w1 970 12

nuvyseiuanuszansnandasnan (Price Performance) Usznngad

fauls diwiin ($evay)
1.Qmmwuaz@mamﬁ’aﬁLﬂuﬂiz‘lmjﬁ@iamﬁwms 70
2.5701 30
1. qmmwua:qmauﬁaﬁLﬁuﬂs:ﬂmﬁﬁamqswms (5awaz 70)
Fomsd
inausinnsUsTiunuaranf e deasny AZLUY
. Lﬂﬁu‘f\ﬂ‘mﬂﬂwﬁ.”s‘lﬂ (General quality criteria) 20
1) mmgmm'ﬁw‘émmmwé’ﬂmmq/ﬁ%'msﬁﬁ'l,umswﬁmm 5
2) wesgIngAufiied@Any (Active Pharmaceutical Ingredient Specification) wazu1ATIY 6
wanSnusiond@n3agy (Finished Product Specification)
3) 1RFIUNVIBAUJURNS 3
4) mmgmmiLﬁu%'ﬂmuaxﬂsxfmammwé’ﬂLﬂmvﬁ%msﬁﬁlummﬁu%’ﬂmLLazﬂizmsm (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) >
5) WAFIUNAAS ] 4
. LﬂN‘ﬁQNﬂﬂWLQWﬁS (Specific quality criteria) 80
1) wangoauanmiidesusesnanisiinsiz (Certificate of Analysis ; CoA) 20
2) wafigauAmuAIMNITANYIAILAWT (Stability data) 10
3) maﬁgaﬁqmﬂwwmanmwwasﬁ;ﬁé’mﬁam Us39ia9inazaan (Package & Labeling) 5
) enuwinisulunstidnsnenfugnauiuy (Therapeutic Equivalence) 30
5) nsAnw/ATuNeRain 10
6) auaudRTizoUstlomidensuffiu 4
7) STUURBUSHLNMTIASEETINY UWANUNIY 1
ATLUUIIN 100
Zovazazuuvlagldvinnstasimiin 70
ANENTIUNSAIVUATIUALBUALAS AMANYUZ AN Y
FLHIUNTIUNTT NITUNT NIIUNT
(uw. Uslumg Faiaunng) (ney.adan 145na) (ney.afisn Slnwidn)
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inausinsUstiuaunmnanfausiedoaniy AZLUY
n. Lﬂm%qmﬂﬁwﬁd‘lﬂ (General quality criteria) 20

mmngmw‘émmmwé’nmmﬁ%‘%msﬁﬁ’mmswamm (AzluUsIU = 99 1.1 + 1.2) 5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumnagfiaueviy atuaige 2.5
auseunIRsIvaeulnsiinasusesieiulsemavszninsia/Aniaon (Fandaladanis)

11.1. 16%unns¥uses GMP-PIC/S 910 PIC/S participating authorities #38 cGMP 2.5

11.2. [unsduses WHO-GMP Tumnaiiiiieadeaiu API

113 15 un195uses WHO-GMP usilaiszymnadaiou / hifiienasuanannsuses GMP (lf 0

Wa15047)
1 1.6 [3%unssuses GMP-PIC/S w38 WHO-GMP finunongreuiudszmauszninsian uazhl 0

Sitenansuananisiuvesionny w3 liiindngruwansTuvunony (lifer3as)

12 Certificate of GMP Finished Product lumnagfauene atiuaraganiuseunisasedeulas | 2.5
a ) = = =
fnasusesiefulssmaussmanen (Fandaladanile)

121, leEumsSuses GMP-PIC/S 97n PIC/S participating authorities ¥38 cGMP Waz/13o 2.5
wladadusaananine (Certificate of pharmaceutical products) a1 PIC/S
participating authorities Tunnaeidusuy (nsdloniien)

1.2 2. 1@Sun135UI99 GMP 91nd1tNNUAMENTINNITEIMITHAT YN 2

1.2.3. 6%Un155U583 WHO-GMP 983 UsZiALNAR lumnaiigideariu Finished Product 1

LAy /e wildesusaansouet (Certificate of pharmaceutical products) luvnngn
auawe (nsmedndn)

1.2.4. 163 unssuses WHO-GMP usildszywnadaau (liwersas)

125, [8%uns5uses GMP-PIC/S 138 WHO-GMP fivumengriouiulszmauszmasan uazli 0
fienansuanamstuvesoany (luiweisan)

