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1.5.1. Aruandived Hard capsule fimsuanina/n15n579 Universal test fasialusl

= e

L) Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monocgraph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1.1)
4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test (2.1.1)
OeH S5 B R3DGRL) Bl VRpes el (Fossorunaiiiefidnannnda Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<232>,<2335,<22325, BP supplementary chapter v | VH18W9) : 1901350599 heavy metal 16 aufiefunsufviun
Q. B geieral 125520} AulsEmAlUIIBRI YUY
5 | Microbial limit test Complied to finished product specification or
specific test (2.1.1)
6 | Dissolution test Complied to finished product specification or
specific test (2.1.1)
7 | Uniformity of dosage forms Complied to finished product specification or
specific test (2,1.1)
8 | Uniformity of content (EP2.9.6) Complied to finished product specification
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152 ﬂmauﬁ‘ﬁmaa Active Pharmaceutical ingredient fIn1suansua/n1sm53a Universal test

fanelUll
T Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.1.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance (cx specification or specific test (2.1.2)
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(a1, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)
- Organic impurities _
) o Meets the requirements
- Inorganic impurities Meets the requirements
(Elemental impurities
analysis) or
- heavy metal (USP39, 40) B NMT 20 PPM _
Residual solvent (cH qic rs6), uspaz Complied to Active pharmaceutical ingredient
<867>,EP general text 5.4, BP appendix VIl L, JP17 or Speciﬁc tast (2152)
supplement1 p.2634-40)
5. | Enantiomeric purity test Complied to Active pharmaceutical ingredient
(if test) aylaulunisysznansam or specific test (2.1.2)
YauUseanm 2565
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Han1snTIvleTzviaan Wl finished product specification Wag Specification of Active
pharmaceutical ingredient (API) 19339 nund s Fuatuifoafu deldvanzidousad tneu
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2.1 Finished product specification (in house specification)

98 Test Items Specifications
1 Identification
A. HPLC Conform with finished product specification
2 Assay 95.0% - 105.0% of the labeled amount of Pregabalin
Dissolution test* Not less than 80 % (Q) of the labeled amount is
dissolved in 30 minutes
4 Uniformity of dosage units Complies with finished product specification
Impurities : Related compounds
® Any unspecified impurity NMT 0.20%
® Total impurities NMT 1.0%

2.2 specification of Active pharmaceutical ingredient (AP): USP43,Ph.Eur.10.0,

U Test ltems Specifications
USP43 _ Ph.Eur9.0
1 | Identification -
A : Infrared absorption Complied with the standard Complied with the standard
B: HPLC Complied with the standard Complied with the standard
Assay (on the dried basis) 98.0%- 102.0 % of Pregabalin 98.0%- 102.0 % of Pregabalin
Impurities /Related substance ; _
3.1. Residue on lgnition (USP) NMT 0.1% NMT 0.1%
/sulphated ash (Ph.Eur, In -
house)
3.2, Chleride and sulfate NMT 0.1%
33 Organicimpurities |0 Y 2o
Mandelic acid at RRT 0.66 NMT 0.10%
Isobutylglutaric acid at RRT NMT 0.15%
0.85
Isobutyl-glutarmonoamide at NMT 0.15%
RRT 1.52
Pregabatin related compound NMT 0.15%
C at RRT 3.95
Any unspecified impurity NMT 0.10%
Total impurities NMT 0.8%
® Enantiomeric purity NMT 0.15% T
CmpurityB [ v e ¥ b NMT 0.15%
Test A : Polar impurities _' -_
- Polar unspecified impurities T S NMT 0.10%
Test B : Non Polar impurities __
- Impurity A NMT 0.15%
- Nonpolar unspecified NMT 0.10%
impurities
AENITUNSAVUAT A BLALLAMAN BUTANTL
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48 Test Items Specifications
LiSPa3 Ph.Eur9.0
® TotalfortestAand B | IR A NMT 0.5%
4 | Loss on drying NMT 0.5% R i
5 | Water determination AT % L NMT 0.5%
6 | Residual solvent | B399 1N AP| specification
7 | Storage and packaging Meet the requirement

waegwg  NMT = not more than

* 117318 Dissolution Wwag Uniformity of dosage units TluULenansuanIsI8a 8 IaNanis
anviesed vndldudseasdeaiidusadilulu coa

- nsdlilvanzidountaniaiu (waive) msasiaaeuiinszisenisle THiuuansenans
wingnusnanlasuayiise

- Active pharmaceutical ingredient (API) specification ﬁﬁlﬁmﬂmﬂlufam'i’lsﬁ‘uaﬁﬁwﬁm
Active pharmaceutical ingredient (API) w38 Tullas1gw Active pharmaceutical
ingredient (API) vosgfudnerdiagy atuleatiunds Sdinmsemvlinmsiasuynided
AU

3. nMsUsEiuA1UTEaNSANRas1A1 (Price Performance)
FEazByanLLeNaTs 58 nsUsEEiuAsEaVSANEes1An (Price Performance)

4. wnansfildlunisiansan
Laﬂaﬁﬁl%‘lumﬁﬁmsmammwm‘lﬁﬁmﬁﬁﬁuLaﬂaﬁw%’amsuwmaLamanmimuﬁ'}ﬁu Fstaluil
1) dwwnenansiiugn Mwilne waz/mienwisingy
NUNELUGR: Tunsdififildeduiuuarsosiiienarsuansdavsldvaeiiiunisusesann
drdinauAmgnTINNTeSWaYeY Auansineniuiideoudld Yeatsse s YJovuldiiauviniuen
suwunluswneldlunissnwmhiu wazdinsssydemnuiiounisldenliluenarsiiuen
2) mLmLaﬂmsu,amwammuuamnmaamwvmiﬂ (Wneuaznaase) Audletunslouly
3) duuirvetunsdeusiiduen (Wuu el wie .1) AsuNnun wiausgasunnudnuziang
maqmmmEU-LLaﬂamwummmsgﬂumaa’sﬁmi:}Lﬂiwuwm (Finished Product Specification and
Analytical Procedures) fitungifoul’ Tnaresdaduiiuenfiussmanssnsaamsuguiusa
wIsluinIusenia

