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988060: Sulfasalazine 500 mg gastro-resistant tablet
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2.1 Finished product specification (USP43, BP2020)

99 | Specification of finished Acceptance criteria Acceptance criteria
product (USP43) (BP2020)
1 | Identification
- The visible absorption The visible absorption
spectrum spectrum of the Sample
solution corresponds to
that of the Standard
solution, as prepared in
the Assay
- IR absorption concordant with the
reference spectrum
- HPLC corresponds to standard

2 | Assay 95.0% - 105.0 % 95.0% - 105.0 %

3 | Dissolution 1. Acid Stage: NMT 10% of | Not less than 75%(Q) of
the labeled amount in 120 the labeled amount of
minutes Sulfasalazine is dissolved

in 45 minutes.

................................ UIEsMUNITUNIT

(Wey. 39NUA Ainddasi )

2.04%0

ANENIIUNTMVUAT BAsLBEALa AN v IaN Y

...... C% L e NITUNANS
(ney.adan Tusna)

3. 90 o #8/1/ ................ ATIUANT

(ney.a¥51 &lvndn)



Page 2 of 7

99 | Specification of finished Acceptance criteria Acceptance criteria
product (USP43) (BP2020)
2. Buffer stage: NLT 85%
(Q) of the labeled amount
in 60 minutes
4 | Uniformity of dosage units Meet the requirements Meet the requirements
5 | Salicylic acid and
suLfapyridine‘
®  Salicylic acid NMT 0.5%
" sulfapyridine NMT 0.5%
6 | Related substance
-Impurity A NMT 1%
- Impurity B NMT 1%
-Impurity C NMT 1%
-lmpurity D NMT 1%
-Impurity E NMT 1%
-Impurity F NMT 1%
-Impurity G NMT 1%
-Impurity H NMT 1%
-Impurity | NMT 1%
-Any impurity NMT 1%
-Sum impurities NMT 4%
7 | Packaging and storage Meet the requirement

2.2 Specification of Active pharmaceutical ingredient (API) (USP43, BP2016)

> ; Acceptance criteria Acceptance criteria
U9 Specification of API
USP 43 BP2020
1 | Identification
A. IR absorption corresponds to spectrum of | corresponds to spectrum of
standard standard
B. The Vvisible absorption The visible absorption
spectrum spectrum of the sample
solution corresponds to that
of the standard solution as
obtained from the assay
2 | Appearance Bright yellow or brownish-
yellow, fine powder
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Specification of API

Acceptance criteria
USP 43

Acceptance criteria
BP2020

3 | Solubility

Practically insoluble in water,
very slightly soluble in
ethanol (96 per cent),
practicall insoluble in
methylene chloride. It

dissolves in dilute solutions

of alkali hydroxides

4 | Assay (on the dried basis)

97.0 to 101.5 % of labeled

97.0 to 101.5 % of labeled

(Wey. 23NUA Anddani )

(ney.adan Wsna)

(ney.a%51 dlnmdn)

amount amount
5 | Impurities or Related
substance
5.1. Inorganic impurities
- Residue on Ignition NMT 0.5%
- Heavy metal NMT 10 ppm
- Chloride and Sulfate
® Chloride NMT 0.014% NMT 140 ppm
¥ Sulfate NMT 0.04% NMT 400 ppm
5.2 Organic impurities The R value of the principal
spot of the Sample solution
corresponds to that of the
Standard solution. No spots,
other than the principal
spot, in the chromatogram
of the Sample solution are
larger or more intense than
the principal spot of
Standard solution A (2%),
and the sum of the
intensities of any secondary
spots detected does not
exceed 4%
| - Impurities A NMT 1.0%
' - Impurities B NMT 1.0%
‘ - Impurities C NMT 1.0%
| - Impuirities D NMT 1.0%
- Impuirities E NMT 1.0%
AENIIUMSAMUATIBaUIBALATAMAN YEIaNE
l.aﬁia ......................... \\PK‘U FEHIUNITUNNT z.m?fa ........ %J\ .................. AIIUNT 3 aﬁfa 48/ ................. A3I3UNT




Page 4 of 7

5 . ] Acceptance criteria Acceptance criteria
U9 Specification of API Jat -
- Impurities F NMT 1.0%
- Impurities G NMT 1.0%
- Impuirities | NMT 1.0%
- Impurities H NMT 0.5%
- Impurities J NMT 0.5%
- Total impurities NMT 4.0%
6 | Loss on drying NMT 1.0% NMT 1.0%
7 | Sulphated ash NNMT 0.5%
8 | Packaging and storage Complied to the standard Complied to the standard

N8R NMT = not more than
* %27® Dissolution wag Uniformity of dosage units Tluulenasuanisisazden
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3. msuszliuAUsEaNSA AR (Price Performance)
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2) mLmLaﬂmsLLamfuammwaammmm%uvusﬁ (urdeuaznanse) muiileaunsideuly
3) duurmvetune Weusisuen (Wuu n.e.1 v3s 8.1) ATUNANU WiBus1aY LREGE
anvazianzyesediIgluardoimunnnssIuresisn1T3As e (Finished Product
Specification and Analytical Procedures) idunzifouls Tnedeadnedasueniusene
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4.1.1.n3dewanluusemelne (ne.2)

4.1.2 nsdltenhiduiionisudsussgluvsemelng (ne.3)

4.1.3.n3ditemindrannseUseme (ne.4)

wewe: nsdiiinnsidsuulaudludiueyyauavanuiings Wuuudiumesudly
Wasuuassenslunsfeusmiue wuu n.e. 9) wie duundvendlowdsuulasiens
lunsidoushiveniefudiuoyynuaranuiingn (wuu o.4)
dumiladefusownnsgiunisndneinundninueiisnisiialunisuanen (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
lngvineeu PIC/S participating authorities 2UUA1EARMINTOUNITNTINEDU NANITTUTDS
friudssmaszmesimdidnnseind lumnaiifiertesiveniiaue Ussnaude
5.1 duumdsdeiusewnasgiunsudnsniumaninasiisnisiinlunisudn TagRudaen

@iy (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dwmidsdefusewnsgrunsnanen unannueiIsnsTinlun1suaanan Sueien
du5a3U (Certificate of GMP Finished Product)

Tunsdiidugntindreinsaussma ArAnFolduntsdesusesnansel (Certificate of

pharmaceutical products, CPP) n3a14d@05U509n159 U8 (Certificate of free sales,

CFS) lumnaenfiausye atuanganuseuntsnsvaeulaeinasusesdsiulsynmausenin

3901

unsgIuvestedmunnuamingiufied1dsy (Active Pharmaceutical Ingredient

Specification) uagnansiamiend 593U (Finished Product Specification)

7.1 dnunnsgruingausiend1fy (Active Pharmaceutical Ingredient Specification)
wazuImsgIunandueigndnsa3u (Finished Product Specification) ) Ingseysingen
(Pharmacopoeia) ﬁ‘lﬁjmmmi:}Lm%ﬂmammmuammwaamulUmwuamwuw
LLaummmwaammmem‘lumswsﬂmmﬁmwua AIUUTENIANTENTIETITUAT
1389 SEYTI80