ﬂt;lwﬂiiMﬂ’ﬁfﬁ‘Viu("l'i’\EJﬂZLsﬂﬂLLa:‘,ﬂmﬁﬂUmﬁLQW']#

CA } i
P - o L=da @
1890 oo — . S Y HUNTIUNTS 2.8990...... L.ALTO V. ... NITUNTT

NITUNTT
(um. Uslund Baiannng)

(ney.adan luAng)

(ney. 4951 dlnmndn)
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anwﬁmiﬂs"Lﬁuﬂmmww%mﬁmﬁm%mﬂm LUUY
2. mmmu'mﬂmjmmmﬂm (Active Pharmaceutical Ingredient Specification) ua
mmmunamnmmmmﬁ%sﬂ (Finished Product Specification) 5
(A=l = 98 2.1 + 2.2) ,
2.1 MasguingAused1ny (Active Pharmaceutical Ingredient Specification) (tentalada 2.5

mN)

2.1.1. nsalesunissusesiussen (Official Pharmacopoeia) (Gandalatdonids)

1) 91999 USP 40, BP 2017, Ph.Eur.9 (2017), IP 6 (2016) a*u"ua']qcﬂ 2.5

2. #1484 USP, BP, Ph.Eur,, IP atulmininuseme syyssnen 2

3) 91994 USP. 34, BP. 2011, Ph.Eur.2010, IP 4, TP 2 (aﬁ’umuﬁﬁswﬁ SUM.UENA)

212 nsd lailg Sumsduseslusisien (Non-official Pharmacopoeia) (lRwzUszinedan®n
ICH Viﬁ Official Pharmacopoeia harmonization Aa USP, BP, Ph.Eur., JP., Ph Int.)

(Fandaladonide)
1) 97984 feesUssimaniluandn ICH
2) 91994 In-house process faonadnafiu ICH Guidelines nTte 7
3) 91994 In-house process widenAanaiu ICH Guidelines u1avte 0.5
2.2 mmmuwammmmammﬂ (Finished Product Specification) (Gandaladonils) f?’iz’lJ‘VlE)E/ 2.5

5::7/13wmm/as/uuUmgm"lmwmm/@wamuwanmswsamcuvmmazm“lw (WYY &.5) UINToU

finished product specification Ingwauslunausulssmadsenmniny/aaden uwasliau 2 U a
WUsENINTIAI

221 nsdildsunissusedhusnsen (Official Pharmacopoeia) (iandaladanil)

1) &naBe USP 40 (2017), BP 2017, Ph.Eur.9(2017), IP 6 atiua1ga was ldsuniseysds | 2.5
Tungiloussueuad
2) 81 USP 40 (2017), BP 2017, Ph.Eur.9(2017), IP 6 aluaign uas agjze 3198y 2
uAlglunzifyusiuen

ﬂm:nsiumsﬁwuﬂs'\smLauﬂuammé’ﬂummawwx

O I . 55 UNTIUNNS 28980, /> finll 4 O IS 3. A9VD oo, QV ............. AITUNTT
——/ /

(un. Usilung Syiaunng) (ney.ada Wina) (ney.a%31 nwidn)
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3) B3 USP 40 (2017), BP 2017, Ph.Eur9(2017), IP 6 atiuangn wid luldfuudly | o
Tunzidousiniuen

4) #1389 USP, BP, Ph.Eur., IP atuluaindusenassysnsnen uas la5unisauslaiu 2
neidyumsusuna

5) #1984 USP, BP, Ph.Eur., IP atulusinaiusenAsyysingen @L@Q:SZWQ'NM 1.5
Tunzidouansuen

6) 1359 USP, BP, Ph.Eur., IP atuluuingiuseniaseym e uad lsilsuuslaly 0.5
e douiIsusn

7) #1984 USP 34 (2011), BP 2011, Ph.Eur.7(2010), IP 4 mmﬂsxmﬂssqﬁhﬂm Wag t
Ia5unsaudiiungdeusniusuad

8) 91999 USP 34 (2011), BP 2011, Ph.Eur.7(2010), IP 4 muﬂszmmzuﬁwswm way 0.5
@stwiwﬁ_ﬂé‘lﬂlumﬁauﬁw%’um

9) #1983 USP 34 (2011), BP 2011, Ph.Eur.7(2010), IP 4 AUUTENIATZUAITIYN LRSS 0
LiflauAlalungidsusmsuen

