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AMANBIIANIZYD I8
Amino acids 600 mg film-coated tablet

1. AnuaudAnaly
11 suluy Wuegdandioulid (film coated tablet) dmsusuusemu
12 dwdszneu  Tu 1 uin Usznause KetoAmino acids 600 me
Alpha-ketoanalogue to DL-isoleucine calcium salt 67 mg
Alpha-ketoanalogue to leucine calcium salt 101 mg

Alpha-ketoanalogue to phenylalanine calcium salt 68 mg

Alpha-keotnallogue to valine calcium salt 86 mg
Alpha-hydroxy analogue to DL-methionine 59 me
L-lysine-acetate 105 mg
L-threonine 53 mg
L-tryptophan 23 mg
L-histidine 38 mg
L-tyrosine 30 mg
Total calcium 50 meg
Total nitrogen /tablet NMT 36 mg

13 awurussy  ussluusednain (well-closed containers) tasiuantudy
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1.5. managouRaantavialy

1.5.1. Aruant@ves film coated tablet iinMsuansua/n1sms1a Universal test fasialuil

7o 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 monograph
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) Test Acceptance criteria
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1)
4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test (2.1)
HICH 054.Q38,QBDIR1), Flemertal impurities in (Fosmsunalafirnuinni Reporting threshold)
drug products, FDA guidance for industry (August
2018), USP<2325,<233> <2232, BP
supplementary chapter IV Q , EP general text 5.20)
5 | Dissolution test Complied to finished product specification or
specific test (2.1)
6 | Uniformity of dosage forms Complied to finished product specification or
(USP) or Uniformity of content specific test (2.1)
(EP2.9.6)
|
1.5.2. AnuanUFves Active Pharmaceutical ingredient {N154ANING/A5AT9 Universal test
Aol
i Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | ldentification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance cx specification or specific test (2.2)
Q3A,03B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<233>,<2232>, BP
supplementary chapter IV Q , EP general text 5.20)
- Organic impurities Meets the requirements
Meets the requirements
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R’fﬂ Test

Acceptance criteria

- Inorganic impurities
(Elemental impurities
analysis) or

- heavy metal (USP39, 40)

NMT 20 PPM

Residual solvent (ICH Q3C (R5-6),
USP42 <467> EP general text 5.4,
BP appendix VIl L, JP17
supplement! p.2634-40)

Complied to Active pharmaceutical ingredient

or specific test (2.2)

5 | Microbial limit test

Complied to finished product specification or

specific test (2.2)

|

2. aududaniunaia

Han15nsIvdtATIsiqan Iwiduldain finished product specification wa

Specification of Active pharmaceutical ingredient (AP]) fid1e8enindusisuatuiionty dilg
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SHYSTIOT WA 2561 a9Tuil 6 Swaan wa. 2561 (@eUszmialusvisayunwiud 12

NNATTUS 2562) waz sysisen @UUTi2) we.2562 arfudl 3 nIngAN 2562 (aedssnamlusiuian

wunwiudi 26 nsngan 2562)

2.1 Finished product specification (in-house)

99 | Specification of finished product Acceptance criteria
1 | Appearance Complied to the finished product specification
2 | Identification
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Specification of finished product

Acceptance criteria

® Keto acids

® Amino acids

Complied to the finished product specification

Complied to the finished product specification

Uniformity of dosage unit

Acceptance criteria

& z 2
L1 10 The acceptance value is less than or equal to
L1%
L2 20 The acceptance value of 30% units (6 15ia) is <

L1% , and no individual content of any dosage
unit is less than [1-(0.010(L2)M (5%) nor more
than [1+0.01)L2)]M_(10%)

Disintegration time

< 60 minutes

Dissolution (release of calcium)

>60% of labeled amount after 40 minutes

Loss on Drying

F—.0

Assay

Alpha ketoanalogues of DL-Isoleucine,

calcium salt

90.0 - 110.0% %30 67.0 mg + 10%

of the labeled amount

Alpha-Ketoanalogues of leucine, calcium

salt

90.0 - 110.0% %58 101.0 mg + 10%

of the labeled amount

Alpha-Ketoanalogues phenylalanine,

calcium salt

90.0 - 110.0% %38 68.0 mg + 10%

of the labeled amount

Alpha- ketoanalogues of Valine , calcium

salt

90.0 — 110.0% %38 86.0 mg + 10%

of the labeled amount

Alpha-hydroxyanalogues of DL-

Methionine, calcium salt

90.0 - 110.0% %58 59.0 mg + 10%

of the labeled amount

L-lysine acetate

90.0 - 110.0% %3@ 105.0 mg + 10%

of the labeled amount

L-Threonine 90.0 - 110.0% %358 53.0 mg + 10%
of the labeled amount
L-Tryptophan 90.0 - 110.0% %3® 23.0 mg + 10%

of the labeled amount
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¥® | Specification of finished product

Acceptance criteria

L-Histidine 90.0 - 110.0% %38 38.0 mg + 10%
of the labeled amount
L-Tyrosine 90.0 - 110.0% %58 30.0 mg + 10%

of the labeled amount

Total Calcium

95.0 - 105.0% %30 49.7 mg + 5%

of the labeled amount

[V

* 379 Dissolution wag Uniformity of dosage units liuuuienaisuandsisazideananisnsiq

Are windleudeeaziBeaimdusiavliluly coA

entldmaglunga BCS class 3 fosds Dissolution test ae1etios 3 batch nsuAn

- nsdfvamgidoundinisiiu (waive) Msnsiageuiiasgsisianisla Tigunanaenaisndngiu
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- Specification of Active pharmaceutical ingredient (AP) Na15847310 U3 LA ﬂsﬁmaw}:m an Active

pharmaceutical ingredient (API) %50 TUFLA12Y Active pharmaceutical ingredient (API) maa@'mé’mm

dusagu atulnatunil Sednsenvlenesiasuynideiisinue
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2.2 Specification of Active pharmaceutical ingredient (API) (in-house)

Alpha-Ketoanalogue
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NMT 0.01%