7.2. @1u1 drug monograph ‘uaaﬁgaﬁ'smﬁ’)ﬁ’z‘g (Active Pharmaceutical Ingredient) wag
WAnusied1593U (Finished Product)

73. n38liTnqAuAI81d1/gy (Active Pharmaceutical Ingredient Specification) %3 ©
WanAMei1d 393U (Finished Product Specification) lsiusinglus1snes (Non-official
pharmacopoela) maaLLamwaﬂwmammmmu‘uaamiaLﬂswxw,ﬂulﬂmmwuwa
Tasioluil
7.3. 1 i A muauazinsguresnsinelusmevesUsemanuaindnves The

International Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticals for Human Use (ICH) %38
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7.3 2 40fMUALAEINATE RIS AATIEERER (In-house process) Tidanndasiu
ICH Guidelines #3®
7.3.3 dofmuanazanasgumnluvesm et mualilussen ssela ssen
wils muUsEnIANsENTIsESSAEY 1309 seyhsen dwiuguuuueniug
(General requirement for dosage form)
waee: fofmuanuniningauiied fey (Active Pharmaceutical Ingredient
Specification) wazninsiausiendniagy (Finished Product Specification) A258198%91n657
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8) @numisdoiuTeanITiaTIey (Certificate of Analysis (CoA)) Tnegosusznaudie
8.1. dwuwnivdeiuseawanslinseiingAuienddny (Certificate of Analysis of Active
Pharmaceutical Ingredient (API) lna@asusenaumie
8.1 1dnumlsdesusemansiiasgiingiudiendidy vesgnaningiuseddy

9

(Supplier)

a ( ]

8.1.2 & misiiesusessansinskingauendify VouNANNER eI FUS 93U
(Manufacturer)
8.2. dumilsdesusemanisiinsivindnAusiondusagu (Certificate of Analysis of
Finished Product) vesnannanfnsiend3agy (Manufacturer)
8.3. wnansgudumiudiniudsemineumsninvesingiusendifty (drug substance) uay
UM sWAnYeINARsineid5a3U (finished product) lilumsnanesuiidaeu
9) EUNBNATUAAINANITANYIAIINA (Stability data)
9.1. duwnenasuanIHan1sAN¥IAINAITITLELEN (Long term stability data) 911U 3
JUNINER
9.2. dnulenaisuansnani1sanyinlnuasialuaniigise (Accelerated stability data)
WU 3 JuUNISHER
9.3. duurenarsuannanisAnuiuansierdaunsavnuladneld 1 >0 /ANUILEAR
UsgdvSanmssnw (nsdlenwdin) (i)
9.4. nshueniidesazans ATevrenould Wdiunenarsnanisinuainadandanis
avaneuaz/vie 130914 / naulnld lusvhazanesneg asudiulazasnades fuienans
MUY (In use stability data)
10) dwmildeiusenandneie1d 593U (Certificate of Pharmaceutical Product) anizen
Widnlulsemelng
11) dumangIunNaNyavesuansueien (Bioequivalence) lngrani1sfnyANaNyaes
W& fnuien (Bioequivalence) lulumudaiviun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %38 @:ﬁaﬂﬂ’iﬁﬂwﬁ’mizaw%waLLaz‘?ﬂauu‘Ja
VOWAN NI NSENIIAITNAY InsanTunTemsnufnunitauyaitlisumssuses
N drdneupugnssunsesuaren atutlaguy (nsdldlvendunuu)
12) dumdadesusewnnsgiunisufifiaumndninasiisnisialuiesujifinns Good
Laboratory Practices (GLP) Iunizﬁﬁﬁﬁﬂﬁﬁﬂm%aauyjaﬁmqﬂszwm
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13) dmilsdefusennasgiunsiiusnvinaznseneemundninasismsinlunmsiiuinwm
warns¥a1881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fiauesimdinsdeiiegeenegnades 3 mhousstum

15) dnumisdoiusesnnsgiuieaufUinng ISO/IEC 17025 Tusreniserilaues @il

16) duienansuansteyanisldiunisussylu Green book vesnsainermansnisumme @)

17) dwnenansuansdayanisliiunisussqlu Orange book ¥es US.FDA. w3 European
Medicines Agency (61d)

18) nsdllalldendunuusiosuaninisinwimanadn (Clinical trial) vosenlulsumalnefiuansds

Havnepainves LUTsUBUivEIRuLUULAEATUTIWITAN SIS unnE (§ni)

19) MIBUIHAIYTTTUNTNNUNINUTZNIARENTTUNMTNRUITEUUE AT e unasiaSesssy
IMensduasunisviseveslsemalng we. 2559 W3093855500U Naenadasfiu
Usenaa (813)

5. Reuludue
1) ewesdlengmdelivesndy 1 ¥ unntuiidweven
2) swnavniseaniidaweuliunlsameiuiavedesdiuiviadofusosuanisiasz
(Certificate of Analysis (CoA))
3) guivasiealluugeniudsugilenlndmmeryniedleianisidenan mrisuimuana
SRIVEIVORN
4) mnT,sawEJwwaWuﬂiymﬂmmwmmamﬁwmmsﬁmﬂ’]idammlﬁa%lm'\zﬁ@mmw
Tmhesdadasiandufiuiavevalitelumsienginuamen wardselusiunm
gnauAATIEAULALSINeIUIA
5) frauena(Eue)Busenliendndyaneunsuimun fai
5.1 mnimsgunsnnlinsginnnsuineimansnisunmdudnansitaseilai Syl
1AIFIU
5.2. nsdlndndusienviatignizuniiviuaniemanaladinmuamenssunsensuagen
5.3, ﬂszﬁwuﬂagmﬂmnwwa1ﬂmﬁmﬁméﬁﬁa1’«3ﬁawaﬁiaﬂszﬁwﬁmauam'smﬂaaﬂﬁam'apgﬂwﬁ
l@suen
5.4. nsdifinnugnssunsindunssukaznstisagngteenaan Tyden Tsanerunavesnidn
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wuUUsEIUANUSZANS AR B51A1 (Price Performance) Ussiangiad
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LasnmuazaanATiduuslesisonenenis 70
2.9 30
1. auamuazausudandulslevidenisnyns Gevaz 70) Yan1sdn
inausinsUszifiunnnnaniusiendoaniiy AZLU
n. 52&3235&%_ (General quality criteria) 20
1) 1AIgIUMSHANEIAMENINAIIENTARLUN1SHEREN 1.5
2) eI uIngRumendfny (Active Pharmaceutical Ingredient Specification) LALLM IU
wansiaugie1d1593U (Finished Product Specification) ;
3) AITIMIBIURURNS .
4) wespumaivinyuarnszaeemuvdninaeisMIirunsivshvisarnsyaeen Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) WRTFIUNERSUIN 7.5
6) AmauTRTD Usglewdsion1sufifnu 4
. 52&@23555;« (Specific quality criteria) 80
1) wafigatnunwnisdesusewamsinseyt (Certificate of Analysis ; CoA) 20
2) walgauamunmnNsAnYIAINAL (Stability data) 7
| 3) waigauguamyssmuuzussyniduian ussasusiuazaain (Package & Labeling) 3
4) mnuhiiigalunsiidasnuduenduiuu (Therapeutic Equivalence) 25
5) N1sAnY/A3enenain 20
6) TLUUBUIHNAIIDZEEIINY WAnTnay 5
AZLUUIIY 100
Yowazazuuulagldudnnisaanimiin (shathuiinlasszuunisindesadrenasgdedidnusetind) 70
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n. ineusinaun Wi aly (General quality criteria)