10) $1999m1uA15181 USP, BP, Ph.Eur., IP wriatuAInIn Usgmaszysngien (lal 0

222 nsaildlgSunssuseslusisnen (Non-official Pharmacopoeia) (w12 UssinAas19n
ICH i Official Pharmacopoeia harmonization @8 USP, BP, Ph.Eur., JP., Ph Int.)
(Fandalatanil)

1)

51959 srsnenveslseimanugandn ICH wazuilvlunzidousmsugua

2)

51999 srsneveslsemanidugndn ICH wadslalaunlulungideunnsuen

3)

51454 In-house process fidenndaafiu ICH Guidelines Nt

a)

91984 In-house process faonadeeiu ICH Guidelines U1aate

0.5

ANENSSUNMIAMUAS DAL B EALAY ARIAN BT IANTE

C& )
4 y /v |
100 ooy S USEEUNTINANS 289%0.... /1 “/é 22 NITUATS
(uw. Uslaumé FaTmmuna) (ney.ada lwsna)
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mmsmummmﬂgmms ISO/IEC 17025 (taanﬂafﬁzﬂawu&)

3

3.1. leSun155u504 ISO/IEC 17025 TusnensenTiaus mwﬂmmamm’ﬁwmmm (*6157
g1: avulusina1UsenA seysnTIeT 2556) e nudusesiudene Wy
nsingransnsung Luau

3

3 2 'lg%un1ssused ISO/IEC 17025 Tusieniseniitaus YT aANNANISI8ND19D9 (*F715787:
avulmindUsenA seyss1g7 2556) Mnmtisususesiideie Liu
nsANemansnsunng usu

3.3 lyilasunissuses ISO/IEC 17025 TusNeMseLaue

11M5§IUNN53UTBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (sdan
dalatonids)

a.1. le$unissuses GDP-PIC/S e nudusesfiuLdeie Wy SGS, BSI

4.2. leSun13suses WHO-GSP+WHO-GDP nMtheuSUseTUEeie 1wy SGS, BSI

2.5

4.3, g€ un155us8a WHO-GDP 91n#ineanususesiiaeie 1u SGS, BSI

4.4 |8€un1s5usaa WHO-GSP 91nmtieaususesningade 1y SGS, BSI

4.5. lalasun1ssused GSP %58 GDP

wnsgrunindue (Fandaladanile)

5.1 WHO List of Prequalified Medicinal Products

5.2 swnsefiisede oglu Green book w1 - Jaguu

5.3 stumseTutdedenaniusioildsunsiuses (Approved Medicinal List) VDAUATOVY
Tsmeuanguanuwnneeaniuwisssmnalng

O o Y N - O I e

5.4 wansIvIAIIZReN 3 Lot. @nsnsiaseasunardenuiseiisiide) Tay
VieaUiRnns 1SO/IEC 17025 Wlailagnan

5.5 lsidulususde 5.1, 5.2, 5.3, 5.4

ANENITUNSAMUATIEaIBALAAMANYMZIANIE

fo ..., S UserunIINN TS 2.ad%0.....LL c~"/é€ ......... N3NNI
(uw. Usﬂm\a Feiannna) (ney.adan Tusna)

3. 890 kgL NTTUNNT
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2. INuTIAMNIWLANTE (Specific quality criteria) 80
1 | waRgednuawwiideiusasnanisiiasiei (Certificate of Analysis ; CoA) 20
(AZUUYS3 = U9 1.1 + 1.2 +1.3+1.4)
1.1 ﬂ’JWﬁJaMWUﬁ‘Ua\iNawafﬂuﬂﬂJﬂ’]WﬂUQﬂE)SU'ﬁ’eNNamS’JLﬂi’\:ﬁ‘wmmﬁ’lﬂm (Certificate of
Analysis of Active Pharmaceu‘ucal Ingredient) (manwa’lnﬂaww) o
1.1.1. COA T0paU fivavos Supplier Way Manufacturer Wae L‘Ummm‘wwamummnu 2.5
1.1.2. fhannzwes Supplier wag/ve Manufacturer %30 laildgunsuiinpennu 0
1.2. mawaﬁ)uﬂmmwwuaaaiusaamaﬂﬁ’sLfm ysnedfny (Certificate of Analysis of Active

Pharmaceutical Ingredient) (manwa’lmaww} 13
1.2.1.759nU Active Pharmaceutical Ingredient Specification ‘Vlﬂ‘WJ‘UE) Maes Supplier bag 7.5

Manufacturer LLaxum'ﬁLLamNa‘lugﬂLL‘U‘UG\’JLa‘U gAY 9770 Physical test, Description,