%o Specification of API Acceptance criteria
D,L-Alpha-Ketoisoleucine, Alpha-Ketoleucine, Alpha- Ketovaline, Alpha- Ketophenylalanine D,L-Alpha-
calciurn calcium calcium calcium hydroxymethionine,
calcium
1 | Description / Appearance White to off-white White or off-white White to off white White to off white White to off white
crystalline powder crystalline powder crystalline powder crystalline powder crystalline powder
2 | Identification :
3 _m mcwoﬁﬁ_o: o mo:mmb.osam to Corresponds to Corresponds to Corresponds to Corresponds to
spectrum of standard spectrum of spectrum of spectrum of spectrum of standard
standard standard standard
 Calcum | compliedwith | Compledwith | Compliedwith | Compliedwith |  Complied with
specification specification specification specification specification
3 | Absorption  spectrophotometry NMT 0.05 NMT 0.05 NMT 0.05 NMT 0.05 NMT Q.05
at 430 nm
4 | pH 50- 1.5 50-175 50—7.5 5O ~17.5 50=75
Related substance :
- Isobutyraldehyde NMT 0.01% |
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specification

specification

specification

U3 Specification of API Acceptance criteria
D,L-Alpha-Ketoisoleucine, Alpha-Ketoleucine, Alpha- Ketovaline, Alpha- Ketophenylalanine D,L-Alpha-
calcium calcium calcium calcium hydroxymethionine,
calcium
- Benzaldehyde NMT 0.01%
- Each unknown impurities NMT 0.50% NMT 0.50% NMT 0.50%  NMT 0.50% NMT 0.50%
(61nd)
| Ctotalimpurities/Sum of | NMT 10% | NMT 0% | NMT10% | N Looe CONMT 1.0%
unknown impurities (873)
6 | Chloride NMT 0.02% NMT 0.02% NMT 0.02% NMT 0.02% NMT 0.02%
7 | Acetate (@1) NMT 0.5% NMT 0.5% NMT 0.5% NMT 0.5% NMT 0.5%
8 | Microbial limits test: Conform to AP Conform to AP Conform to AP Conform to AP Conform to API
specification specification specification specification specification
9 | Water content NMT 12.0% NMT 12.0% NMT 10.0% NMT 6.0 % NMT 5.0 %
10 | Assay (on anhydrous basis) 98.0 - 102.0% 98.0 - 102.0% 98.0 — 102.0% 98.0 — 102.0% 98.0 — 102.0%
11 | Calcium (on anhydrous 13.10 - 13.70% 13.10 - 13.70% 14.50 - 15.15% 10.70 - 11.20% 11.60 - 12.10%
basis)
12 | Residual solvent Complied to API Complied to API Complied to API Complied to AP Complied to API

specification

specification
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L) Specification of API Acceptance criteria
L-Lysine acetate L-Threonine L-Tryptophan L-Histidine L-Tyrosine
1 | Description White crystal or White crystal or White or light yellow White or off - white White crystal or
crystalline powder crystalline powder crystal or crystalline crystal or crystalline crystalline powder
powder powder
2 | ldentification : Corresponds to the Corresponds to the | Corresponds to the
standard standard standard
mUme_n o_o:nm:oﬂm:os Corresponds to the Corresponds to the _
standard standard
IR spectrum | Corespondstothe | Corresponds to the
standard standard
3 | Specific Rotation +8.5° ~ 4+ 10.0° -26.0° ~ -29.0° -30.0° ~ -33° +11.4° ~ +14,0° -9.8%~ -12.3°
4 | pH 50-6.5
5 | Light Transmission of >98.0% 298.0% 295.0% >98.0%
Solution %38 Transmittance
Gy
6 | Chloride NMT 200 ppm NMT 200 ppm NMT 200 ppm NMT 200 ppm NMT 200 ppm
7 | Sulfate NMT 300 ppm NMT 300 ppm NMT 300 ppm NMT 300 ppm NMT 300 ppm
ANENTTNNTIMIRT LU aALATADEN B IaNE
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U8 Specification of API Acceptance criteria
L-Lysine acetate L-Threonine L-Tryptophan L-Histidine L-Tyrosine
8 | Ammonium NMT 200 ppm NMT 200 ppm NMT 200 ppm NMT 200 ppm NMT 200 ppm
9 | Other Amino Acids(§nil) NMT 0.5% |
10 | Loss on Drying NMT 0.5% NMT 0.5% NMT 0.5% NMT 0.5% NMT 0.5%
11 | Residue on Ignition/ NMT 0.1% NMT 0.1% NMT 0.1% NMT 0.1% NMT 0.1%
Sulphated ashes
12 | Fe NMT 30 ppm NMT 10 ppm NMT 20 ppom NMT 10 ppm NMT 10 ppm
13 | Heavy Metals NMT 10 ppm NMT 10 ppm NMT 10 ppom NMT 10 ppm NMT 10 ppm
%30 Pb NMT 10 ppm | %39 Pb NMT 10 ppm | %38 Pb NMT 10 ppm | %38 Pb NMT 10 ppm | %38 Pb NMT 10 ppm
14 | Arsenic (81d) NMT 1 ppm NMT 1 ppm NMT 1 ppm NMT 1 ppm
15 | Microbial Limits Complied to API Complied to API Complied to API Complied to API Complied to API
specification specification specification specification specification
16 | Assay 98.5 - 101.0% 99.0- 101.0% 98.5- 101.0% 98.5- 101.0% 99.0- 101.0%
e NMT = not more than
EmpﬂjmmﬁjgmlgﬂﬂgdqmmgmmSFERJEMj@EwE.ﬁJR
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* ¥idla Dissolution Wag Uniformity of dosage units Tiluuonasuansmyazideanan1sngiaingss windllsudineazdeaidusianliluly
COA

- nsfifiapveLdoundeinsiiu (waive) minsiageuiinsigvisiensla Wduuansenasudngrudananiladsueyiise
- Drug substance specification W915an91nlUAiATIERvRaREn drug substance w38 TudiAg1est drug substance vasgnaned1sagy aduls
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ALEATIUNTAVUATIEALBEALALANAN BAIZIAW Y

/
7/
al
1.89%8 2 maa.m_m

.......................................... Uge57UNTIUNTS Ao, %@ D3N B BUD e S NTTUNTS
Az@a%wimgaﬂ;ﬁmv Qe.mmmﬁja Sp_.amﬂmﬂsagma




Page 11 of 15

3. MyUseliuA1Usednsnineasam (Price Performance)

FUaTLBEAMILEnNaTS 589 NsUsTiuATUSEENS AW 957987 (Price Performance)