VUGG ﬂimwaasvmwwaLﬂaauuﬂamﬁ‘lmmLﬂiﬂvwLt,awuamwummmww’maaﬂﬂam
m'mmﬁ']&mwdi”mmmawriamﬁmmaﬂmamuﬂmuﬂmvﬂﬁumsmm‘mavm Tuuvdrundn
’aau,ﬁ‘lmLUaauLL‘LJaﬁ']an’lﬂummaumi‘um Wy v.8. 9) i3 duufweudluasunassnenis
Tunziloudiuen (wuu o.5) wdauduine

4) dwnluddynstunseusiue Wy ve.2 vie o3 wie ve.d vie 8.2 udusnsd)
4.1.1.n3dewEslulssmelne (ne.2)

4.1.2.nsdlfemidnitensutsussgludszmalne (me.3)

4.1.3.n3eifenbudensiaszma (ne.a)
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waewe: nadiinisiasuulawilegiueyyrauazaniuinge Tiuuuduuisveudle
Waguilassenislunsifouifue (wuu ne. 9) wie duundvsudludsuudasentsly

wmﬁﬂuﬁ‘h%’umt?{mﬁ’u%‘%’uawmLLazamwﬁ'wﬁm (wuy 8.4)

5) duumilideiusewnnsgiunisuanemamdninasiisn1salunseanen (Good Manufacturing
Practices (GMP)) lumnaiiigadasfiveniliaue (alfuagamusaunsnsisaeulasdiaglutama
Ms3useY) leeseaUsenausin
5.1 dwwmidsdesusosnasgunsnangimundninusiasnisialuniandn tagausaedidy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dwwmisdeiuseunasgiumsndagimuvdninasiisnsislunisudnandndusiendniogy
(Certificate of GMP Finished Product)
6) lunsdimugnindrandisuszine fudadesiidnumidsdosusenan i (Certificate of
pharmaceutical products, CPP) #3auntiadasusasnisinvune (Certificate of free sales, CFS) Tu
mnagiauens atuaganiuseunisansaeulasiinafusesiviulsenedsznins
7) wmsgruvesdariunrunnIngRusitendfe (Active Pharmaceutical Ingredient Specification)
u,aswﬁmﬁ’mﬁmﬁ%%ﬂgﬂ (Finished Product Specification)
7.1 dwnuasgrudagausaedids (Active Pharmaceutical Ingredient Specification) wa
u1nsgIukaAndugiandiiiagy (Finished Product Specification) Tnesgyd1si8n
(Pharmacopoeia) Ald8198n17iaTsilagumsguasetosdandulunudosmunuas
1AsgINTBINsIAsRluisenladisemil AUUTENIANTENTIEB TG (399 T3Y
#1318
7.2. @1 drug monograph ‘Uaﬂﬁ’jdﬁ’amﬁ’]ﬁ’m (Active Pharmaceutical Ingredient) Wagu@nine
g1d1593U (Finished Product)
73 ﬂiﬂﬁi’mqﬁuﬁﬂmﬁﬂﬁm (Active Pharmaceutical Ingredient Specification) #3ac&nfaugian
#1333U (Finished Product Specification) Liusinglusinsnen (Non-official pharmacopoeia)
Fouanadnguiendiinasyveimsiesgiidulunudevideladeluil
7.3.1.d0ormunuazinmnsgiuresmsiengiluiinewessemaiiduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %58

7.3.2 farimuauasinasgurensiasziinan (In-house process) iaamadeafiu ICH
Guidelines 38

7.3.3 JormusuazanasgrurnlirenPenesiisualilusimen ssele sisemils
AAUTENANSENTENTITUAY 1309 S8iTen dmusuiuuentu (General
requirement for dosage form)

= s

wureng: Yo nunquainingAudiend1As (Active Pharmaceutical Ingredient
Specification) kagninAmdie1d115395U (Finished Product Specification) #818138931n6151
Wertunazatuiieaiu sniiuudnsdfidseniidormuauazinnsgiuresnisinssians
Tgauiedfey vide nindnsiendniagy

8) duviaEpsUsoINan1sIAS e (Certificate of Analysis (CoA)) Taadasusenausie
8.1. duumilsdeiusemanisiimsieiingiudendAey (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Inpsasusznaunae

ANENTIINIAVUAT I aE S ALATARENYEIAWIE

P @T‘/q‘/ ; 5 Z o
LAWD oo UTETIUATIUATS 20990, LTS s 3. B4F0 o LY et nIIUNS

(neyTaud gretadde) ngy.adan lwsna) (nay.a%s1 Elvwidn)



w690 T

& ar s

8.1. Ladnumideiusemwanisiassiingus

o

207dREY vekARTRgRURIEddYy
(Supplier)
8.1.2 dwmdsdefusemansiiassiingiused gy TRIHANNERsITEE T
(Manufacturer)

8.2. dnwmilvdeiusamansiiaseindndneiendniagu (Certificate of Analysis of Finished
Product) Y8granaaninsiendniagy (Manufacturer)

8.3. tenansBudumudiussevinunisndnuesingiuendry (drug substance) uae Juns
WARveINAnuidNSIgU (finished product) fililunssinenjuiidwey

9) @nenasuanInansAneAmAI (Stability data)

9.1. dluenasuanIHaNISANYIAIUAITITEEEE7) (Long term stability data) S1uau 3 JUATT
BaR

9.2. dwuenansuaninamIAnwAuAludnzis (Accelerated stability data) $1u7u 3 U
ASHER

9.3, duunanasudnImANsANENARI T A sanul udinenld 1 7n /dnunianiUssavsna
n3sne (nadlende) i)

9.4. nsiifugniidesavans/iFanrenould Whdunenansuansnmmnuasandsnsazanouas/
w30 13091v/nduleld Tudviazanerneg asudtuuazaenndasiuenansrfuen (in use
stability data)

10) dvwwiisdeiusewdndueiednsegy (Certificate of Pharmaceutical Product) lanigemindan

Tudsginalne

L1) dwimidngueuauyavandndinisien (Bioequivalence) lnsnansfinwininaauyaveuan o

81 (Bioequivalence) tluluntudadivun ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies w3e glionsfinwisyaninauazirauyavamdninmien nsensag

a51saugy InsandunSenhenunuiaugaildfunissusenin didnonuanenssuniseis
wazen atiutlagiy (nsdlluldeuuuu)
12) dnumiddesusewnnsgiunisufiRnumdninasiisnsidluies §1finns (Good Laboratory