20

fac

WINTFIUNTHAASIMNENNUIIBNSTR IUNIHARET (AzUuuTa = 90 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumunnenfiausvie aduagn
o % =& o v A - =
Sgu,_m@dDJMBmu&m@dHEmﬁﬁmmdmm.uaﬁaoidm&jqﬁdm&DQEMJE\._\EE_vm_wj QEQD&W@N&&W@SQ&»

0.5

1.1.1. I¥un15¥usee GMP-PIC/S 910 PIC/S participating authorities ¥3a cGMP

0.5

1.1.2. 1A5Un153U383 WHO-GMP %38 30 cGMP vaawfisuwin lunuiniiieitestu APl

0.1

1.1.3.165un15¥U389 WHO-GMP %38 cGMP v3auisuin uilsiszymuaadaiau / lifilonans
WanIN5¥uTes GMP (luarsas)

1.1.4. 165un15¥U583 GMP-PIC/S ¥i3e WHO-GMP 30 cGMP fivumengrieufudsemausznan
91 wagliifienansuaninisBuvesionny w3 bisivdngunanstununeny (luiiarsan)

1.1.5. Lileisun133uses GMP-PIC/S %5 WHO-GMP (ls/i975847)

1.2 Certificate of GMP Finished Product Tusminaenfiausviey aduagamuseunisnvdeulay
Y, = o = =
Una3UIsivIulsenAUsenIngia (lBandaladonil)

0.5

1.2.1. 95un13¥U583 GMP-PIC/S 910 PIC/S participating authorities 938 cGMP way/%3e
wilsdeiusemansio (Certificate of pharmaceutical products) a1n PIC/S
participating authorities Tumnagniauevis (hsdetig) vieldSunsSuses GMP-
PIC/S a1nd TN uAenISUNITeNMNSLALEN

0.5

1.2.2. 195Un155U589 WHO-GMP %138 cGMP 984 Usergndn Tunuafitieadesiu Finished
Product e /v38 NilaESuTINan e (Certificate of pharmaceutical products) Tu
mnaeaueve (naedn)

0.1

1.2.3. l9¥un1sfuses WHO-GMP wslsiszymnaday (laifersa)

1.2.4. 195ums3uses GMP-PIC/S w3e WHO-GMP i3 cGMP finumengrievuiuusznausznan
181 _,_,mef,_gF@Dmdgm%ajmg@sagc (sifarsau)
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dansdn
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1.3 nscidugnidrnndesane fesdidumtideiuseomanstos (Certificate of 0.5
pharmaceutical products: CPP) visentisdasusesnissming (Certificate of free sales: CFS)
Tumnailiauey
1.3.1. CPP vi3e CFS atuanan (mwseuntsivaey) nsdlonglilorgnissusesdoiuusenem 0.5
Usgnangim viselusniindsluuszelng
1.3.2. 1sifl CPP w30 CFS w30 I CPP / CFS finuneny 0
2. | asgruingiudaendrAty (Active Pharmaceutical Ingredient Specification) way 3

WnsgIURAATugiEndn3a3U (Finished Product Specification)
Avrsananana1snsdunsidoy (asuuusay = 90 2.1 + 2.2)
2.1 nasguingauiienddiy (Active Pharmaceutical Ingredient Specification) (t8andalada 15
nila)

2.1.1. nsdllafun1ssuseslussnen (Official Pharmacopoeia) (i8andaladanils)

1) 83 USP, BP, Ph.Eur. , IP JP atfugngs (muenansiitunsifeuld) wasmsdredetu | 1.5
sosdiudlulungiousiveuds ({e.5 1 ov.ousih)

2) 1983 USP, BP, Ph.Eur. , IP JP atiuanan (muenansitunzidoul’) viesuudlely 0.75
neiSouSueud (@ o.5 iy e, anely 2 UuetdsladliSunsou® warduudlureu
lsEnIngia)

3) ©1989 USP, BP, PhEur,, IP JP atulwminiiuszmia seyshsnen uwazudlalunsideu 1
siuensauienud (o5 7 ou.ouild)

4)  §1999 USP, BP, Ph.Eur,, IP, JP adulmindiusema ssyssnen warBuudlolunsifou | 0.25
s¥ueuds (1 o.5 18y oy, nelu 2 VusdsldliSunsonsid warduudlurewtu
Usznansian)

5)  818s USP, BP, Ph.Eur, IPJP atiugga wialusindtusyma seysisnen wazudlely 0
nzifausiiueuds uade lsduudlylung Soussuen

6) 81983 USP., BP., PhEur, IP, TP, JP (atfumusisnendt sum szme) wazudlaly 1
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nziloumsveual wagse lgguualylunsidousisuen

Fan3hn
inausin1sUsziliugaunkansusisndoaniiy AZUUY
7) 81981 USP. , BP,, PhEur, IP, TP, JP @Fummusinsnendl sun.Uszne) wasBuuilaly 0.15
naidouiiveuds @ 0.5 i8u ey, melu 2 Yuadsbildzunsew® uaztuudluieu
TsEninsan)
8) ©1983 USP., BP., Ph.Eur, IP, TP, JP (@fumusisenit sum.Usenne) uwazudlaly 0

9)  odwhseRTumnUsEnmiser (WRansun)

2.1.2. gé_mw,_ﬂm_\waséoﬁmﬂm_ Pharmacopoeia vosUsuaTiduauinves The International
Conference on Harmonisation (ICH) (ilaw1gau19n ICH 31 Official Pharmacopoeia
harmonization Aia USP, BP, Ph.Eur., JP., Ph Int.) v3etefvuauaysnmsgIu In-house
process fianndoeiu ICH Guidelines wav/%38 Pharmacopoeia General
Requirements (taandaladanils)

1) &7483 Official Pharmacopoeia ve3Usinaaungn ICH way/m3e In-house process 1
@anAaBiy ICH Guidelines 3o Pharmacopoeia General Requirements avuanan
nahte uazunlulungiousihiveniGeuiesuda (fo.5 7 ov.ovsld)

1.5

2) 9184 Official Pharmacopoeia 184UsenAaN TN ICH uaz/w3e In-house process i
@enARBIAY ICH Guidelines 38 Pharmacopoeia General Requirements atulal
AdUszMIAisIen?l sun.Uszna vathada wazudlalunsdeudfueud Glos i
98.9ULIR)

1.25

3)  ©1984 Official Pharmacopoeia v8sUsginaaindn ICH uax/v3a In-house process #
@ennaeariu ICH Guidelines %38 Pharmacopoeia General Requirements adfuangn
w3almind1Usynasnsneni sumn.Usenia naade warduudlylunsiSeusdusuga

OFs

@ 0.5 fity oo, melu 2 Yuadslilizunsenstd uazduudlorousuusznaman)