4. WWNESN Y MNITRIIS U

Lanfm'a‘ﬁ"h’ﬂuﬂ"ﬁﬁmmﬂﬂmmwmiﬁﬁmé’wé‘fuLaﬂmiw%'amzwmaLamaﬂm'ﬁmuﬁ’]ﬁu

fasaluil

1)

dunenansiiiuen nwilng WAZ/MIBNTWBINgY
wewg: Tunsaliifilvenduuuyszdesiionansuansdousdvoseiiumsuses
MIndNUANEATINNTEMISHAYEY Tkdnsineniulideudld denissee Tevaule

Wiauwhdvedusuulumunoildlunisinviisy uaglinisseydonuiounisldenly

hwenansrifiiuen

dunenasuan o INuueaINYeINTLLUTIY (W uarndessn) muildiunsouly
drundreuneleusuen (wuu v.e.1 wie e.1) ATUYAVEY WiBuTEazIBunn
@ o = & o aa = & o
ANYUELANIZYDIWIANIIFULAZVONMUANINTFIUVIITN1TIATIE9N (Finished Product
Specification and Analytical Procedures) Nunzideuld TnesosdradesSusifiusena
NIENTNmINgUTUTewsalminIUszna

UERETO TR ﬂ‘iﬁﬁﬁﬁ]gimﬁ?"]\waLH§HULLﬂﬁQLLflﬂfEJ?J%‘aLﬂ'i']3ﬁLLﬁS%€JﬁW‘IﬂUﬂM’]W§§’]uIﬁ
aammé’mmmﬁﬁ'}mﬁﬂizmﬂ%’maw%ﬁi"mma'wzjmﬁiaﬁflﬁ’ﬂmuﬂmzﬂssumsammmzm
Wuuudundvsudluwdeundassemslung Bousinfuen wuu .. 9) wie duwidive
uflwudsuuasenislunsdeusiiuen (v o.5) smdenfude
dunludfnstungdeusiven (o ne.2 wie o3 wie g 4 130 8.2 LauAngal)

4115 wEsluUsswmAlng (e 2)

4.1.2.ﬂ3§ﬁﬁmﬁ'ufir’1i,ﬁaﬂml,ijqussqiuﬂim,wﬁlm (n8.3)

4.1.3.n58flenidrnsaUseme (me.q)

VUL ﬂ'ﬁﬂjﬁmim?{ammaqLLﬁlﬁuQ’%’uaqwﬂmLasamuﬁmﬁm Tiuuudiudveudly
Wasuwassnslunadoum$ue wuu ne. 9) de duundeudladsuulassenis
lunziBousisuanferfudiuougnuasamuiingn (wu o.4)
duumilidesuseawnsgrunsadaeundninasi3insialun1sudne Good

Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
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Useeunssungg 2as... 3. 8970 e A

AR i

( ey g GuRgnna ) (ny@danlusina) (nwy. a@9 8lnwadn)



Page 12 of 15

laemiesu PIC/S participating authorities 2UUAEAMINTOUAITATINEBY SINaNITIUTEN

ulsEMAUsEMas IS nnsatnd Tumneainedestueiiaue Usenausae

ot @ L

5.1. dnumilidasuseaumnsgrunsuane mundnn eI BN SRl RS R SRaRuR e

q

dAny (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dnumilidasusounnsgiunsnanenumdninasi3ansialunsHann e Saueion
#1393V (Certificate of GMP Finished Product)

24 =l

a g [} ' L o = L) s W &
6) Tunsdlidugnindrandrassina fudndosidiumbsdofusemandas (Certificate of
pharmaceutical products, CPP) n3awiidasusean1s81uiie (Certificate of free sales,
CFS) lumnneniiausny atuarganussunisanadeulnedinadusosieulsenessnan

1A

a Qs (]

7 wnsguvesdedmuaguamingiudie1d1fey (Active Pharmaceutical Ingredient

L ¢

Specification) uagn@n inaiandniagy (Finished Product Specification)

v

a s o

7.1 dwnnsgiudngfuiiedfny (Active Pharmaceutical Ingredient Specification)
Lazumsgrunandusiondnsiagy (Finished Product Specification) lagsymis1en
(Pharmacopoeia) AlE19damsTianeilasnmsguegaosseadulmudaimun
UaguInTgINYaINTiessilus s ladisemis MINUSEMANTENTIETIT0ET
509 spyme

N

7.2. @11 drug monograph Ua4v4fM81d@1A7Yy (Active Pharmaceutical Ingredient) wag

(v

@

wansuiednsagy (Finished Product)

A oAl w a

7.3 nINIngAuAI81d177y (Active Pharmaceutical Ingredient Specification) #3 e
WAnADsiEEL593U (Finished Product Specification) lisinglussten (Non-official
pharmacopoeia) foauanmdng unendunssiuvesnsinseaiulunutenide
Tavioluil
7.3.1 Sormunnaznnsgiurentsinsedlusiseve s ssnaiiuandnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 JofimunLagIn AT LB AT EREHan (In-house process) Tiaanadaqiy
ICH Guidelines 5o

7.3 3 dofwuanazinasgruiluresmainnesiiiiun Blussien dsela shsien
Wil PILUTENIANTENTIES SN (589 ToysinTen dmsugUuuueiug

(General requirement for dosage form)
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s

NUBLA: TainuAfunINIngAuRI81d1Any (Active Pharmaceutical Ingredient

o

= o (3

P 3 o o o S 4 U = o
Specification) wagHananumed 393U (Finished Product Specification) A15819893108157