Practices (GLP) 1un‘iﬁﬁﬁwnﬁiﬁﬂwﬁaauyaﬁmwwmﬂ

13) dwwmlideiusesnnsgiumaiivinwinasnsznsemuvdninasiisnsinlunsifiuineuag

N3¥97°881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

Jiauesimdasdeinedsenednalos 3 mheussgist

WumtideuseunasgiuiesjRnng ISO/EC 17025 Tusnensenliaus @nil)

duuenansuanideyanisldiunsussglu Green book vaanTivienmansnsunne (81
L'Ll’u'e)ﬂﬁ’]‘iLLﬂﬂ\‘i‘ﬂEJ;;JIﬁﬂﬁ\Lﬂ'iUﬂ’]‘iU‘i‘iﬁﬂu Orange book 484 US.FDA. %59 European Medicines

Agency (61dl)

18) nsellalldendunuudosansnmsiinymisnaiin (Clinical trial) veseluussimelnefuansdasanis

AAtinvaseSsuiguivewusUUkaEARuWluI A TN TUIme (i)

19) A159USHIBLSTTUNUNNUAINYTENM ALY NTINN IAUNTFUVE IR Bounmeieses3uiene
mM3deiuNTIBevesUsEmalng wA. 2559 viieT3usssuaue faenrdasiulssnem (§1)

14) ¢
15) d
16)
17) &

5. Waulvdue
1) sdesdiongwidebidesndy 1 U duaniuildwaue

AMEATIUNI VRS Hﬁ”LﬂﬂﬂLLﬁuﬂmﬂﬂ‘lﬂm“ |y

1.ad%8 [ 8...a..h...M.........‘.‘J‘Szﬁ'MH‘}"iﬂJﬂﬁ 2adfe.. ; j(/ ATIUNNT 3. asiln qu/ns‘mms
nny.adan Bisna)

(o Jannd auanFdde) (ny.a¥51 Blnvade)



win 790 7

2) swnavnsudnfidweuliunaudnsunmdesdesduumtdoiusomanmsliased (Certificate
of Analysis (CoA))

3) fueardedlluiuseniunasuniionlndruneeviadeiansdevan masuvusmusiuu
239

4 vngudnisunndmulygmaunmanuindosiuaefesnisdwnaiteiasziguam §wie
wandsie s dudSuiiaveudlidelunsinsziaunmen wardewlusnuiignduiiesizs
AULAAUENITUNNE

5) fleussen(fuie)Busenldendndyainounsuiivun fi
5.1 mniimsguasviieszinnnsinemaninsummdudmanmsiassilidulununasgu
5.2. nsdludnAnsieneiatgnFenifviuanesmaslnedinnuenenssunisasuazen
5.3. nmwuﬁmmﬂmmwmﬂwamﬂmwmmaqwamaﬂi gAndrauazarIaondusadiedlasuen
5.4. ﬂim?’lﬂmuﬂ‘ﬁ&lﬂﬂimﬂ‘dﬂﬁﬂiLLﬁuﬂ’l‘ﬁ‘U’]‘Uﬁ]mﬂEJ’!E]@ﬂﬁ]’EﬂUiU’HE!’} AuENIsUNNE 1wasnidnns

dsonupdedaly
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pudnauwnddyaiuning sauszniu
wuuUszliuAUsEanSansasIan (Price Performance) Usstnvignadl

fauus dwiin (Gesez)
LaunmuszauantRndulsslovddonienams 80
2.5 20
1. aumvuaAaandANdulsslevddantsssns Goeas 80) Jon13é
inausinsUszfiuan mndnadusiedoasin ATLLY
. nusinan iy (General quality criteria) s 20
1) ARSHIUMSHAREIMLMENINAIIBNS R U SHERE 1.5
2) wesguIngAusenEre (Active Pharmaceutical Ingredient Specification) uazannsgu
HAnauiend5agy (Finished Product Specification) 3

o s M

3) WsIUMaviesUfinnTg
4) wesprumsiuinveznszaenumdninasiisnsinlunsfiuinwisasnsegaieen (Good

Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) UWMIgIUNBRSUN 7.5
6) mamx%&_,m.\@%&ma%%dimcemﬁc 4
U INUFIRATIWRWIE (Specific quality criteria) = i 80
1) waRgaunmunmvilideiuseimansinie (Certificate of Analysis ; CoA) 20
2) WalgatamMnIwINIAN¥IAINA (Stability data) 7
3) waguinanmessnuuzyssyitdudae ussyiusiuazaain (Package & Labeling) 3
4) anuwinisdlunisundesnuniuendunuy (Therapeutic Equivalence) 25
5 nsAny)/ATen1anddn 20
6) FEUUBUTHINAATTEEIT LANTnIIu 5
AZIUUTI 100

Yewazazuuulagldvannisdasimin (dashwinlaeszuunissndosndrnasgiassidonsetind) 80 %%%%

AENITUNINMUAT AL BIALAZANAN BATIAWTY
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Honskn
52&33%&:3233zmgmaamfm.mm,_&e AZUUY
f. SEmssEb:_ﬁsa,E (General n:m:J\ criteria) 20
i Eﬁwéﬁmzmaea_ﬁxsmamasammismﬁgmmmsﬁ (AzUUIS = 98 1.1 + 1.2+1.3) |15
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumnsenfiaueue aduaan 0.5
mussumsnsanaevlneiinasusesieiulsznalsenasavdaden (Fandaladanils)
1.1.1. 1¢1i3un55U509 GMP-PIC/S a1n PIC/S participating authorities %58 cGMP 0.5
1.1.2. 1#5uns55uses WHO-GMP %38 %30 cGMP visawieuwin TuniaaiitAedeatiu AP 0.1
1.1.3. 193un3suses WHO-GMP e cGMP visawiauwin walissyminadaau / lalflionans 0
weeanN1T3uTes GMP (luwarsan)
1.1.4. 1#§ums¥uses GMP-PIC/S vise WHO-GMP ¥38 cGMP fivmisangauiulszmeausznan 0
57" _,_,me._,u._zg33%23%&8385 3o luivangunansiununeny (lidtersas)
1.1.5. laileisunssuses GMP-PIC/S w38 WHO-GMP (liiifarsas) 0

1.2 Certificate of GMP Finished Product lumsinagnilauaus atuaaaenuseunsniaeulay | 0.5
finasusesiisiulssmesznmasien (Fandaladanis)

1.2.1. 195un155us89 GMP-PIC/S 911 PIC/S participating authorities 38 cGMP uaz/v3e 0.5
NisAaTUTRMANS (Certificate of pharmaceutical products) 910 PIC/S
participating authorities Tuvianenfiiauae (nsdlenting) wielésunisiuses GMP-
PIC/S 97n@1INUANENIsIN1samMILaan