Appearance, Identification

1.2.2.m539/U Active Pharmaceutical Ingredient Specification yjnwhda 81 Supplier w3e 6

Manufacturer waginmsuanswaluguuuusiay snidu ¥de Physical test, Description,

Appearance, Identification
1.2.3. 953U Active Pharmaceutical Ingredient Specification ‘VlfWi'J‘U’e) haved Supplier wag 3
Manufacturer meﬂmLamwalugﬂLLUU “Conforms, Complies, Not detected, N/A”
gndu Wde Physical test, Description, Appearance, Identification
1.2.4. 591U Active Pharmaceutical Ingredient Specification ﬂﬂﬁﬁ@ U949 Supplier %39 2
Manufacturer usiinsuansraluzuwuu “Conforms, Complies, Not detected, N/A”
gnidu ¥de Physical test, Description, Appearance, |dentification

1.2.5. 59nU Active Pharmaceutical Ingredient Specification Vlﬂﬁﬁa ¥84 Supplier #50 0

Manufacturer wé Tusvad Ay Assay, Related compounds Wusu Ansuanawalu

sUkUY “Conforms, Complies, N/A” (lsiwar5a47)
ﬂmznssuﬂﬂsﬁwwumﬁaa:Lﬁ'ammzﬂmﬁnwmuamx
Laﬁ'{lﬁ .......... :T}'.?___?m‘:ﬂiZﬁ’mﬂﬁuﬂ’ﬁ Zm‘?ia ...... (\\Giém ...... NIIUNT NIIUNTT

(um. Usilumg Beimung) (ney.adan usna)

(ney.g%3 Alnadn)
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1.3. wafigatinuamiidesusemamsiiasizvienduiagy (Certificate of Analysis of Finished 25
Product) (iFandaladanils)

1.3.1.COA finished product 4 ¥ngaugunisuaniieanu COA Active Pharmaceutical 25
Ingredient Specification

1.3.2.COA finished product laildingAusunsuadniieanu COA Active Pharmaceutical 0

Ingredient Specification

1.4. maﬁqaﬂqmmwmﬁﬁa"%’mamams’%miwﬁmé’ﬂﬁ%gﬂ (Certificate of Analysis of Finished 7.5
= 1 y
Product) (sFandaladanily)

1.4.1. ®59nU Finished Product Ingredient Specification nﬂﬁﬁ@ waz dnsuannaly

SULLuumLam gnLIu 99 Physical description S
1.4.2. ®59nU Finished Product Ingredient Specification ‘vmmm@ Ll ummamwa’luiﬂuw 1
“Conforms, Complies, Not detected, N/A” gnLIu ¥de Physical description
143 w33y Finished Product Ingredient Specification ynwade uad TudedAgmnusiie
£ 19U Assay, Dissolution, Related compounds 1Jugiu fnmsuanwwalusuuuy 0
“Conforms, Complies, N/A” (lsiW913047)
Nawaauﬂmmwmsﬂﬂmmwmm (Stability data) (manwa?maww 21 y3822) 10
21 nsdlenisudugestiniuasiivasdald (n-use stability) 1y 1an enfinaurould [Wudu 10
(AzUUUSIN = T8 2.1.1. +2.1.2.)
2.1.1.m5An®w" Long term stability (Aﬁanﬁa’lﬂﬁawﬁd) 5

1) finnsAnu Long term stability 1Uulumiu ASEAN Guidelines (30 + 2°C, 75 + 5% RH) 5

ﬂﬂ‘lﬂ’]ﬂiﬂﬂ’]ﬂﬁﬂi’lﬂ’\%ﬂﬂl’)UUQﬁ'\ﬂ LLﬁ”NM’J‘UBﬂ’]’S‘V]ﬂﬁ@UﬂS‘Uﬂ’JU G]’UJG\’W’]EJ’W]E)’NEN D619
%oy 3 iummam

2) dinsAne Long term stability Wulusu ASEAN Guidelines (30 + 2 °C, 75 + 5% RH) 3
LLauﬂﬂ‘lﬁ’\ﬂi‘anﬂEJ'Wm']WUﬂuLQUUQa']ﬂ LLG\M?‘U@ﬂWiW@ﬂ@U‘lﬂﬂﬁUﬂ'JU mmmiﬁm‘ﬂm\“lm