'
== o o &

Weatuazatuifediy eniiuusnsdifidinsienddoimuniazunssiurenisinssy

ot o s 9

g ingAuimeddty vie nandnaied szl
8) dLUIMINAIUTBINANTIAT I (Certificate of Analysis (CoA)) Tnasaslsznaude
8.1. dnumilsdeiuseanamsliasigiingiusienddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (APD)) lnenasusznausme
8.1. Ldnuwmilsdedusomansliinseiingauiedidy vasundaingiudedidy
(Supplier)
8.1.2 A wilsdesusawanyiieseiingAudiend Ay vekaandndueiendisasy
(Manufacturer)
8.2. dumiladeiusenanisiiasigindndueiend gy (Certificate of Analysis of
Finished Product) vasinasnansiasiendiazu (Manufacturer)
8.3. 1enansguduanuduiudsenivgunisndnvasingfiusendiday (drug substance) uas
sumsudrvasHaninsiansagy (finished product) ldlunsuaneuiidsey
9) @WUNBNATUAAINANITANYIAIIUAIRT (Stability data)
9.1. dUNLONAITUANINANITANBIAIINAIAITLYEET (Long term stability data) F1u2u 3
JUMIHER
9.2, @UUNBNAITUANINANITANEBIAIIUAIALUAN12EL59 (Accelerated stability data)
IUIU 3 JUNTTNER
9.3, dlunenansuaninansAnufinansingramisavinuiadnels 1 9n /Auuiuans
UsganSwanssne (nsdedin) (@)
9.4, nsdilluniifesarare Adearsneuld WdnuenarsuanisAnmaliuawiamdanis
azanauaz/v3e 1Wean / waalald Tudyhazaiesiee AsuiiuLazaonAaeInuIeNans
Afuen (In use stability data)
10) dnuviladesussawdnsomisndniagy (Certificate of Pharmaceutical Product) iawizen
Uanlulszwelne
11) @numanguaduaNyaveaniadueen (Bioequivalence) lngnan1sfinwiAluauyaves
HnanAneien (Bioequivalence) tulumudafiivun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %38 filan1sAnw1TIUseaNSHakasiIauya

YRINERANIET NIzNTNE5150Y InvanrTurTemienufnuniauyaildsunisiuses
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N drunuANenIIIMIoMNSKAzeT atutliadu (nsdlulvefuuuy)

12) dumidsdesuseannsgrunsujiiimumndninanidsansidluiesu§uinas Good
Laboratory Practices (GLP) lunsdifivhms@nwinauyaiisnsseimna

13) il usennnsgunsiiusnyilagn sE e e U ninaus SN sialunsiiuSne
UawnI¥a18en (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flauosinsiasdeinetnsenetiatioy 3 MUILUTTYAUN

15) dnumilisdedusesnnsguiosUjifins ISO/EC 17025 Tusienmsendiaue @nil)

16) dwenansuansteyanislasunmsussylu Green book veanadineenansnisunme @il

17) duwenansuansdeyanislafunisussqlu Orange book ¥a4 US.FDA. %38 European
Medicines Agency (§13)

18) nsalbildeAuuuusiasuaninsanymiendiin (Clinical trial) vessrluusumalnefiLandds
navspdinvesgnUTeuisuius UL uuLaEARUW L TaN TN SUImE (§75)

19) MIBUTNIIYTITUNUNNUN LU TENIFAMENTTUNIHAILITLULEIUAR Soansiasesssy
IvhenisdaaiunisviseivesUszimelne we. 2559 n3eq3usssuiuY donndatu

Usenia= (a1)

5. eulvdug
1) sweadlogmaehifosndt 1 U duaniuiidsmeuen
2) vmnaennswinidweuldudlsaneuiaszdosduuimiidedusewmanisiainey
(Certificate of Analysis (CoA))
3) fueagiesilluBusensudsuedeslndnunoguiadaiansdevanmiautmunsu
T1IUIT

4) mnlsaweruanudgmauamainudsdusiuazdeinsdmsiniedinmeinunn

9

=b. 3%

Simbendndmsirastugiuisveudldelunisiieseinunmen uazdeeluduo

U

gRgLlATIERAULALT eI A
5) fauenmdueBusenlionidndynyinaunsuimun dail
5.1, MINIMSGUATINNATILVNATUING @RS TUNNGuAIan15IAT Izl Ul
UMTFIM
5.2. nadinAnsausienadaignFeniuiunniemaeladinnuaagnssunisemuazen
5.3. mﬁﬁwu{jﬁgm@mmwmﬂwé‘mﬁmﬁﬁmaa'qwam’aﬂisﬁ‘w%wauasmw@aamﬁ’aﬁaé’ﬂaUﬁ
lasuen
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1. auamuazausudandudsdlevddenienyms (avaz 70) Fannsdn
inasafnUszfununiwkdadasiendeandy AT
f. 52&@235&&1 (General quality criteria) 20
1) Eﬁmémdzmsgségm:rggﬂmmm\ammﬁgdzms% 1.5
2) wmsguingRusienddny (Active Pharmaceutical Ingredient Specification) Uazanasgm
nAndausid3agu (Finished Product Specification) 3
3) wasgIuviBaUfiRnns 2
4) ﬁgﬁwézjrmcw:dém%d«ﬂm%%ﬁ:ﬂ#rjgﬁmzjﬂmﬁgjwmcmﬂégquamaé% (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) WASHIUNENSLN 1.5
6) anaulATideUstleviiomaufiRny 4
. nasiguAInLanTeg (Specific quality criteria) 80
1) wafigadnauniwnildeiusomanslingey (Certificate of Analysis ; CoA) 20
2) wafigansnIwNIIAneIALAL (Stability data) 7
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1. | mnsgruniswBrgianumdninusiasnsiialunisuinen (asuuusan = do 1.1 + 1.2+1.3) 1’5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumnpenianene aduagn 0.5

musaumsasdeulneinasuTe i viulsenaUseninsa/daden (Aandalndanil)

1.1.1. 185ums$uses GMP-PIC/S 917 PIC/S participating authorities 38 cGMP 0.5
1.1.2. 1#%ums3us0e WHO-GMP %38 1138 cGMP vidawflouwh lumnafifeadesiu AP 0.1
1.1.3. 185un55uses WHO-GMP v3e cGMP siarfisumin unliszyvnataau / luflienans 0

LERINISSUTDY GMP (ldfWa13a47)

1.1.4. 1§5umsSuses GMP-PIC/S %38 WHO-GMP %38 cGMP fivumengreuiuussmedssnin 0

1= o @

511 waglaifilonansuansnisbunasnenny wse ludwdngruuansiununeny (Iwersnm)
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1.2.1. ¥$Un155u589 GMP-PIC/S @1n PIC/S participating authorities W38 cGMP kag/v3e 0.5
wiladesusewanium (Certificate of pharmaceutical products) 310 PIC/S
participating authorities Tuvsaneriavewis (hadlethidn) wisliunisiuses GMP-