1.2.2. 195un155u589 WHO-GMP %38 cGMP 284 Ussinagudn luvnsaaiifeadasiu Finished 0.1
Product kaw/v5e nilsdeiusanansiug (Certificate of pharmaceutical products) Tu
wnneEuee (nsalandngn)

1.2.3. l5un153use WHO-GMP waliissyvuandaiau (luilersasn) 0

1.2.4. 1A5un"155Us04 GMP-PIC/S %38 WHO-GMP %38 cGMP fivunongnauiudssniadsznin 0
e waglifionansuansnistuvesiaeny (uersan)

ANENTIUNIAMUATIEHBIAUATAMENWBIANIY
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Fan138
inassinisuszfiunmnmnandasiondoandiny AZKUY
1.3 nsdifiduanindranenaseme fedldnumiddesusewdnsos Certificate of 0.5
pharmaceutical products: CPP) wisawniadasusaenissimiig (Certificate of free sales: CFS)
Tunneenfiauene
1.3.1. CPP viye CFS atfuangn (miusaunismsisgev) nsaliierglillorgnissusesdeiudszme 0.5
vsgnamsIm islueniinanlulssmelne
1.3.2. 14ifl CPP wi3e CFS w30 4l CPP / CFS Tinumane 0
2. | wmsgrudagiudagndifiny (Active Pharmaceutical Ingredient Specification) uag 3

anTgIunaniusienduiagy (Finished Product Specification)

fiorsanananarsnistunsidou (Asuusay = 99 2.1 + 2.2)

2.1 1wsguingaudngdeny (Active Pharmaceutical Ingredient Specification) (tAandalade 1.5
%ide)
2.1.1. nsdll#dumsiusedlusiisen (Official Pharmacopoeia) (iHandaladanis)
1) 1999 USP 43, BP 2021, Ph.Eur.10 , IP 8,JP17 adiudias (muenansiitunsdouls) 18

uazmsddaiu dosiudlulunsidousinsusuga @5 7 o.oulfd)

2) w84 USP 43, BP 2021, Ph.Eur.10, IP 8, JP17 atfudhan (muienansiitunsdeuld) | 0.75
viseBuuilulunzfoudhivenuds @ o5 18y oo, melu 2 JusdilsiliSunsouss
wavduudloneuiulszniesia)

3) 81989 USP, BP, Ph.Eur, IP JP atiulwindiuszma ssyisen uazunlalunsidey 1
=

dfugFauiosudy @e.5 7 ou.oul’)

4) 91989 USP, BP, Ph.Eur, IP , JP atulwindiussna ssussnen wavBuudlolunsdeu | 0.25
mfueua @ 8.5 78y ey, nelu 2 Yuddrlilasunisowd® wastiuudlviouty
Uszninsna)

5) ©1483 USP, BP, Ph.Eur,, IP,JP atug1gn wialusindausenia ssussnen uwazudlvly 0

==l e e el t

nesuinsuewas uwiee Lilgduudlylunz Dousisuen

6) 97984 USP. , BP. , Ph.Eur, IP, TP, JP (adumusnsiend sus.Usene) wazudlelu 1
silgusugua (.5 7 ov.0ullR)

ﬁ ANENTIUMIIMUAT U BUALRE RSN YAzIRNY M

10980 oot UTETIUATINAT M%ﬂ@‘mm\m R s NETUONS 5 BN o s T
(weyTouwd quoidde) (ney.afian Wang) (ngy.a¥9n Elnaabn)



v 4 900 21

a o
YNI1IAT

neusin1sUsliuan AR asle1 sty

AU

a = L7 o = L

914984 USP. , BP., Ph.Eur,, IP, TP, JP (atfumnusinsnendl sun.Ussniea) uaziuunlelu
netlbudisueuad @ .5 78y ee. aelu 2 Yuddslalifunseud® uazBuunlunou
TulsEnInsIAn)

0.15

8)

£19849 USP. , BP., Ph.Eur., IP, TP, JP (atfumussiend sum.usznie) wazudlalu
neleusSusudn wads N&Emgs ylunzideussuen

9)

SeBweatuindusemesisen (aifReasaun)

2.1.2

1IMsF1UAeIMUOSficial Pharmacopoeia vosUsgmATIuamninues The Interational
Conference on Harmonisation (ICH) (tawasau 9 ICH 71l Official Pharmacopoeia
harmonization fig USP, BP, Ph.Eur,, JP,, Ph Int.) w3ovaimumlasinnsgIy In-house
process faenndasiu ICH Guidelines uag/wie Pharmacopoeia General
Requirements (idandaladania)

1)

81484 Official Pharmacopoeia ¥84Us#inAaNn ICH Wag/138 In-house process 7
aanraasfiu ICH Guidelines %58 Pharmacopoeia mmzmﬂmp Requirements wddm 514
nniade uasuilaluvgfouiiuenZeuiosuda (fe.5 7 8.8iR)

91484 Official Pharmacopoeia vasUsgmaaNn®n ICH uag/wie In-house process 1
apAARaBINY ICH Guidelines W3 Pharmacopoeia General Requirements atulual
] o = w = o @ 13 =l <

AAUSEANAAISIETN TUA.USTNIA YNTTE uazuilulunsifuudsueuan (8.5 n

Lllle Sl

28.0U3lR)

1.25

87484 Official Pharmacopoeia 989Uszineau1¥n ICH waw/w3e In-house process 7
danAaBaiu ICH Guidelines %38 Pharmacopoeia General Requirements aUUagA

vizalvsindrusemesieend sundsena naviade wesBuudluluvzdeusiuaua
= ol S WMo ovw e - i @
(3 8.5 18y 98, Melu 2 Yusdslailafunsow® wazbuudlunawiuusznnsien)

075

91983 Official Pharmacopoeia wa1Uszneani@in ICH Waz/v3a In-house process

#0ARABINY ICH Guidelines %38 Pharmacopoeia General Requirements aUualal
° = o W o as o o

Usemamsne1d sun.Usenie nnvhde wasuilalungsideussuenwa @e.5 A

J‘
aY1lR)

il @i 0

(g laamd ad@dm&e (ney.edian

AAENTIINTSAMUATWEEBURLaZANEN vzIa N

2.a1de _ n&%

Lo UsEEUNTIUNT SRy SN R, (0 S RO 3 o & ok

=i 8

3, 9% ..