4) ©184 Official Pharmacopoeia vasUszinaaun®n ICH uag/v38 In-house process #
@enAaeariu ICH Guidelines 138 Pharmacopoeia General Requirements atfuaal
Usgmeshsnendt sun Usene yathte wesudlulunsifousfuewd §e.s 7 oe.
DUIIR)

AZATTUINSIMUATIBABEALAZANIN YTIaNE

155 5 i [P N Uses1UNITUNIg

o«
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N33UN19
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5) 97984 Official Pharmacopoeia ¥83UseinAaundin ICH waz/¥38 In-house process il 0.25
denAneaiu ICH Guidelines w38 Pharmacopoeia General Requirements_auusy
Usgmemhsnenit sunUszne yavhde waruudlelunsdousiueud @ 8.5 Ay
o8. Molu 2 Yuddalailisunsewsi@ uarduudludousudseningsinn)

6) 81984 Official Pharmacopoeia ¥83Usemeiau1dn ICH way/95e In-house process i
@9nARBIU ICH Guidelines 30 Pharmacopoeia General Requirements atduanan
visalvaini iemuuseme ualaladuuslylunedousiiuen

7) 884 In-house process fidenadasiiu ICH Guidelines smuusznAds1enuTTe 0

8) 81984 In-house process Midonrdasy ICH Guidelines MNTUsENARSIEN (o 0
NI5041)

9) In house process li@onadas/luifhulusu ICH guideline Wioliisnsduudly (ly 0
Ve priVe)

2.2 13y uREnsineiendniagy (Finished Product Specification) (t3andaladani) nsdliiog 1.5
TTNMIUaSURUA T AN D S UenaTSVea NN 5YeuAlY (WU &.5) uwiey
finished product specification lngvauilunouiutseniauseninsiny/dniden uasliiby 2 © a
TWUsENINTIAY

i 2.2.1. nsadleumsiuseslusienen (Official Pharmacopoeia) (t5anda lndauis)

1) 81983 USP, BP, Ph.Eur., IP JP atfuggn uaz ldsuntseudilunsifeussuenud 1.5

2) 881 USP, BP, Ph.Eur. , IP JP atfug1gn was agrzuinsduuslslunsdousnfuen @& 1
6.5 10U oe. nelu 2 Uusidalailéi¥unisenstd uavBundludewtulsyniasian)

3) ©1984 USP, BP, Ph.Eur. , IP JP atuaige wase luldduudlalunsfousuen 0

4) 81993 USP, BP, Ph.Eur,, IP,JP atfulmndissmaszyssen uas ldsunisausisly 0.75
nzideum e

5) 88 USP, BP, Ph.Eur,, IP atulundnissmeszysieen ua egsswinEuudlaly 0.15

neeusiuen (1 0.5 1du es. melu 2 YuadlaildFunsendd uaduudlunoui
Uiznansien)
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6) ©183 USP, BP, Ph.Eur, IP atulundisymassyssen unds llgduudlalu 0
nziduusisuen
7) 91984 USP, BP , Ph.Eur,, IP_suuseniAssusnsen wag lasuniseusilunsidey 1

FSUBILAD

8 W81 USP, BP, Ph.Eur, IP mutszmesyysisien uas egsewinduudlolunsifon | 005
[ I N IS o M Yo va h.. ! L%
msuen (@ 8.5 NBu oy, melu 2 Tuadalalisumsoyd® uasduudlunouiulsenin
31A1)

9) ©W81 USP, BP, Ph.Eur, IP sudsymiaszysisen uidelulauslolungidousiuen 0

10) 81983mus15181 USP, BP, Ph.Eur,, IP wsiatfushndn Uszmaszyshsnen (hiansan)

2.2.2. nellulasumsiusedlumiae (Non-official Pharmacopoeia) 11nsgiugesn
Official Pharmacopoeia vasUszinaRduaininves .ﬁjm International Conference
on Harmonisation (ICH) (tawisUssinaanidn ICH 7151 Official Pharmacopoeia
harmonization sm USP, BP, Ph.Eur., JP., Ph Int.) .) sm@emzégpmégsmaé In-
house process fidonndosiu ICH Guidelines wag/138 Pharmacopoeia General
Requirements (tdanvaladania)

1) &84 Official Pharmacopoeia ¥8sUseAaN1TN ICH Way/%58 In-house process 9
@anAdeau ICH Guidelines 38 Pharmacopoeia mmsma: Requirements atugiga
NAIT8 Fmerrﬂﬁﬁij\_erd@ﬁggmd@\_Gm_dmwm:vrmu Au,_m_ 59 8. m_,EP_SV

2) 91984 Official Pharmacopoeia ¥83UsswAaundin ICH way/%5e In-house process ii 1.25
#0ARAINY ICH Guidelines %38 Pharmacopoeia General Requirements adulua
nszmaisendl sumUsema yashde wesudlilunsideusdueud Glos 7
98.913R)

3) 9284 Official Pharmacopoeia ¥04UsgmAauTn ICH way/%3e In-house process 7 0.75
anAaBIU ICH Guidelines #30 Pharmacopoeia General Requirements auua1&n
wialwmind1szmassent sun Usznna y vathde wazBuudlalunySousueud

N
A

(@ 8.5 ¥6u o8, nelu 2 ueidelildSunseus® wazduuslonouiudssmasian)

ALZNIIUNITAMUNTIEALBYAUAT AEN YEUTIaN
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inausinsUszRiugunkEad et daansiny

ASLUU

4) 92983 Official Pharmacopoeia w3Useimeandn ICH wag/v35e In-house process il
GRILENGLY _mI Guidelines %38 Pharmacopoeia General Requirements wﬁt 4
Usgmeshsenil sunUsznia yavhte wasudlelungSoumueu @le.5 71 0w,
DUNR)

1

5) 91984 Official Pharmacopoeia 184UsenAanSn ICH wag/15e In-house process i
ADNARDINY _D._ Guidelines %38 Pharmacopoeia General Requirements EE%
Usene ng\,_mS,s JUs.Usgnea $3,Suém _,_,memEFﬂﬂéHtSe_.dm_,r_mjmdm\;rmu S,_ 8.5 .SmE
o8, mMelu 2 Yuadslaildsuniseusid wasduudlonouiuusenasian)

0.25

6) 81984 Official Pharmacopoeia 183UsEMAENNTN ICH Wag/W3e In-house process 91
#0AM803AY ICH Guidelines %3o Pharmacopoeia General Requirements wddmgms

wsaluninii smmséimenﬁ uslilguuAlylunsiTousisuen

7) 87984 In-house process fidanndaafiu ICH Guidelines MNUTEAIARNIIEIUNTITD

8) 91984 In-house process AdonRdaafiu ICH Guidelines F1nT1UsEneFITIE (lad
NA150U1)

9) In house process liaonndos/luisiulumu ICH guideline wiolsifinsauudly (]
NA50UN)

WASFIUNIVBIUFURNTS ISO/IEC 17025 (1Fandaladonils)