PIC/S AN@TNIIUANMZNTINNITEINITRAZEN

1.2.2. 1§5un13¥uses WHO-GMP vi5a cGMP vas Useineguan Tuvnaiieresiu Finished | 0.1
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1.2.4. 1§%uns$uses GMP-PIC/S s WHO-GMP via cGMP fiunengrauiulsemeusznan 0
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T 9
th
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3)

§1983 USP, BP, Ph.Eur., IP JP atulmindnsyma szyshsnen uwasuilalunzlou

ArsuenSausesuds (He.5 7 ov.01lR)

4)

7489 USP, BP, Ph.Eur., IP , JP atiulminiisznia szyshsen warBuudlalunsdeou
o _ et ar o (5.7 M o ey = ¥ Qs
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vadouiiueud @ o.5 Aty g, molu 2 Twaddlilasunisensd uasbuuilunon

AuUsgnan3A)

0.15

8)
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Conference on Harmonisation (ICH) (tawisau1%n ICH 7l Official Pharmacopoeia
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#1484 Official Pharmacopoeia vasUszAsu@n ICH Wag/%58 In-house process
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ynthte wazndluluveidoudisuenBeuiosuda (lu.5 A ou.0yln)

1.5

2)
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8) $1984 In-house process fidenrdasiu ICH Guidelines fninusgnmiasisten (i 0
N25040)
9) In house process lilaonAdos/lifiulunns ICH quideline wialifinsuudly (i 0
NI1T0U)
2.2 wmsgruwandasiodniagu (Finished Product Specification) (tAandaladanie) nsdliiag L8
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2.2.1. nsdildsunssuseslushsnen (Official Pharmacopoeia) (tGandalndanils) |
1) 81989 USP 42, BP 2018, Ph.Eur.10, IP 8, JP17 atualga uaz ldsuniseyaily 1.5
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harmonization 8 USP, BP, Ph.Eur., JP., Ph int.).) wiatlamuuauazunsgu In-
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NaI587)
3 | amsgunnaviasufjuanns ISO/IEC 17025 (Fandalatanile 2
3.1, l§3un13¥uTes ISO/IEC 17025 lusteniseniiaue nnhenususesiidetie 1wy 2
naAvemansmsuwnmg Judu wasiinTInareuAsuyNTtanu e85 SR Ussne
wieatuluind
3.2, l¥%un13¥Used ISO/EC 17025 lusremseniiiaus y9sataninTIenTienads (wse: 1
avulmingvsemea seyssen Mnnthenuiusasiiindefie wu nsuinemaninisuwme
LHudu
3.3, LWlgsun1sduses 1SO/IEC 17025 lumensenilaue 0
3.4, Wushidhandsussmanldfunssuseaneegu 2
4 | 1e3gun1s3uUses Good Storage Practice / Good Distribution Practice (GSP/GDP) (taen 2
doladonis)
4.1, [§%un138uses GDP-PIC/S Rmmthesuiusesfiunidetie wu SGS, BSI 2
02, 1§¥Un133U389 WHO-GSPAWHO-GDP annmtheuiusesiiunidefie @y SGS, BSI 1
4.3, 1§Sun135U58e WHO-GDP 9nnvithenususasiiudede wu SGS, BSI 0.5
4.4, l85un 1930388 WHO-GSP 91nwthpnususesiniidais Lwu SGS, BSI 0.5
4.5, ldl@sun1s3uses GSP v3a GDP 0
5 | wnasgiundnfost (Fondaladouds) uas 5.6 e 5.7 s
5.1. Wusduwuu 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
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= e
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5.5. liduluausida 5.1, 5.2, 5.3, 5.4 0
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6.2. nsdlenda /oni/endue (Benteladenile)

Ln o & L o o </ 2/ ] 1 =
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2. tnusigaunane (Specific quality criteria)
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1.1, anuduiuduemaigadnunimmidesusesamsinseidaendnngy (Certificate of
2.5

Analysis of Active Pharmaceutical Ingredient) (Fandalatouds)

1.1.1. COA fngiiu fiviawas Supplier way Manufacturer uaztluingiuinangudie i 25

1.1.2. flawizwes Supplier Wag/vie Manufacturer w3e lalldgumsnanifeiu 0

1.2. waRgadnunmmiideiusesamsinsizsiaendsiy (Certificate of Analysis of Active
7.5

. : = 2
Pharmaceutical Ingredient) (tdandalndanii)

1.2.1.0597U Active Pharmaceutical Ingredient Specification ynda viswas Supplier kas 1.5

Le P

Manufacturer waziinisuansnalugunuusiiey fwe (uag/miouanisan1saasIzily

vty impurity ianasaneinudaylaivu Below Reporting Threshold (BRT)
%58 Below Detection Limit UaguanIA1 Reporting Threshold %30 Level of detection

luluamsiz9en) sy %de Physical test, Description, Appearance, Identification

1.2.2.939fU Active Pharmaceutical Ingredient Specification it 284 Supplier #sa 6
Manufacturer uaziinsuanswaluguuuuaey (uae/vsauanimnnisainstesiluuiifage
W9 impurity anansonauFualsie Below Reporting Threshold (BRT) 3o
Below Detection Limit kaziania1 Reporting Threshold %38 Level of detection Tuly

Sip59e%e7) BN Yiae Physical test, Description, Appearance, Identification

1.2.3. @597 Active Pharmaceutical Ingredient Specification yjntfata vaues Supplier wa :

Ll U

Manufacturer wadniswananaluguwuu “Conforms, Complies, Not detected, N/A, 2,

<” gnviu Fte Physical test, Description, Appearance, Identification
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1.2.4. n54ffU Active Pharmaceutical Ingredient Specification ya¥ada 983 Supplier ¥aa 2

Sre L2

Manufacturer ugifinisuananaluguwuy “Conforms, Complies, Not detected, N/A, 2,

<” gAY 98 Physical test, Description, Appearance, Identification

1.2.5. n39/U Active Pharmaceutical Ingredient Specification yjaadia 184 Supplier vi2a 0

Agtle L

Manufacturer ug Tusiadiadidinan Assay, Related compounds [usiy g Pl [N AGION

sukuu “Conforms, Complies, N/A, 2, <7 W9 15047)