U:mwﬁzgm

(ney.a51 Alngadn)




Wi 5 91n 21

? D_ Du - 27 - 3 2
M&&UqamQMKQEQQRQE@Rm.wN@hﬁﬁhﬁﬁﬂh\&mqkﬁ@_h@,\um\gmﬁmwm\qhﬂqaqmﬁmkm&@. (LU &.5) 4o
finished product specification Ingwaunlanauiusenirmdssnansiny/aaben tasliiuy 2 U a
TUUsEnINTIN

2.2.1. nseildunssuseslusisnen (Official Pharmacopoeia) (iAandaladanis)

Honmsén
inausinsUsTiuaaIn EAaS s do iy ATLUY

5) 81981 Official Pharmacopoeia T8sUszinmau13n ICH waz/u3e In-house process il 0.25
aenAaaIiu ICH Guidelines #3® Pharmacopoeia General Requirements_atiumnyl
Usniasnsend sundsznie yashde uasBuudlalunsdewinsueud @ o.5 7ty
o8, melu 2 Yuddslalldsunisewst wazduudluneuiulseninsan)

6) 1984 Official Pharmacopoeia vasUseimAduITN ICH Lag/%3e In-house process il
ApAAABYTU ICH Guidelines vi38 Pharmacopoeia General Requirements atuanan
waoluilngn wiemulsznie sl

7) 484 In-house process fidanndprfu ICH Guidelines AMasznAsIsIBTUT T 0

8) 1484 In-house process fidenrdasiu ICH Guidelines findndssaeasnen (sl 0
LRRET!

9) In house process lsigennaay/ludulynu ICH guideline vseliifinstuudle (lu 0
NRTU)

2.2 sy undaiusiendnidagd (Finished Product Specification) (i@endaladanie) nsdliiod 1.5

P gUAIS LA

1) 81989 USP 43, BP 2021, Ph.Eur.10, IP 8, JP17 alugign uas lasunizeylilu 15
vt Ui iueIuan

2) 1989 USP 43, BP 2021, Ph.Eur.10, IP 8, P17 alfuatga uay agszuineduunlalu 0.75
neeudiiuen @ o5 7By ey, nely 2 Tuddslaildumsoys® wasduuilanouty
Usen1931A1)

3) 1981 USP 43, BP 2021, Ph.Eur.10, IP 8, JP17 atugige uadh [uldduudlely 0
nutDeusisuen

4) 81489 USP, BP, Ph.Eur,, IP,JP atulusndrssnimsyysingien wae [a5un1seyslalu 1.25

P
Laavae ...

(ney Jowvd quosd

AMENIsINITIVUATER s anLas UGN vazIE WY

= w WQN
~UssEunTsums Yo h G W e A ) SRR 3 13
370 8)

i) Qe.m.mmg

=
B B st sz TSRS
(nay.a@9n Alnyadie)




Wi 6 210 21

= Y
YBNIIA

inauinsUssRunun MBS usiedaasiy

ASLLUU

5)

91989 USP, BP, Ph.Eur,, IP atuluinaiussnieszydsien wag adsswinduudlely

Qe

neidousiiuen (@ o.5 18y oa. anelu 2 Yuadalulasuniseyst® wasBuniloneowiu
UsenIngnan)

0.15

6)

87984 USP, BP, Ph.Eur,, IP atiulmunarussmeassussen wids luladuurilaly
nzidaumsuen

7)

81984 USP, BP , Ph.Eur,, IP _nauszniaseysiisnen was lasuniseyaiilunsidou
FSUBILED

81989 USP, BP , Ph.Eur,, IP snuissmassyssnen uae agseninduudlslunsideou

fduen (@ 8.5 7By ee. aely 2 Yuddslailisumsaysi® uazBundlunowiulsenam
5101)

0.05

9)

91984 USP, BP, Ph.Eur,, IP suusemaszusigen wadeluleunlslungideusiuen

10) 81984mmF15181 USP, BP, Ph.Eur., IP wiatusmindt Ussniasyysihsnen (litansan)

22,2

. nsedlylasunsiuseslusiismen (Non-official Pharmacopoeia) 1msgiudesna
Official Pharmacopoeia yasUszimeTiduaundnues The International Conference
on Harmonisation (ICH) (awieyssyaauidn ICH 7 Official Pharmacopoeia
harmonization A USP, BP, Ph.Eur., JP, Ph int.).) v3etafimuauaziinsgiy In-
house process fiaemandeafiu ICH Guidelines way/mie Pharmacopoeia General
Requirements (tdandaladanils)

1)

91984 Official Pharmacopoeia 189UssivnAaNTn ICH way/%38 In-house process

o
il
@annaaIiu ICH Guidelines #3a Pharmacopoeia General Requirements atiugnan

an
e =]

2)

nndade uasudlalunsdousmsuanGouiesuda (le 5 9 ou.ayiif)

#1984 Official Pharmacopoeia asUsmaasn ICH uag/vi38 In-house process
AoAAERU ICH Guidelines %3® Pharmacopoeia General Requirements atiulu
n3szameend sun.Ussnia ynade wesudldluns deussueuds Glos 9
98.04i%)

1.25

(i

AuENIIINSTMUAT Y azdonuarauin vlsany

g S/
LBITD vrimsmmsssnesssossiseesennn U TS TUNTTHNTT M.2&@.................H.%A......._.;:ﬁmim
37M8)

ey laud guend

i) (ney.afan

=
CHll L TN S 1L L
(ney.ad51 Fvvade)