3.1. l9sun155uses ISO/IEC 17025 Tusreniseniiiaus PNMUBNUSUTBINUNTDN D U
ATUINEEENINSUNNE udu WaLEINIIAAO UATUYNITEAUMS1878198971 Sum. sy
wsoatuluunin

3.2. 19¥un13¥uses ISO/IEC 17025 Tusenisenilaue Yagan s g 93 (*6175787:
alulmindnszma seysis1e7 nmhsandusesiiidetie 1wy nsafvemandmsunnd
sy

S/

3.3. Wilasunsiuses ISO/IEC 17025 Tusreniseniiavue

3.4. &:SSs_j:3sze_mu_,gasﬁsw\c:dmﬁ@agsmwé

AaznsIUNIiMUAT B SenuarAuAN YT

o P

.......................................... Usesunssunis 20300 iecermerern e s N TUNDT
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4 | 4IMIFIUNI3TUTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (taan Ve
voladanis)
4.1. 195un155U589 GDP-PIC/S 3nuiisauiusesfiuliens iy SGS, BSI 2
4.2. 19%un15%u389 WHO-GSP+WHO-GDP 91nmthenuiusesiitnidens wuy SGS, BSI 1
4.3. 1¢i5Un135U389 WHO-GDP nwihenususesiiuniede wy SGS, BS 0.5
4.4. 1A5un135Us99 WHO-GSP annmiisnususesiniidede 1wy SGS, BSI 0.5
4.5. liilasun155U509 GSP w30 GDP 0
5 | wasgrundadei (Fandaladanis) uas 5.6 wie 5.7 15
5.1. Wusdunuy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 Memsendifistsde oglu Green book tau1 - Taqiu 2.5
5.4 NanTIVIAT T 3 Lot, (Hnsasavlinsgiasunnidenumsendisnds) ae 2.5
vioaUFUAns ISO/IEC 17025 lailaigindn
5.5. Wiulumushdie 5.1, 5.2, 53, 5.4 0
5.6. Duenileglutiy@semssndmivsnunlsafitaududon samiisdannuznsmunnsiiedsdymnsindosaag 5
wazmsuimsnagnasy nsuliynansii nA(n12)0405.0/050764 asiuii 24 waaSmeu 2560)
5.17. E&%#cﬁeﬁﬂ93MS%smcwnfﬁgszsﬁgc&@c mildonnznssumsitadelymmsdndadatuas 0
MsUIMaEgN1Asg nsuly@inansil na(n19)0405.0/050764 asiuii 24 WoATNEY 2560)
6 32%%&_.mmamu«_.m_d:s%;ﬂ_w:saé (dendeladonil)
6.1. nadlendln Jostunas Jesiumnutiu (Fendeladand)
6.1.1. vasqluussyiusidesiunas (nadinesgrundwinuspy was/vietasiunnudun
WMATF NI TUTZY) :méDjmeiﬂ:cﬂggg%z: ATUMNU
32.%%35$?:§S flaanszyes Lot No ?m:@é N9 Miggos (unit dose) 4ae
i Mdnwaiianansadiveen e asuday

mw/z/\ 474\5\ . AENISINSAIMUAT B Buauas AN vMLaNTY

. UTEE1UNTIUNNS 2.03%0... LOAZLI YO N33UNTS CARR DR L N3SUNT
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6.1.2 &ﬁmﬁm&u__cﬂgza wideedesfuuas (nsdlunmsgrundusinfusey) uay/vieteaiu 0.5
At (nsdhnasgunduiiusey) msussgluussyfasinudmun uwildifinissey iy
U5 seymizluenansiiven
6.1.3. Wuenitussluumeen ﬁ333&53geg,ﬂ@%xsm“ nggsmaégmﬁsjﬁeé 3
tloaffunnuiy Smezgsmﬂasm%ddm Y 583&%% Lot No Fuuang ynq mireto
(unit dose) AsUtW uAladl FadnusTianusaTUsenuuEing
6.1.4. Sm&adﬂab@g%gﬁsmﬂcﬁcgé (muiifuslunaEnsinily) uasd ansyyde | 2
e (Fonshn, Foen, AIUus) VN9 MDY (semi- uni ) uazdl fhdnwsfianansaius
gruuing
6.1.5. Sm&:dﬂggﬁsézgmﬂ%mc%z (muiifmuslugaeusinily) wasd AAMNTTY 1.5
Y01 @enadn, Foen, Aamuse) N wiiegey (semi- unit dose) umlNd Fdnwsiianunsad
Uaguuilng
6.1.6. Us3qlUUsIYALIMuIAsTIuATUS AR vuslunuaTRT) 1
6.1.7. ussgluussyiasilinsuamimnasgiusey muditmusluaaausivhly) #3e bitesty 0
wet (nsdlsnasgrundusiniu seytesiunas) (liRansan)
6.2. N3lendn \m,_mg\%mﬁ (Bendelatondi) e o
6.2.1. EtméﬂdﬂabeﬁsésSm&sdcme%mcgt V¢ wihegey (vial/ampoule/vasn/ 4
130) aansyylenn Lot No Yuiueny nng wiheges (unit dose) Asuday
6.2.2. Ea%sadﬂdbggsésSmﬁsddwﬁ ATURIU Wz wihgluy (naea) Z
6.2.3. &c%mmﬁﬂ%@?émSm\d%mﬁﬁ Lyimsudau 0
Fon3fin
wnasimsUszliuguandadneisndosiiny AZHU
. InuTiRIMWIaWTE (Specific quality criteria) 80
nﬁﬂl\ . AAENTINNSAMLATIBa B ALAY ALSN Yz Y .
...... m}s\ e USEFIUNTIUNTS N.mu,nm.w:.: O\\ﬂ? evreeerennnnn . ITIUNTT 3. manm.m @Dmmtjgm
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1 | waiRgaunuawmisiesusesnansiasent (Certificate of Analysis ; CoA) 20
(AzUUYTIU = ¥8 1.1 + 1.2 +1.3+1.4)

L1. anuduiusvomangatgunmmidesusemanisiinnesisherd ey (Certificate of

Analysis of Active Pharmaceutical Ingredient) (s@andaladanils) "
1.1.1. COA ¥ngdu fiviswes Supplier uaz Manufacturer waziduingRuiinansuieniu 25
1.1.2. flaw1zves Supplier waz/wie Manufacturer ve lallisumsuanifetu 0
1.2. waiigainanmmiidesusesuanislinsizimend iy (Certificate of Analysis of Active
Pharmaceutical Ingredient) (idandalndownils) =
1.2.1.959AU Active Pharmaceutical Ingredient Specification 98 &«aéma Supplier uag 7.5

Manufacturer uaziinsuansualuguuuuihngs fuav (was/wsouaniwanisin szl
ULy impurity s sanaunusiavlsivy Below Reporting Threshold (BRT)
30 Below Detection Limit Uaeuania Reporting Threshold u3® Level of detection
Wlvimsizien) eaiu de Physical test, Description, Appearance, Identification

1.2.2.93591U Active Pharmaceutical Ingredient Specification ®n¥%8a Vo4 Supplier #38 6
Manufacturer uaziinsuanawaluguwuuiagy (uas/miouansuanissins1eiluy s
W impurity Fansonaunusuavlsivu Below Reporting Threshold (BRT) %5
Below Detection Limit azuanin Reporting Threshold %59 Level of detection luly
TAeven)  waiu Wade Physical test, Description, Appearance, Identification