1.3, pnaduiusveanafigainaunmmldelusesmanisiasisierduiagl (Certificate of 2.5

Analysis of Finished Product) am@am\m?%mxm&

1.3.1.COA finished product TingRusunisnasiieaiu COA Active Pharmaceutical 25

Ingredient Specification

1.3.2.COA finished product lilaingausunsudameanu COA Active Pharmaceutical 0

Ingredient Specification

1.4. wangadnanmniidesusemantsiesneiendiagy (Certificate of Analysis of Finished .5
Product) (tHandaladenil)

1.4.1. #547U Finished Product Ingredient Specification ynsate waez dn1suananaly
suwuuse (Las/wSeuansNanIsams1eluuniadorsu impurity Taa9509AUNY
savlFivy Below Reporting Threshold (BRT) %50 Below Detection Limit Uasiand | 7.5
A7 Reporting Threshold 138 Level of detection Ilviimsizien) snviu e

Physical description

1.4.2. w53 Finished Product Ingredient Specification ynade ud fnsuanssaluziuuy

“Conforms, Complies, Not detected, N/A , 2, <7 gAY %8 Physical description
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1.43. »331U Finished Product Ingredient Specification yn#ate g luited Aty nusi

&1 1 Assay, Dissolution, Related compounds 1ugiu finsuanmaluguuuy 0

“Conforms, Complies, N/A , 2, <” (luW915847)

2 | wafigeiannIwNsAnEIAMALY (Stability data) (Fendaladonils 2.1. w3e 2.2.) 7

2.1 nsaleniidndudesiinnuniivaeald (n-use stability) Wy s enfinaunsuly (Dudu 7
vise Manedeunsvnulsnsadineuas/mse In-use stability luesdin Wudu

(AzHUYSI = Y8 2.1.1. + 2.1.2. B389 2.1.1. + 2.1.3.)

2.1.1.m3fnw Lone term stability (iGandaladanide) q

1) fin13finu Long term stability fianmadmfiu (Storage condition) athatios 3 Junis q
nan st Wuluanaderuualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdfenursariuntsdneliniy ASEAN Guideline Fedwuu Stability protocol
vide nénguildfunisewlifeonn es. Mnan1senwasusiganfidmuslivuaain ned
HANSANYY On-going stability Uadn uazianananisasaiiaszhdusiniay endiu
watie physical description wagiddenisnaaeuasudau mussienfignsds (wu

USP, Ph.Eur, etc)

2) finafine Long term stability flanmizdaifiu (Storage condition) aeinadios 3 Junns f
nan ualildulumudenirualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

5% RH) nstianusatiuntsdAnwleinnu ASEAN Guideline siauuu Stability protocol
w3a wdngunldsuniseylfiann eu. Alnanisinwasuargeiidmunlivuaain loed
Han13Any) On-going stability Usgn uazuanwmanisnsaainmziliuiuay endiy

Wade physical description wazdliiden1snnaauAsUSIY MUAITIEITDND

ANZATILATSIIMUAT BazLBDALaANENYLLION
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3) fin13Anw Lone term stability fian1azdatfiu (Storage condition) aghatiay 3 3un1s 3
nan Wuluanudaiiusilu ASEAN Stability Study Guidelines (30 + 2 °C, 75 £ 5%
RH) mzm3mmmdgmém\_ﬂe’_ﬂméssﬁdﬁw%3 ualsifinanisAnun On-going stability U
#15A LATLARINENIATITIATIT AT UAIAY gnifusiate physical description aedl

PN 1snadauASUEIY ANNENIIee 9B

4) innsAnwn Long term stability fanazAnfiu (Storage condition) a8nitiay 3 U3 1
nas dulunnudiamrualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dmzd‘;ﬁ_ﬁdm;g%mméﬁ%&dgmé wisinan1sfAnw1 On-going stability U
d1gn uazuannanaTIviaTwiludaay eniuida physical description wazsl

FrtansnadauATUAIYL MUnTI81N01481

5) finns@nw Long term stability flan3gdmLiu (Storage condition) eegaties 3 qunns 1
nae Wuldanudanivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 = 5%
aH) finansAneliasuageimvualiuuaan uaglifinanisfinm On-going
stability Uanga wazwannansemadasgiiuday enduvide physical

= e ¥

description uariidenisvinaouasutiau mussenienede

6) finsAnw Long term stability fian1azdaiiu (Storage condition) hiasu 3 funisu@n 0
wetduluanudaimiusiu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm3&3@&&5mcmﬁmsﬁmé%ﬁgwm\_j WATiNANISANYY On-going stability U
GRGLY LasiansHansaTien sAudamy sniuinde physical description wawdl

Fdan1snadaUATUAIU MUFS18NTI1909

7) dn1sfinen Long term stability fanmedaiu (Storage condition) pg19UBY 3 Mﬂmd 0.15
nae welahduluanudeiimusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
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5% RH) SnanisAnuasuargeniimaliuuaain ualifinanisfinw On-going
stability Ydge wazuanman1snsaviinmgiiluioiay gniuite physical

description wagiiviadanisvnaauasuiiu mus1s1e1M9198s ageilos 3 quUNNHEN

8) fin3Anen Long term stability flanmedniiu (Storage condition) aghatles 3 ums 0.5
wae weldiuluanuterivusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) Ezm:ﬁm3,@,5mdwé%s:é%fdimm,s uglaifinanisAnen On-going
stability mmjm“s LAELERHANT1TNTaTWAs 13U Conform, Complies, Not
detected, N/A snidushide physical description uawiidensnaaeuasudou s

=
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9) finsAnen Long term stability laitulunm ASEAN Stability Study Guidelines, finw 0
asuagenimualivuaann willirtemsnazeuliasudou e ienads (L
Wa15047)

10) Snn9AnEn Long term stability Afkan1sanwliins anggndifualivunain vded 0

o

savensnnaavldasudaunusisiefienids WienamsiaT el un LN

$1954 viselluanmanisnsaasigiiiudaay eniumde physical description

w3 hifinan1sfinen Long term stability

2.1.2.m3@nw In-use stability (iFendaladanie) wu e1da griinannauld 3
1) ffeyanmafnmammnsieasdalimuissfluenashivnasuiunaisasae 3
2) m&mm%ﬁmzfmﬁ%“muﬂﬁur@sﬁ%ﬁﬂﬂﬁ,ﬁémmmdmﬂ%g_,_u%g_@éméﬁz 0.5

ansazany
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3) lifidoyansfnwanunsiivazlald 0
2.13 mynagounisinuuersaidinen (Splitting Tablets with Functional Scoring Test) uag/ 3