Wi 7 900 21

Hanskn
inaisinisUssifiuanmnBasusiondoasin ATLUY
3) 9284 Official Pharmacopoeia U99Uszinaan1@n ICH waz/%3e In-house QOnmmwm Q.75
dapAaeaiU ICH Guidelines %38 Pharmacopoeia General Requirements atuaiga
vidalmindnusznedinsend sunUsenie yasade wasBuudlvlunsdeudfueud
(@ 0.5 71y o8, aelu 2 usdslallFFunseystd waxBuudlodeuTulsynansan)
4) &3 Official Pharmacopoeia ¥89UseimAaNNTn ICH Wag/v30 In-house process i 3
aanAdaaiu ICH Guidelines %38 Pharmacopoeia General Requirements ufum1yl
Usemadnsendl sun.Usznia yovate waswdlolunedoussuenuds @les 9 e,
DYLIR)
5) 91984 Official Pharmacopoeia ¥09UsgnAaNIBn ICH waz/use In-house process il 0.25
aanAaasfiu ICH Guidelines 39 Pharmacopoeia General Requirements_atugnal
Usgmiaiendt sus.Usenie ynsade wasBundllunsdoudifueuda @ o5 A8y
oe. nelu 2 Yusidalallesunseusi@ uazduuAladeuiulseninsen)
6) 9184 Official Pharmacopoeia 183UssmAgL1SN ICH Wag/"se In-house process 7 0
@annABeMY ICH Guidelines #3a Pharmacopoela General Requirements atiugge
vSelmind visosusenm uslyleduunlalunsdeudisue
7) #1484 In-house process fiaenadadiiu ICH Guidelines muUsznaAiITeUsiate 0
8) #1984 In-house process fidenrdaafiu ICH Guidelines shndruszniasisaen (lal 0
Wa13847)
9) In house process liaanmany/lithulusmy ICH suideline ¥3alifnsdundly (sl 0
NA50d0)
3 | wmsgumaio§ifingg ISO/EC 17025 (Fendaladandsy) 2
3.1 185un133us94 1SO/IEC 17025 Tusranisenfiiaue nwianususesiiundeis 1wy g
nswAneeaasmsuwmd Hudu wasiinisvaseupsuyathdanumsnedded sundsena
niaadulvinin
AMSNTINNSTVUAT B AZIBoR LA AN VTR
1Lasdo ._..Qﬂmﬂ.W..Ha...........5&35&&3.” N.m&.m.....WN&N....%&_...%;.3&5& B, B0 1o isoss TSTIONS
i) (noy.adan Hsna) (ney.a@57 Elnwade)

(weylenwd avenid




w1 8 970 21

Fansdn
inasinsUsziiugunWHARA MsienTasnsny AZHUY
3.2. 193U 53uses ISO/IEC 17025 lusenisenfiiaue yreadanusiisiendiensds (s157e7: 1
avulnsingrsemia seysiisien Pnvtheuusesiiiidede Wy nafivermansnisumme
\Husu
3.3. lall#Sunissuses ISO/IEC 17025 Tusrenisentiaue 0
3.4. Ec%%5333s\z,%ersaﬂgw%jmﬁ@ﬁémaé 2
a4 | u,sﬁmén‘,_ﬁcmﬁ Good Storage Practice / Good Distribution Practice (GSP/GDP) (i§gn | 2
| daladosile) . ”
4.1, le3un133uses GDP-PIC/S snuwinesuiusesfiundefe wiu SGS, B 2
4.2, '#5un195U599 WHO-GSP+WHO-GDP 91nniiss1ususesfiuidiote wu SGS, BS| 1
4.3, 15 ums3uses WHO-GDP annwmhenususesiiunidade wu SGS, BSI 0.5
4.4. 1#3uns3uses WHO-GSP annmiisaususasiiindede 1 SGS, BSI 0.5
4.5. lilgifumstuses GSP wie GDP 0
5 mﬁﬂézmgﬁﬁ (Bandoladonids) uaz 5.6 w3e 5.7 $I @Rt 7.5
5.1. Wuesnduuuy 25
5.2 WHO List of Prequalified Medicinal Products 25
5.3 y1emseiiiisede aglu Green book idu1 - Hagiiu 2.5
5.4 nansIvinieniisimig 3 Lot. (En1sesasiiasgiasunnidesudiseniisnids) tng 2.5
VeaUdRns 1S0/IEC 17025 Alallvigan
5.5, ldilulusmuvide 5.1, 5.2, 5.3, 5.4 0
5.6. za_,:m_a_o,w__@%ﬂqemmﬂeajmi‘_swcw:@,_ﬁmﬂmsﬁg&d&g smisdannznsnsiledstymmidadadadag 5
wavn1suimswanaady nsudaynensil na(n)0405.0/050764 aviuii 24 warSmeu 2560)
5.7. Wifugnludy@nensendmiuinelsafifnududon mmiderusnmmicdtynmisdsiotuss 0
nsuimsWanniAg nautydnansil na(n12)0405.0/050764 asiuil 24 wasSnieu 2560)
6 mEmg&mmpmﬁmuﬂm&maw?dé__mcss: (Fandaladounis)
6.1 nsdedin Jastuuas Jeatumnutu (Eendeladouily

EEEUMMEqu_ﬂscﬂmaﬁme_.mmﬁﬁmum_?m\wg&rnﬁgn
S«:\ o\

p.mam‘_&@ LAUTETIUNTIING 2% madm “ Bt - AT9UNTT 3. madw

oo

-NITIUATT

EEHD:S gon13d E (ngy.a@an Mg Ina) EE avs1 mﬂsﬁ%



Wi 9 1A 21

= -
¥on13An
inaginsUsTug A WRAAS MY iB Ty AYIUY
6.1.1. usTgluuTTyAneidasiunas (nsdlunsgrundusiniusey) wae/vmiedastunnaduingd 4

MATPIUNFYITUTEY) Fmemmﬁmuiﬂccmﬁ%@ﬂgzﬂ ASUIY
amaaxm\gdﬂﬂgza% xwm,_ﬁed.%g Lot No émﬂmé VN9 wihetey (unit dose) uae
{1 shnusiianunsaivesudine asudu

6.1.2 Wugdalaivssguss uidestfoaiuuas (nsdlumsgrundusifusey) wae/vsedasiy 0.5
A (nsdlanmsgrnduinfusey) Snsussgluvussadamiauivun wilifinsssylivy
U330 seyangluenansiiuen

6.1.3. \luenfiussaluwaen fnsussqluussydusilostuuas (nsdlimsgrundudiuszy) 3
Unsfiupauiy (nselsnesgruadusinfussy) faansey¥esn Lot No Jufiueny vne wietsy
(unit dose) AU Yalsfdl rvnwsTiannsadusenuuding

6.1.4. UsTqluusIgAmsinunasHIuasuiiu (muidvusluanandivialy) sasd asnnsey@e | 2
g1 (an156, Yae, AU VN WiIedes (semi- unit dose) 4asdl fonysAMNTATUS

BIULIRE

6.1.5. uTsfluussfuimunesgunsudu (s musluqaendinly) weel aansey 15
Foun (@amsfn, Fepn, ALY Mg vihedas (semi- unit dose) ualsld Fdnwsiienunset
Ueeuuidinen