ANYNITUNSTMUATIBAR B UALAT AMANYUIIANY
/

T e =2 UIEHUNTINNNG 2.89%0 /) bz % AITUNTT NITUNTT
(un. Uslamg Frimunng) (ney.adan 15Na) (ney.a%51 Enwidn)
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anmmﬁﬂs“Luuﬂmmwwaﬂnmmawamum AZILUU
3) #n15An®" Long term stability Taiidulumu ASEAN Gwdellnes Lmﬂﬂ‘bﬂﬂ’i‘u‘iﬂﬂﬂ’m 1
Swiusluuaann uasiivadenismadeunsudan musseineda
4) §in1sfnw Long term stability laiifuluniu ASEAN Guidelines , ﬁﬂmﬂsumqmﬁ 0
Smusliuuaann uidonsnaaeuliasudn ausseniienads (liiersas)
5) laifilenansnsdne Long term stability (luWa15as1) 0
2.1.2.015@01 In-use stability (iGandaladanils) 5
1) ﬁﬁ’ﬁau‘jamiﬁﬂmmmmﬁwmzL?Jﬂl%@ﬁuﬁizqiuLanmsﬁwﬁ’ummué‘mnﬂmsasma 5
2) ﬁ‘ﬁ@ﬂuaﬂﬁﬁﬂwﬂﬂ’)’m%m@lj’mmxL?Jﬂl‘i’fﬁ]’mﬁ’ixuluLE)ﬂﬁ’]iﬁ’lﬁ’UEﬂLLﬁnﬂﬂ’iUﬁ’mnﬂ 3
a1sazany
3) lyifidagamsAnwinuesiivasiUald 0
2.2 nsalenildsudusesdianuasnunslald (In-use stability) 10
2.2.1. psAnwY Long term stability (Lﬁanﬁa?&;ﬁawﬁv 10
1) #inMsAnwI Long term stability Wulumu ASEAN Guidelines (30 + 2 °C, 75 + 5% RH)
ﬂﬂmm‘umamwmwumhuuamﬂ LaviifenmInaaoUASUEIY AURTETIEN B -
2) fin13An® Long term stability {lulumu ASEAN Guidelines (30 + 2 °C, 75 + 5% RH)
waz ﬂﬂ‘mm‘umamwmmsﬂ,wuamﬂ usvhtansnadauliasuiIu mmmswmmam !
3) finnsAnw Long term stability Taitduluniu ASEAN Guidelines , Lmﬂﬂmmumamw
SmusilSuuaann uasiivhdenisnadeuasudau ausiTeniienida .
a) finsAne Long term stability laiiulunnu ASEAN Guidelines , ?ﬁﬂmmumqmﬁ
Smusliuuaann wiivtentsneaeulinsuiiu A (duersa) 0
5) lifllonansnisAnw Long term stability (IWa15047) 0
3 wawafouﬂmmwwaam"uuvusswamam Ussa)mwma"amn (Package & Labeling) 5
3.1, MYUSUIIY Wae QmﬂuswavLaﬂﬂmammﬁuuwmsum 5
3.2. ANTULUIIY Y38 amniiTeasBeanswnuiivungouen 2

AENITUNTINVUATIEALIBUALAL AN YMZIANY
5/ A
% LAl LA 2. SIS 3. a3 A3IUNTT

1890 e Lo e UTETTUNTINANS 2.89%0...o LT
¢ — a = a

(uw. Ysilund FRauna) (ney.adan Wsna) (ney.a%51 Fnvadn)
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3.3, AYULUITY Uag aaniisneazidun lugse sunTunziieuen

0

anuienlunistiivadnefiugadunuy (Therapeutic Equivalence): (AkUUsl = T8
4.1. + 4.2+ 4.3+4.4.)

30

a.1. ﬂ’)’\:JWl’]WIEJﬁJﬂU‘UENLﬂﬁ“UﬂiSM (Pharmaceutical equivalence: PE) v3aLadunssuaya st
FrendnAyLALINU FfluunnANKSY WazFURUUE LRI Tngdunnsgrudermuamiiounu
< =1 T w =~ E73 §74 é
y3asuwiniu (Aandaladanils)

a.1.1. {Wusduiuu

412 SmnuviniumandunssuiveauLuy

413, lifianuvindeumandsnssuiugauLuy

4.2 uafigainuawAduANYaYaINaATuTien (Bioequivalence) (Fandaladonils) (Azuuy
59 = (92 4.2.1. + 4.2.2) %59 4.2.3)

15

4.2.1. lunsdifenduguuuuiivssmaliiinsfinudiauya (Bioequivalence) (aandalada
=
widd)