38 In-use stability (Fondeladonds): nsdlendin (Tablet)

1) vudadinenld dinerfisesunn Ginuvarsalé) uagiinsaaaunisvinuUeasadng 3
(Splitting Tablets with Functional Scoring Test) WIANANISNAFDUAINUASHIVBILIA
gL UInsainegn (In-use stability testing) AsuUALTEAMUATDIANTIA9B LYY USP

»%0 US.FDA waz/vsa finismageu impurities lugnfivinuds Tneviosufjiins ISO/IEC

17025 Alsilaginan vi3a fnansAnuuseAnSnavesefivnus

@ [ v & = o R P o o«
2) ﬂjrrdarﬂgmgfy LAY EUIN ﬁﬁjrrdaﬁda_ﬁ@v LAaZHUNITNAEDUNITUNLLUSIAIILURNEN 1.5

(Splitting Tablets with Functional Scoring Test) LAYNANITVIAGDUAILAIRITEILA

g fivnuLUanasinen (In-use stability testing) ATUAMNABAMUATBIRITIONNEN L

USP 938 US.FDA ualsifimsvngeu impurities Tugnfivinus

3) snuladinenls dinelaiiseaun Ginudrdsld) udsimsvegeunsinudsniadnen 1
(Splitting Tablets with Functional Scoring Test) WAL/MIDANANTIVNARDUAI LA
ypaineniivinutersadinen (In-use stability testing) AsumUTBiMUAT8IT18198
\Wu USP w150 US.FDA

1) nsewinuussinenls Weonfisesuin Ghudemsals) Lifimmegeunsinulsasadne 0.25

a wa

Lufinanaaoun1LAm? ﬂm@ﬁjgmsgmmdﬁu)ﬂﬁﬁasﬂgmﬁwadwdmﬁgm&mazxmﬁ

5) luslsesuinly wdavnudadnele 0

1ey B4

2.2 nstienlasndudesinnunsivas ey (In-use stability) vidaenivhuinudadine lidde 7

- (%) = <5
Uatlumsvinidaen wse vuAUya
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n1s5Anen Long term stability (i@andalavanils) i
1) fn1sfnen Long term stability fignmzdaifiu (Storage condition) agwtley 3 Juns 7

nde Wuluanuderiviunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdlifianunsariumsfinulénig ASEAN Guideline fiaeuuu Stability protocol
yie éngruildsunmseyiien oo, filwamsAnwiasuageiitmusliuvean Taedl
NaN3ANEN On-going stability Tdge wazuanwman1snsIadinTeiilufaiay ontiy

Wdle physical description wagiivadenisnagouATUSIU MUA1I1E1I9198s

2) flnns@nw Long term stability fian1izdaiiu (Storage condition) eghstias 3 Jums 35
pde Lauluanudesimualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdifiansnsaiunisdnuldiniu ASEAN Guideline #oaiuu Stability protocol %38
vanguildFumseydiann ae, AfnansAnwasuargenfiimusliuuaain Taafina
AN3An® On-going stability Ydgn wazuanman1snsiTinsziludaay snduide

physical description uazilfidonisnedeuasudau mum e e

3) finsAnw Lone term stability idn1agdniiu (Storage condition) athates 3 Junis 55
A iWuluauteniivuslu ASEAN Stability Study Guidelines (30 = 2 °C, 75 + 5%
RH) m_.zm3%33mém\ﬁm.ﬂ%scgﬁccm%: weliifinan3@ne) On-going stability U
dnga uazuanmamsasaviaziiliudaay snduside physical description uadl

FATONITNAFDUATURIU AIUAISIITIO1989

fins@nu Lone term stability flan1agdnifiu (Storage condition) agelios 3 Jun1s 2.5
wan Liduluanadasvuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) SuamsAnmasuatgeidmunliuuaain ulsiinans@ne On-going stability U
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tnaginsUszdiunan wHini el Yadsiny S

dngn uazuansHanInTIviATIsiuday enviuiate physical description waedl

Ftan1SNaAAaUATUSIU MUAITI81D198Y

5) {in1sAnw1 Long term stability fianmzdafiu (Storage condition) ag19ue 3 M_ﬁmj 115
ude Luluanstenivusly ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzmzdmn%mmdmémgﬂ%ﬁ%ﬁd%mi welaifinansfinen On-going stability U
GaGTY LAZLARINANT5PSIRIAST 2L Conform, Complies, Not detected, N/A

= ar 9

pniuatie physical description uasiivhdensnaasuasuiau U517

6) dn13@nw Long term stability Taidulumu ASEAN Stability Study Guidelines, finw1 0

asuangefitmualiuuaann uaiivadenmsnaasulinsudiau musenfiansde

W975047)

7) laifilonansnis@nen Long term stability (luiwa5as) 0
3 | nefigavauamussnvuzuTsiiduiaen vssgfusiuazaain (Package & Labeling) 3
3.1, MIULUTIY way aenniTuas Bennsnmuitung deuen 3
3.2. NMUULUTT] Y90 aaniiearBennsmnuiitundouen 0.5
3.3, MuurusIy wes aamniiseauden lns puitunzSeuen 0
4 | amuwindisulunisindadnsnfuenduuuu (Therapeutic Equivalence): (Azus W = 98 25

4.1. %59 4.2+ 4.3+ 4.4+ 4.5)

4.1 Jugnfunuy 25

4.2. a7 awinfisuiureandenssy (Pharmaceutical equivalence: PE) viialndunssusuya 7 5
o o o =l ot a a ot 2/ i o =4 s
shendndyeaiu Mauieanunss wasgluuuaifeatu Tnodhunasgiugeivuamiiounu

o Y = 2 9 =3
WaWleuwni (Aanvaladonily)

mgujmaﬁzgmﬁjﬁﬁﬁdy_mmﬂrmm_m_?m&a?m\:igﬂwwﬁqu
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4.2.1. \dusnensyidiauwindisafufugdusuy: fienasfigadiaansaaeuwnue 5
Funuule (Gradamnatiervunuazenansiisesdulunistunzdeuenlvid/maniy wuu

ASEAN HARMONIZATION)