6.1.6. UssgluvssafmunassIuRsuiumuifualugaEtFEvialy) 1
6.1.7. ussgluussyiasillnsumsnasgusey (nufidmuslugueanddily) we lidesty 0

wal (nsglumsgiundesiniu seulesiuues) (uansan)
6.2. nsflgnda /endn/enaue (Hendeladends)

6.2.1. Wueniislussyinsimuindushiuszyasudau ying wiieges (vial/ampoule/asn/ 4
) aanszuliosn Lot No Fuliueng nng vbhedes (unit dose) Asuday

6.2.2. Gueniy ssafusimuinduiiusey esuiu aw el (ndey) 2
6.2.3. \uenility ssaffusinnadiadasiusey ldasuiou 0

meusﬂtzdmﬁ:gﬂm?_mm_g:m..aem:eeuﬁz,_«

% e UTEFIUATTUNTS 2 madm ........................................... A33UATT 3R s oW NSTHANS

EE.HQ_S m_dﬂmm tit) (ngy.adian blma) (ney.g¥= dlneadie)

1 m,._dm



¥t 10 310 21

Fan138n
nausimsUssifiuaunmndadusiendaasio ATLUY
. inusiAaNLANIE (Specific quality criteria) 80
o ﬁmﬁmi@aﬂiﬁ%mgmﬁmﬁ%ﬁm%ﬁum (Certificate of Analysis ; CaA) | 20

(AU = 98 1.1 + 1.2 +1.3+1.4)

1413 Ea\dﬁmtﬁﬂ@é@azmﬁm&tﬁEbgﬁgﬂammmdawa2m3;mu5ﬂe$3uma_mg3£ (Certificate of

Analysis of Active Pharmaceutical Ingredient) (Bandaladonils) @
1.1.1. COA 4ghu fiviawna Supplier uag Manufacturer uasduinguiinaniudoaiy 2.5
1.1.2. fvawwva Supplier ay/vse Manufacturer win lilgsunsudaifiuaiv 0
1.2. naganunmuntiidesuseamanisinaeisiendisny (Certificate of Analysis of Active =

Pharmaceutical Ingredient) (iandalndonida)

1.2.1.059fU Active Pharmaceutical Ingredient Specification nnadia Fawos Supplier WAy 75
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detected, N/A #niiuide physical description Uazdiitanisvadauasudag mu

fseiiendda

9) finsAnen Long term stability lat8ulumiu ASEAN Stability Study Guidelines, @nwn 0
asuagenfitmualiuuaann udiivdenismeaeulinsudau sumseidneds (du
Wa15047)

10) finsAn Lone term stability fiflnansAnwnlsiasuateeniirmualiuuaain wied 0

wdennaeultinsufiaumusisefiends wianan1siaseilaisnumanesii
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fsazany
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2.1.3 msveaeunsinudeesadiaen (Splitting Tablets with Functional Scoring Test) wag/ 3
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v38 US.FDA uaz/3a fmsvaaey impurities Tuenfivinuds Tnesiesufjiainas 1S0/EC
17025 Till4guan v3a fnanafinyiusyavEnauese i

2) sinuvadinenls Weefisoaunn Gnudaesals) wazinsmegeunisinuy swsadine 1.5
(Splitting Tablets with Functional Scoring Test) uagwan1saaauAmAsiivadin
eniivinutersadinen (In-use stability testing) AsumEdarimuavasing d19Be iy
USP % US.FDA udlsifinnsvaaeu impurities Tugfifnuds

3) sinuvadineld Weeldfisesunn inuveedeld) wafimamagsumsinudsnsadag 1
(Splitting Tablets with Functional Scoring Test) wag/#IaliNANIIVNAFDUAIINAIAT
voufinedidnuusedasingn (in-use stability testing) psunudarvusvesssdneds
WU USP % US.FDA
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1) {insAnwI Long term stability fiannzdafiu Gﬁo&mm condition) agaiay 3 m.:zd

uan Wulupiudernunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsfiflasnsasiuntsdinenléniu ASEAN Guideline #faauuu Stability protocol
w3 vénguildFunseydinan eu. MiinanisAneATUBIgEIiiimualiuuaan Tned
HANM3AN®I On-going stability Yangn wazuassransnsainsiziludiaay sniu
vte physical description wagiiidenismaasuasuiiay mussenfisnds

2) finsfinw1 Long term stability fidn1azdniiu (Storage condition) aghetias 3 unns

wae lshluluaudeninvualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiflanunsaciunisfinunliniu ASEAN Guideline #faduuu Stability protocol %3e
wéngruiilesumsoyiinn ee. ituanisAnwasuengenfidmualiuuaain Tnefiug
A3AN®) On-going stability Uagn wazianimannsiviaTsiiiuiaey sniuade
physical description wasdivhdenisnaaeuasudau mussianfiensds
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fin1s@nwn Long term stability fign1izdaufiu (Storage condition) agnatias 3 U3
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RH) finanisAnunasueigenfimvuslivuaann udlisinanisfnum On-going stability ¥
mjﬂs WAYLARNEANISATI A e T Y Conform, Complies, Not detected, N/A
snudusiadie physical description waziihdenisvaasunsuliay auseiisndda

6) dn1s@nw Long term stability Taiidulusmu ASEAN Stability Study Guidelines, finwn 0

asuengniimmualiuuaann uaidenisnaaeultinsudau audseniisnds (u
warsas)

7) lddwnansnsfinen Long term stability (lua15a47) 0
wafigaannmuasnIvusuTITduNEEY UsTRiueiuazaain (Package & Labeling) 3
3.1, NwUrUITY wae aanfineasideansimafitunsidouen 3
3.2, MwurUTIy wie amndiseandenmsimuiitunsdesn 0.5
3.3, Muugussy uay aandsieanden lunse muiitunedeue 0

4 | anmindisulunistiniadnufueafuuuy (Therapeutic Equivalence): (Asguwsax = 98 25
4.1, #39 4.2+ 4.3+ 4.4+ 4.5)
4.1 Juendiunuu 25
4.2.auwinfigunuvasndunssu (Pharmaceutical equivalence: PE) vieundunssusaya 7 5
fhendnyden iy Aluunnenauss uasgluuueiyiy Tnadanesgudamunmiiouty
videiiguwiniiu (iFandaladavds)
4.2.1. unansyiifinnuwiniisufuiuedusuy: Sionasfigaihaunsadsumuem 5
Fuuuuld Eredemaderunuazenansiidesiulumstunsovetlvel/anansay uwuu
ASEAN HARMONIZATION)
4.2.2. Bifianuwidieamandunssuiugnduluy 0