12

4.2.1.1. s1891UMSANYI Bioequivalence WJulumna ASEAN Guidelines for the
Conduct of Bioavailability and Bioequivalence Studies #3® AllansAN®T?
UsrAviSuanasdiauyavendningien nsgnsaeans gy WaTNANIIANYIT)
auya HUNIRANIUILAESUTBIINAINNUANEATIUMIDWIUALE] NFFNTN
a1513046%

12

4212 sieumsAne Bioequivalence hiiulumu ASEAN Guidelines for the
Conduct of Bioavailability and Bioequivalence Studies %39 AllonsAnYIT7
Usvanuauasdiauyaveniningien nsynsINdsnsugu (Zzlwmsm’l)

1.2.13. lLiflenansfigannmaruauyaoimdniugien lunseiienduguuuui
UszmelfiinisdnuinauyaBioequivalence (laie13a47)

ANZNITUNSANMUATIEALBEALAL AN BEUEIAN Y
/!

. 5 /) /%
O o = e SL5IUNITUNTT Zm‘ua /7 okt - NITUANT

(um. Uslung anmmqa) (Ary.adan Tx/ﬂﬂa)

N3IUNT

(ney.a%51 Envadn)
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1.2.2. w¥ninasiisnsiinluiesu§iRnns (Good Laboratory Practice (GLP)) (@ondalada 3 .
ida) -
4.2.2.1. ﬁéwmmﬁ’a%a%’usaammsgwumsﬂﬁﬁ'ﬁmamé’nLﬂm%ﬁ%miﬁﬁluﬁmﬂﬁtﬁms 3
(Good Laboratory Practice (GLP)) Tunsdiivhnsfinurauyalusaszne
4.2.2.2.Im'ﬁéhmmﬁqﬁa%’mmmmgwumsﬂﬁiﬁmmé’ﬂmmvﬁ‘%ﬂﬁﬁmuﬁmﬂﬁﬁams 0
(Good Laboratory Practice (GLP)) TunsdifivhmsfAnunTaauyalusasyimne
4.2.2.3. mﬂﬁ"m']sﬁﬂm%aamua’l,uﬂixmﬂ"l,mimaamﬁum%awﬂqm’mﬁﬂm%’mm@ﬁ 3
1Hi5UN133UT0INEUNNUANENTTUNTOIMINAZ YT
4.2.3. Tunsiifienduguuuuiignonubifeshmsfinudiauya vie Wuswuuuy Fansdlen 15
FULUU SBuanuenaseuUsE A niazauUasnieueen (Wi Bioavailability
study Wuu
4.3 iunnsiusesdaentsussaasluenansiidetiold (Fondaladonide) 5
4.3.1 Hugnduuuu e drnuwindisdlunsiiiadnwdueisuuwuy (Therapeutic
Equivalence) Tngl@sunisussalu US.FDA. Orange Book °
4.3.2 195un135U50991n European Medicines Agency (EMA) JraunsaUasuunusduLuula
4.3.3 fisedondnsiad Tlunisdie Thai Orange Book 7
4.3.4 Tladlgsun1sussylu US.FDA. Orange Book 38 European Medicines Agency (EMA)
38 Thai Orange Book °
4.4 wnansiiuen (Gandaladanie) 7

4.4.1. Husdunuu wie fiveddlduesen auilasusiRanndunauAMENITINATONMISHES

g1 Aviudfisufunsuuuuiiswigluussmelng uwaziidoyadun Nasuiu ieaduayunis
Menegsaunara suwnmslunmsdainenasiifvamudennasendou (ASEAN

Common Technical Dossier : ACTD)

ﬂmﬂﬂiﬁuﬂﬁﬁqﬁuﬂiﬂﬂauaEJﬂLLﬁtﬂmﬁﬂUﬂJ:‘/LQW’I:

(\ fl /%
............. i ee-UIEEIUNTIUNTS 209%0...... L LT Lo ATIUANS
. ,/
(uw. Us1lamé Baiaung) (ngy.afan LS na)

ANTIUNTTY

51 Alnyadn)

A
=]

2

220

ufily & UNTIAN o&de




AN 11 N 12

Foan15A

Lﬂm‘l’lﬂ'ﬁﬂi“LNuﬂmﬂ’]WNﬁﬂﬂm%ﬂﬂ‘Uaﬂ'\NﬂJ AZLLUU

4.4.2. TYeudltvase mmﬁ"lm*uauummnmuﬂmuﬂmvﬂﬁumsmmsu,aum wdieuduen il
Eunuuismunglulsemalng wa liduluany LM dlunsdarienansANAuenL
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