1.2.3. #5311y Active Pharmaceutical Ingredient Specification ynta Mswes Supplier wag 3

Manufacturer F&m:d:msaszmigdd “Conforms, Complies, Not detected, N/A, >,

<” 8N Yt Physical test, Description, Appearance, Identification

1.2.4. #59AU Active Pharmaceutical Ingredient Specification YNt Va4 Supplier 3a 2

Lo Ve

Manufacturer r&majc,msazm,?m%&d “Conforms, Complies, Not detected, N/A, >,

<” 8nLiu Vte Physical test, Description, Appearance, Identification

2/\/\ . AZNTIUNTSATMUATBALBEALazAMANYLTIaNY
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1.2.5. @59V Active Pharmaceutical Ingredient Specification yn¥da Va4 Supplier %38 0

Manufacturer uei TuviadadAtyidu Assay, Related compounds (g Snsuanmaly

JUluY “Conforms, Complies, N/A, >, <” (lsiWa15047)

L3 mudiniusvewaiigainunmuiisdeiusesmamsiinszsienduiag (Certificate of 25
Analysis of Finished Product) i@andaladanis)
1.3.1.COA finished product T¥3ngRujuniswanidediu COA Active Pharmaceutical 25
Ingredient Specification
1.3.2.COA finished product lailgingAusunisudnidensiu COA Active Pharmaceutical 0
Ingredient Specification
L4. waigalnaunmmilsdesusesmansiinsnesicndsagu (Certificate of Analysis of Finished 7.5

Product) (tAanvaladonils)

1.4.1. @597 Finished Product Ingredient Specification S:.&u&@ wa dnsuananalu
JUwuuduaY (Wazmiauanuanisinsedluuieiadewu impurity imnsoneuy
guavlaivu Below Reporting Threshold (BRT) %38 Below Detection Limit Uazuasn4 15
A1 Reporting Threshold 39 Level of detection lulusinsizvien) smiu de
Physical description

1.4.2. @53y Finished Product Ingredient Specification VN7 we fimsuanmaluzuuuy

“Conforms, Complies, Not detected, N/A , >, <7 gniY le Physical description $
1.4.3. #3971U Finished Product Ingredient Specification yjn¥ada usl luidedfyanusig
81 1 Assay, Dissolution, Related compounds {ugiu fimsuansmaluguuuy 0
“Conforms, Complies, N/A , >, <” (lsii915047)
2 | wafigaigunIwnsAneaunsi (Stability data) (Fondalatonds 2.1. uis 2.2.) 7
2.1 nsdleisududesinnunsiuasdald (n-use stability) 1 818 endinauneuld [Wudy 7

N L% ' o @ < i < < 1%
Y30 MINAFDUNITUNRUIATIIABIUAE/T8 In-use stability Tuedin Wusy
(AzUUUTIN = U9 2.1.1. + 2.1.2. %5999 2.1.1. + 2.1.3.)

AENTIUNSAMUATIE AN BEALAY AIEN VLAWY
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2.1.1.015@nw1 Long term stability am%%&smmsme 4
1) 23%53 Long term stability fiannedafiu (Storage condition) »&149tipe 3 ﬂ,sj 4

kAR il \uluanuderusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nafifianunsasiuntsinuildn ASEAN Guideline #@9uuu Stability protocol
3o wdngrudldFunisentian oe. ffinan1sAnwiasuagefifmualiuuaain Taod
Wan13An®1 On-going stability Yegm waruananan1snsaviesmsiduiaay sty
v physical description uazilvhiensnageuasudau musseniignads (W
USP, Ph.Eur, etc)

2) fins@nw Long term stability fign1zdaifiu (Storage condition) 8g19tioe 3 JunIs 1
win walaidulumuderimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) n3tifiannsaiiunisdnuildniu ASEAN Guidetne oauuy Stability protocol
vse véngudldsuniseutinn ew. fifinansAnwasusgeniifmualivuaann Tned
Wan13ANY1 On-going stability Yage wazuaninan1snainseiiuiaay sniy
Willa physical description wariivhden1svaaauasudau musisIeignss

3) fln1s@nw Long term stability ian1nzdmLiu (Storage condition) 8g13tioe 3 JunIs 3
wan uluanderinualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) zzm3%:@5Emcoém\_smégfd%mé uglaifinanisfinyn On-going stability U
AgA LazuanInan1snainsziiluday snuite physical description wazdl
Widensvageuasufiau musseisneds

4) finsAnw Long term stability fian1nzdaLiv (Storage condition) ag1eiee 3 Juns 1
wan dulunutermualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fnan1sAnenlinsuageniimmunlivuaan udlinans@nw On-going stability U
aga _,5«:m%zmzﬁgﬂam_,Eﬂu%@ﬁmﬁma gnLIUITe physical description waxl
MTONITVAABUATUE U %g%ﬂ%smzma

5) in13Anw1 Long term stability fiannedaiu (Storage condition) ®&19uie8 3 JUNTT 1
win WWluaueriamualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

QM/\! AZNTIUNSAMUATIBaIBERLAZANSN YL IaNE
..... M...........,_..4.........A.A.._..,;imumé:ﬂtzd
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RH) finamsAnwliasuageidvualivuaain wazlaifinanisfiny) On-going
stability Uaga uazuaninan1snsddnszidudaay eniiuiide physical
description La¥dMITENITNAADUATUAIU MUAITIBIND1989

6) fins@nw Long term stability flan1azdauiiu (Storage condition) laiasu 3 funisu@n 0
uatulumudenvualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm:dm:@;ﬁﬁdaﬁ%m%scgﬁdgms WAZNAN1SANY On-going stability U
4180 LazUANINANIATIVIATIETuANEY eniuiade physical description wazdl

v v ¥

PYONITNAADUATUNIU AUAISI81 7191999

7) finsfnw Long term stability fi@n1azdaifiu (Storage condition) aghatios 3 U3 0.15
nan waldilduluaiuderviunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) finan1sAnwinsuengeiiivualivuaain uslifinanisdnw On-going
stability Uange uwazuaniman1snsainseiidudaia sniiuide physical
description uagiivhienismaaeuasudiau mumseniiensds egstios 3 SunisHan

8) fin3Anw Long term stability fian1azdafiu (Storage condition) agnaties 3 U3 0.5
wan waldiluluaiudervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzmagmmagsmcmﬁ_m‘_m%stsﬁgw%3 uglaifinan1sAnw On-going
stability Uage wazianinani1snsalasiziiu Conform, Complies, Not
detected, N/A &n13uUa physical description wazdliiUon1IMAROUATURIY A3
fseniiensda

9) finsAnw Long terrn stability lirulunia ASEAN Stability Study Guidelines, @nwn 0

& v v

AU TIMvuAlivuaan uiliiitensnageulinsuiiou smussenensds (o
Wa915047) _

10) fnsAnw Long term stability Aifinansansliasuaigeniiruualiuuaain wiail 0
Wtemsvsasulinsudaumussneiiensds Wiswansiwseilaraunsnaeii
91984 e Linanwan1sasRATIITURNAY sniuhde physical description
%39 Lifinan1sAnen Long term stability