4.3.namgaviaun A ANyavesNARANstEn (Bioequivalence) (iFandalndanids) (azuuy
594 = (Y9 4.3.1. + 4.3.2) 52 4.3.3)

4.3.1. Tunsdiftenduguuvuivssmeliiinsfins@iauya Bioequivalence) (tiantalad
nil)) =4.3.1.1+ @ (1) + (2) +(3)
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4.3.1.1. fsrwnunsdne) Bioequivalence 1Wulumiu ASEAN Guidelines for the 4
Conduct of Bicavailability and Bioequivalence Studies (aduangn) iegile
msAneTUseiniua uasthanyavomwdnsdueien NTENsIETITNEY LasKa
Msfnerauya H1uN1TRAITNILETUEIIINEINNUANLNIIUNITOIMITUES
g7 NIEMTRAIsIIEY Tnsanduniufuesatios il

(1) FBMIANYILVY Randomized crossover design %38 parallel design wnudu 1
p7iiAnASITIne 12

(2) oanadas 3 wniisawa @nnd 12 A, NsdiRnwILUL parallel design Av4 1
9 unInnal 24 Aw)

(3) fimsiiuietaufismwe (agwldey 9 90) |

nstionfifinuaiifire A8 Fwplull

A 1309 Enantiomer (1§30 Al %59 A2 #39A3)

Al Huendtlds Enantiomer 1

A2. Wuegnfill Enantiomer fin5¥ins@nw ansdeivun ASEAN suidelines 1
for the conduct of Bioequivalence studies (Revision 1,march 2015) #38
Guidelines on the Investigation of Bioequivalence (European Medicines

Agency)

ted o

A3, (gl Enantiomer udlsififimsvinnsnulu anudervun ASEAN 0
guidelines for the conduct of Bioequivalence studies (Revision 1,march
2015) w30 Guidelines on the Investigation of Bioequivalence (European

Medicines Agency)

B, amudiiusvesewnsiunisga®y (fen(ien 81 use B2 w3o B3)

B1. smnsluiinanoniipga@uesen 1
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condition) muvBAMUA ASEAN guidelines for the conduct of
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Bioequivalence studies (Revision 1,march 2015) #3® Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

B3. Lugil ewnsinadansgady dnsvimsfnuluamsluan
(fast_condition) muteinua ASEAN guidelines for the conduct of

Bioequivalence studies (Revision 1,march 2015) ¥38 Guidelines on the
Investigation of Bioequivalence (European Medicines Agency)

4.3.1.2. TwNUMIANE Bioequivalence ldifulumiu ASEAN Guidelines for the 0
Conduct of Bioavailability and Bioequivalence Studies 3@ mmmjgmmzin_mu
Uslnrauastauyavewaniueien nsensiansisaeay (luwersas)

4.3.1.3. lifllonansigaigunimansauyavessdndugien Tunsdfienduziuuud 0
UssmialifinisiinunTaauya(Bioequivalence wiagnaielval (awmsideuenil
“NG” finfiu) (laiinr5as1)

4.3.1.4. mnvinnnsfneinauyalulssinalnelaeviesujianisveussy 0

4.3.2. vénunasisnsialuiefiEin1g (Good Laboratory Practice (GLP)) (endislatowily 1

4.3.2.1 fdwumidsdosusewnasgiunisu fuRnuvaninaeisnsiinluies fiRnns 1
(Good Laboratory Practice (GLP)) .S:.Mmmm&,_Djmmgﬂumﬁamﬁc%émwrsﬂ

4.3.2.2. WifidwumiidesuseunasgiunsuiRnuvaninusiisnsinuies fians 0

(Good Laboratory Practice (GLP)) ?3&&%BMm:E&umEmﬂﬂ%a%nga
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a.4.1. {Wuguuuy ie enandayiildsuussylu US.FDA Orange book vi3aléidunissusetann
EMA Tanunsailaguinuendusuuls denuwindsulunistidasnwndueisuwuy
(Therapeutic Equivalence)

4.4.2. \Jugdiunuundesandy lsedondnius Tuniidesenisudnsausieansialmnias
ANuIsniulunisuiasneaiuenduluy (Thai Orange Book)

4.4.3. Laiflnan133uses Therapeutic equivalence

o a =
4.5.1ang15a1nuen (Handaladanile)

a.5.1. Wuenduuuy vide ddevddveen muldfuouifnndiinnuanenssunsemisuay
v fvhidiessugduuuufidwanelussmalne waziifoyadug fiasudhu ileatiuayy
misleegianngra amuumdlunmsdavitenatsimiveimutennatendey
(ASEAN Common Technical Dossier : ACTD)

4.5.2. ddpudltvessn amnlasueydiandidnnuamenssumseimsiasen Avifisuiuen
sunuuidmhelulssmalne wd lahduluma wwamslunisdavinenansinfueniu
Yonnasanduu (ASEAN Common Technical Dossier : ACTD)

4.5.3. devilivesen muildsuaydRnindiinnuanznssumsenmsiazen deaniienduluy

doyauszAnSamlunisine msdnw/ASomeedin (5.1+45.2)
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as aa =
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5.1.1 g2euluY Anaraend1snisisenieaineulseansnniazanulasaisvesenlunis
inw padedsldvasenlazueysia
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5.1.2 Wueidienansiusesiwmanlaeguandaaty gasdsuiieatu SagRuainuvaaontu
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5.1.3.1.38ns@nwiluluu Well-designed Randomized controlled trial 15
5.1.3.2. msAnwuduwuy  Long term follow up RCT 10
5.1.3.3. FnsAnwuluuy Comparative studies wuu Cohort studies (perspective) 8
5.1.3.4 3Bnsenwnduiuu Comparative studies WUy Case-control studies (retro 6
perspective)
5.1.3.5. 3amsAnwliuwuy Descriptive studies WU Case report/case series 4
5.1.4 sty AfiFnun/Ademendin wuu Well-designed Randomized controlled trial 1

Aulszansammasanulassrsavasetlunsiny sudeudldusten wWisuisuiue)
Auwuy Tulsewelne :&%ﬁcadssgﬁaﬁcjmmds;aajrgsmggeméjamé

5.1.5. fAnw/A9evneeadn waldlsuSeuieuivgnmunuu
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