lisuns
SoauuiiesUszAnsnm UszAvisnavesen agthe
5.2.3 vhuiluszaumsainmsldeninenainldnalumsinu uinumamsailamgnsainis 0
Sufumgliiaeseaudsue ngalden nunsnunsiiaeinslifeUszasniieuss 15
ns¥esBuudoasyansnm Ussavsnave ulsysh wia Lifluszaumsainisldiendan
neu
5.2.4. wnd/nduns wuilaymludsnunn deladenilsaelud -20
- wudseiRnsfenAuelu Lot Mhdud1uszmesian
- Al dsnsrveamnulgymenlidlaunsgruaaundumsu
- m%&w%ﬂEéaesSEB.ﬁ?ﬂmﬂmzmsme,&mgaebéga&zms VBINTENTN
a15130ugv (Green book)
- wutlamlag nnsnedeuNanusfIeEg1 Aou/seniy/masiasaUsznnsian T
60 Tu
- fivsziinmsgnnenutgmaunmiluamednuaisnys nviiegld/glden
5.2.5. wuiwanfasifiaue o1adwansynulubes sntewewmesndefufitlegludyden -10
Wil
6 STUUBUININMGIIIBSTIN uiwiinau (Fendeladenily) 5
6.1. USEMTLONANI5UTBINITOUTUNMUINITLTITULAYAAINT INVUILNUAIUNA 19U 5
PREMA, TF MA #iilonansuansuasiinguseviuasud s
6.2. UsmlifilonanssuToIM IBUTUNUTIASUETTULAYAAINS 0
TUUUI 100
32«Duwtav_wJj.stEm’_mmurmmsrrmuaemﬂgigu554«
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fudsausimazgnuszliuiazlipzuulagssuunsindedadinniasmedidnvsetlind (Electronic Government Procurement; e-GP) vesnsudnydinan
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