EEujwmtjgmmJiﬁSMJmmurmwsrrmu32m\3¢2urnﬁgu

% Uses1UNITHINIG 2.89%0.... s 9\
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2.1.2.15Anw In-use stability (iFendaladonide) iy er1da sriinaunauls 3

1) fifoyanisAnnarmnsshvaslalimuiissluenansifivaasuiunatsazans 3

2) feyamafinwmnuashvadeldmuiszyluenansmivenusbinsutugn 0.5

ansavany

3) hifideyansfnwiauasiivusiald 0

2.1.3 Manaaeaumsinuusaieding, (Splitting Tablets with Functional Scoring Test) wag/ | 3
30 In-use stability (dendelatoniia): nsdlendia (Tablet)

1) vnuvasiaenld Winefisesunn (Fhuderals) waziinisvadeunisinuusniadine 3

(Splitting Tablets with Functional Scoring Test) IBNANTNAABUAUAIFIUBILIR
giinuUansainen (In-use stability testing) ATUMLTBMUUATBIAITIONBLYU USP

3o US.FDA uag/v38 fimmaaeu impurities Tugnivinuus Ineviesui@nns ISO/IEC
17025 Nlilvgnan v3a Tnan15AnN WU L ANSNaVDILNINLU

2) Fnuvasiaenld dinendsesuin (Fudedals) wazinsmageunisiinulsedadinen 1.5
(Splitting Tablets with Functional Scoring Test) LAZHANTNAABUANAIFITBILIR
gnfiFnuusnsasinen (In-use stability testing) AsUAATBMVUATDIFMTINIBY LU
USP w38 US.FDA uglsifinisnaaay impurities Tugniivinuus

3) nuvainenld Winelifisesuin Gudeedeld) wifinmsvageunmsinuuniadae 1
(Splitting Tablets with Functional Scoring Test) HAZ/NIDANANITNAFDUAIINAIF
vpadinenfivnuvsndadinen (in-use stability testing) ATUAATBAYUATBIAIIB9B4
1w USP %38 US.FDA

4) nsaivnudadinenlsl daendisosunn Gnutsedelé) ifimsmeaeumsvinutndadag 0.25
hifinavaaauanuain wsalinsmegeuauasilaeviesujUiRn1svesndn
5) Liflsepuinld wivnuusdeaele 0
2.2 nadlenilasnusesdimnuasinuasdeld (In-use stability) wiaenTivnuinuUaine Lidde 7
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M3AnN® Long term stability (aandalatonis) 7
1) fimsAnw Long term stability idnmydnLiu (Storage condition) ag13tiee 3 Jun1s 7

wan Wulusudenrinunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdifanunsaiunisdnuléimu ASEAN Guideline fioawuu Stability protocol
vio vdnguilisumseyiaann ew. fifinansAnwasuaigeriinmunlivuaan nedl
Han13ANYY On-going stability Ua1gA LarwanINANITATIINATIE srdﬁsﬁme yALIU
#18 physical description _,Eegsé@:jﬁgm@csmcg: AU TI81984

I

2) fin1sAnen Long term stability fanzdafiu (Storage condition) 88139UaE 3 JUMS a5
wade Lhduluanudemvunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) ns@ifianunsariun1sdnwnlsinni ASEAN Guideline #iBsuuy Stability protocol #3e
ningwildyumseysiaann ee. fifnan1sfinwasuangenfiivual fuuaan Taeding
nMsAN®N On-going stability Yanga uwazuanman1snsIvlinsziiiudauay sniiuide
physical description waziiiitonisnageuasuiy mMuFIETieneda

3) dn13@nw¥ Long term stability fianzdaifiu (Storage condition) a8ty 3 Junis 55
nan Wulumudeniviuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fikansAnunasuaigeniifmunlivuaan ueilifinansfinw On-going stability U
anga uazuanman1Insvinziludiuay eniuiate physical description wazdl
FhdentsvngeuAsUSIN AuRTIENTigeds
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4) dn13@nw¥ Long term stability fanmedaiu (Storage condition) agn9tDe 3 JUNS 2.5
uan Taduluanutaiiviualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁnggmﬁgm%ﬂmégﬁdgwmé ualaifinan1sAnen On-going stability U

a1gn :maz.mmzz%dsmu&rmﬂ«%@ﬁ&ﬁme gALiue physical description wagdl
vhtensnaderasudau musseniiensds
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5) §in1s@nw Long term stability fian1agdaifiu (Storage condition) athetias 3 Juns 1.5
uan Liduluaudeniviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
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RH) fiman1sAnwiasuangeiivualivuaain walilinan1s@ny On-going stability U
4180 LazUANINAN1ITI9IATIwMLTY Conform, Complies, Not detected, N/A
gAiude physical description wazlifiton1TMAADUATURIU MURITIENND19B

6) §in1sAN¥ Long term stability lsiiulumu ASEAN Stability Study Guidelines, finwn 0
asuengenifvualiuuaain uaivhdenisaasuliiasuiau musendiensds
W915041)
7) laifllonansns@nw Long term stability (liwa15a47) 0
3 | wafigariann MY INBUEUTIRRdNNEE UsIRisiuazaan (Package & Labeling) 3
3.1, MYurUTTY wag aanileaBuanssuiituns Sy 3
3.2. MYLLUTT] Wi aandiswenanssmuiitunzidoun 0.5
3.3, MUurUTTy wae anniseenden luasy muiidunsdous 0
4 | anuwindieulunisiriasneniuenduuuu (Therapeutic Equivalence): (AgUuWsIN = v 25
4.1. 39 4.2+ 4.3+ 4.4+ 4.5)
4.1 Jusndunuy 25
4.2.auwindisuiuveandunssu (Pharmaceutical equivalence: PE) viaLndunssuanya i 5

Fendrdqideniu Maunnnuuss wergluuusiefiu lnadanasgruderwunmiloutu

viewieuwiniu (iFandaladanily)

4.2.1. ugnandiyiifianuinifenfusveduuuy: fienansigaiiannsadeuumue 5
funuuly BredanndernusuasionansidesiulunstuneSouenlml/snansiey wuu
ASEAN HARMONIZATION)

4.2.2. Jifianuwindisumandunssuiugsuwuy 0
4.3 naigatigNIWAIN-ANYAYBINAATTIEY (Bioequivalence) (iFandaladanily) (Azuuy 10

594 = (V8 4.3.1. + 4.3.2) w50 4.3.3)

a.3.1. Tunsdifenduguuuuiivssmdlsisinis@nndrauya (Bioequivalence) (iFandalnde 9

wile) =4.3.1.1+ (62 (1) + (2) +(3))
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4.3.1.1. H5189uns@nw Bioequivalence WWulummu ASEAN Guidelines for the 4
Conduct of Bioavailability and Bioequivalence Studies (aiuangn) vieeiile
NMIANYITIUTEANBHE WasTIauyaveINEnfnmeT NTENTNETITUGY LAZKA
MsfnTIaENa fumMsiasawaziusasnndinauanenIIINToIMSILAY
o1 naEnsRATNEY Sneaxdeafisuegieos il