4.2 2 lsiflanuyinfeuman dunssun e AU UL 0

= = af b =J 2 =
4.3 uaigainmNAL-uYaTRINARTusTe (Bioequivalence) (Aondaladonile) (Azuuy | 10
524 = (Yo 4.3.1. + 4.3.2.) w50 4.3.3)

131, lunsafenduguuuuitusemalsifinisfnundaauya (Bioequivalence) (Fondalade 9
wile) =4.3.1.1+ @3 1)+ (2) +3)

43.1.1. f5w91unisane Bioequivalence 1Wulumu ASEAN Guidelines for the il
Conduct of Bioavailability and Bioequivalence Studies @iuagn) visedile
nsAnuTthUseAnsaa LayTiauyauananfiaeien NTENsIENsIT0NEY UasHa
nsAMENTIELYE HunsRasakas TR INdTNIUALENTTIN OIS ILAY

g7 nagvsAIsIIgY Seaxiduaiuduetialon fall

(1) §3asAnwLuy Randomized crossover design %130 parallel design wnidu 1
P
g1 NAAPRITING T
(2) ananadas feuuisme @nndt 12 A, nsdiinwiwuy parallel design fas 1

AFUUNINNTT 24 AL)

(3) dmafudediadfismme (ag1etey 9 30) 1

=i L RS Sy at 1 L4
nadloilnaeudfniey AB Awieluil

A 13e¢ Enantiomer (48an A1 439 A2 %38A3)

AL 1ueniilall Enantiomer 1

ABIZNSTLNISAMUR T AZ B ALALALAN YMEIRNE
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< D\ o
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A2. \Jugn¥il Enantiomer dmsviinisfinen mudarinnun ASEAN guidelines 1
for the conduct of Bioequivalence studies (Revision 1,march 2015) %38
Guidelines on the Investigation of Bicequivalence (European Medicines

Agency)

1 [

A3, 1 Juenfifl Enantiomer wiliififinisvinisdneily snadernmun ASEAN 0
guidelines for the conduct of Bicequivalence studies (Revision 1,march
2015) w38 Guidelines on the Investigation of Bicequivalence (European

Medicines Agency)

B. mwdsiusvesesiunisgedy (tAaniden B1 wse B2 wie B3)

B1. 913 lilNaran13)ATUYe9EN 1

B2. ueil ewnsilinasionisgadu dnsvinisfnuluamazidaims (Fe

ndition) AutBMUR ASEAN guidelines for the conduct of
Bioequivalence studies (Revision 1,march 2015) 30 Guidelines on the

Investigation of Bioequivalence (European Medicines Agency)

B3. 1Wuenit ewnsiinadensgadu In1svinisfnuiluamgluaniganens | 0

(fast condition) mugarviua 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. $980UMsAnw Bioequivalence luilliulunu ASEAN Guidelines for the 0

Conduct of Bioavailability and Bioequivalence Studies %38 @“mmmgmmjgﬂu

Usvavisnauastauyauondndagian nsznsnansnsugy (Wwesan)

ACLENTSUNTSIMUAS AR LALALIAN YL E

< 4 =
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4.3.1.3. Lifflenansfigatnunimanuauyavesndndosion TunsdiiendugUuuud 0
Uszmelitinsfnwihauya(Bioequivalence visauansiglval (wvzidouedl

“NG” mnu) (ldwersad)

4.3.1.4. wmninsAnmnianyalulsvmalnelagviesjidmsvecien 0
4.3.2. vdninasian1sinluneujiins (Good Laboratory Practice (GLP)) (Bendoladanis) 1
4.3.2.1. fidunvihfefusewnasgiunsuglBnumndninasiBnsaatuisauuanns 1

(Good Laboratory Practice (GLP)) lunsdliivihnsAnenieuyalui sz

a wa W gl o = wm

4.3.2.2. WifidnumilidesussunasgumsuiiauvdninasiisnmsfnluiesUfifing 0
(Good Laboratory Practice (GLP)) lunseifivhnnsinun@aauyalusnaszimne

wiavhmsfinwlaeuddninanios

4.3.2.3, SnsAneTrauyalulsswrlnelaeaantuniembsnufinyiiayaiinteds 1
woliFunisTusesannd1inaunnenITiN1Te M ILAS LMD

ATLANEIAERS N TWINE

4.3.3, lunsdifenuguuuuiignendiulidonhmsfnuiauya dowuanuenasi 10

Useansnmuazanulaanieuaden W Biocavailability study s

4.4, sumsiusasdaenisussyasluenansiiatiold (Rendaladenil) 5

4.4.1, Wusndunuu via enafayld¥uussglu USFDA Orange book wisldiunisiusasan

EMA Tannsaasuunuaidunuuld damumindedlumsthdasnsiuansuwuy 5

(Therapeutic Equivalence)

ARENTTUIEATIUAS YL BanuATANENYME AN Y

%/
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4.0.2. Busdunuuniesnaniy Advetenindnm Tunilsdesnemsuanfasioansinylnaiid
anuwigutulunisidesnwiuensuluy (Thai Orange Book) .

4.4.3. luiflnan133U304 Therapeutic equivalence 0

4.5.1enansrfuen (Bandeladeuils) 5

451, Wugduwuy wie Stevdldvasen munldsueyiRnndninnunmuznssumsemsuas 5
o T st meelulssnalne uaziifeyadun fasuiiu Weatudyu
msldenethsanmana aanuamslunisiavienatsiusimadonnaeniou
(ASEAN Common Technical Dossier : ACTD)

152, Itoudlduesen auiildzueuTRnndTnuAuznTTITeWNsLALEN viifleafiue 3
sunuuismelulsemalne ud lduluay wwamsdunsdainenatsmiueiay
JonnaselTeu (ASEAN Common Technical Dossier : ACTD)

453, Sovdldresen mufiliueyinndinaurarnssunsosuasen AegndeduLuy | 0

5 | deyauszandamlunisine mifnwy/3deneadin (5.1+45.2) 20
5.1. m3fnw/Adeveeddn (Fandalndaunils) 15

5.1.1 gifuLuy Akasaenasmsidensaddndulssansnmuazanudasndevessilunis 15
$nw snudiatdlivesnnfildsueyia

5.1.2 \fuenfifienanssusesinanlneiuanieaiu gasdiiufeiiu gfuanuidsseniu 15
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