(1) 38msAnwIwuy Randomized crossover design #3e parallel design mnidu 1
PINLAIAIITING T
(2) @ranadns Awruiisawe @NAI 12 Ay, AsaEAnwILUU parallel design A 1

F1UIUNINNTIT 24 AL)

(3) fnsiusmetaiiswe (a8131ae 9 30) 1

nadlenviinaant@niey AB faselull

A 1389 Enantiomer (t5an Al 39 A2 %39A3)

A1, Jugnitlsisl Enantiomer 1

A2. ([{ugniifl Enantiomer dn13vin1sdnw anuderiiviun ASEAN guidelines 1
for the conduct of Bioequivalence studies (Revision 1,march 2015) #3©
Guidelines on the Investigation of Bioequivalence (European Medicines

Agency)

1l o

A3. \Jugniidl Enantiomer wilsififinisvinsAnuily sudervun ASEAN 0
guidelines for the conduct of Bioequivalence studies (Revision 1,march
2015) #i50 Guidelines on the Investigation of Bioequivalence (European
Medicines Agency)

B. mdudunusvesemsiun1sgediu (kdan(iden B1 w3 B2 v7a B3)

B1. 9nshiiinasenisgaduvesn 1

B2. \fue1n amnsiinasiansgada fin1sviinsdnunluaniizilems (Fed 1
ndition) auTeAIUUA 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. {ue amnsiinasanisgadu dnsvimsdnuluanizluaniiyenaimis
fast condition) muvef1vuA ASEAN guidelines for the conduct of

Bioequivalence studies (Revision 1,march 2015) %30 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

4.3.1.2. S1wumMsane Bioequivalence luilulunia ASEAN Guidelines for the 0.
Conduct of Bioavailability and Bioequivalence Studies 3o @_mmadmmgﬂu
Uszdvdranasiiauyaremaningen nsznsnasnsagy (lwersa)

4.3.1.3. hifllnansiigainunmauauyavesdadugier lunsdifendugiuuud 0
Uszmeliinsfinundiauya(Bioequivalence wiaenansiaflval (laungideuendl

“NG” ffiv) (laie15a41)
4.3.1.4. winhnmsfnwdauyalulsznalvelagviosujuRnsvesuiem 0

cac o a wva

4.3.2. wdninaITIsN1s AU UANS (Good Laboratory Practice (GLP)) (Fondelatenily 1

caa ] a va

4.3.2.1. fidwwmdsdeiusownsgunsufuianundninaeiisnsnaluve s ians 1
(Good Laboratory Practice (GLP)) ?3&&%Ewm:dgﬂumﬂﬁem,ﬁ:&\zp_mursa

1
a wa U faa = a wa

4.3.2.2. Wifidnumididesussanasgrunsujiinundninaueisnsialuvie s ianns 0
(Good Laboratory Practice (GLP)) lunsaivinnis@inudiiauyaludiausyina
WIBVINNIAN WAL UTEVNENE RO

4.3.2.3. ImsAnnBrauyalulszimalnglaganuniemenufnuihauyaiiiieie 1
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4.3.3. lunsd@ifenduguwuungneniiulisesyihnsfinydiauya fosuandienansniu 10
UsrAnS nmmuazAuUaensevesen Wi Bioavailability study \Jusu
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4.4. eirumsiusesdienisussyadiuenarsiieiald (Renteladanils)

5

4.4.1. Jusrduuwuu wie erandyilasuussylu US.FDA Orange book #38lasun133usesan
EMA TManunsaddsuuugisiusuuls danuwindeslunsiidadnnivenduiuy

(Therapeutic Equivalence)

4.4.2. \Dusduwuursesnandey Alsetendndun lunidesemsudndumetandyluningd
anunfisuiulunistndasnwdugiauuy (Thai Orange Book)

4.4.3. lifinan133U309 Therapeutic equivalence

o s - L
4.5.1nga13nNUeT (Handalndanile)

4.5.1. \Jugduuuu vie fdeudldvesen muildueyiRnndinnuanznssunisemsuay
o1 fvhidisutusnduuuuiismielulssnalng wasiideyadug Ansudu Weatiuayy
nslderegsanmaua muwwimdunsiniienaismiveimutennae ey
(ASEAN Common Technical Dossier : ACTD)

4.5.2. fifeusldvesen auilasveyiRandinnuanenssumsImsiazen Miiguiuen
sunvunsmhslulszvealne we Lidulusmy wuamalunsyasienaismiueiniu
JannNatandeu (ASEAN Common Technical Dossier : ACTD)

4.53. deusldveser muildasueyifanddnnuanenssuniseImiskare) Aeenite1nuLuY

Payauszansnmlunisiner msfny/Ademsediin (5.1+5.2)

20

5.1. N1SANY/ANNARNN (tAandalndanils)
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5.1.3.1 35ns@nwnduwuu Well-designed Randomized controlled trial 15
5.1.3.2. 38msAnwndunuu  Long term follow up RCT 10
5.1.3.3. 35msAnwlunuu Comparative studies luu Cohort studies (perspective) 8
5.1.3.4 F8ns@nwidunuu Comparative studies uu Case-control studies (retro 6
perspective)
5.1.3.5. nsAnwudunuu Descriptive studies wuu Case report/case series 4
514 siansiy lAnw/A%en19eaTin wuu Well-designed Randomized controlled trial 1

suUsEaVSAnLazAaNuUasndsuasnlunissne sudeudldvessn Wisuigunuen
sunuy lutszmndlng ualaldsunsifunlunsan s sunngLayanssagu

5.1.5. fAnw/ATenmeratn walilaSeuisuiueiaunuy

5.1.6. LifinsAnw/Aden1eadtn

5.2. Uszaunisainisldnnemdiin ((Bendaladonile)
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5.2 1 yhuiluszaunisainisldeninmenddnldnalunissne lunusieaunisiineinisiiig
2% M Yo v a P a a a a
Uszasmsrouse llasunisseansusesuseansnin Useansnavesen

5.2.2 ynuiivsraunisainsideniimemddnlanalunissnuw wilinuwsnisallamnnisainds 15
Sudumaliiasfioaudsue wgalder nunsnumaineimslifisssasdiiouse lasunis
foa5uuseUsy@vdnm Ussdviuavesen agin

5.2.3 Wuiliuszaumsainmsldentinieedinlanalunisiny winuwmansallawgmsainilsdu 0
\dumalithedeaudeusn veelde wusenunsiieeimslifisszasddiouss liiums
YpeSuuFeUsEaniam Yssdvinavesen [Wuused wsa Lifussaunsalnsldeninnou

5.2.4. unndAnduns wulgmludaunn telatenidiadeluil -20
wa ) - A o 1 1%
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6.1. USEMIeNANTIUTBINITOUTHINMUNITLITIULAUARINT MNVUIBIUAIUNAIN 18U PREMA,
TPMA Pifitonansuansuasiing1useriunsuiiu

6.2. UTEliiilonan3FuIeINITauUIIINMeIATEITULAYARING
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2. s1a1 (Sawaz 30)
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