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945371: Amino acids 600 mg film-coated tablet

1. gruanianaly
1.1 guuuy
1.2 d@mlseneu

Alpha-ketoanalogue to DL-isoleucine calcium salt
Alpha-ketoanalogue to leucine calcium salt
Alpha-ketoznalogue to phenylalanine calcium salt
Alpha-keotnallogue to valine calcium salt
Alpha-hydroxy analogue to DL-methionine

L-lysine-acetate

L-threonine

L-tryptophan

L-histidine

L-tyrosine

Total calcium

Total nitrogen /tablet
1.3 NTUSUINY
1.4  aain

LAUTINER

Wuedinedauildy (film coated tablet) dwsusuusenu
Tu 1 Wi Usznoumie KetoAmino acids 600 mg

67 mg
101 me
68 mg
86 mg
59 mg
105 mg
53 mg
23 mg
38 mg
30 me
50 mg
NMT 36 mg
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1.5. nsveasuanantaialy

1.5.1. ArautRves film coated tablet fnmsuanswa/n15ms33 Universal test Aawoluil

Test

Acceptance criteria

Description/Appearance

Complied to finished product specification

/Related substance

(ICH Q3A,Q3B,Q3D(R1), Elemental impurities in
drug products, FDA guidance for industry (August
2018), USP<232>,<233> <2232>, BP
supplementary chapter IV Q , EP generel text 5.20)

2. | Identification comptlied to all requirement of all specified
procedures in the test on Reference monograph
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

specific test (2.1)
(FaesenuNaliiodiA1nnnan Reportine threshold)
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Test

Acceptance criteria

Dissolution test

Complied to finished product specification or
specific test (2.1)

Uniformity of dosage forms
(USP) or Uniformity of content
(EP2.9.6)

Complied to finished product specification or
specific test (2.1)

1.5.2. A@NURYDI Active Pharmaceutical ingredient fin13uanina/n13ns19 Universal test

fasialuil
h) 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) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

/Related substance (cH
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<2335>,<2232>, BP
supplementary chapter IV Q , EP general text 5.20)

- Organic impuirities
- Inorganic impurities
(Elemental impurities

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

specification or specific test (2.2)

Meets the requirements
Meets the requirements

NMT 20 PPM

Complied to Active pharmaceutical ingredient
or specific test (2.2)

Microbial limit test

Complied to finished product specification or
specific test (2.2)
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HANISASIVILATIEAUATN \ulumau finished product specification kag
Specification of Active pharmaceutical ingredient (API) i§Bsmnundusiuatuifeaiy Falg
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Huatuiiiieuwivielmininnasgunduiiulasiunis suussmansevssasisag 5
spys1s187 WA, 2561 astuil 6 furtaw wa. 2561 (@aUszmiAlussAayunwiud 12
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2.1 Finished product specification (in-house)

do | Specification of finished product Acceptance criteria
Appearance Complied to the finished product specification
2 | Identification
® Keto acids Complied to the finished product specification
® Amino acids Complied to the finished product specification
3 | Uniformity of dosage unit . Acceptance criteria
L1 10 | The acceptance value is less than or equal to
L1%
L2 20 | The acceptance value of 30% units (6 iia) is <
L1% , and no individual content of any dosage
unit is less than [1-(0.01(L2)M (5%) nor more
than [1+(0.01XL2)]M_(10%)
4 | Disintegration time < 60 minutes
5 | Dissolution (release of calcium) >60% of labeled amount after 40 minutes
6 | Loss on Drying 3-5%
7 | Assay
Alpha ketoanalogues of DL-Isoleucine, 90.0 - 110.0% %30 67.0 mg + 10%
calcium salt of the labeled amount
Alpha-Ketoanalogues of leucine, calcium 90.0 - 110.0% %398 101.0 mg + 10%
salt of the labeled amount
Alpha-Ketoanalogues phenylalanine, 90.0 - 110.0% %38 68.0 mg + 10%
calcium salt of the labeled amount
Alpha- ketoanalogues of Valine , calcium 90.0 — 110.0% %38 86.0 mg + 10%
salt of the labeled amount
Alpha-hydroxyanalogues of DL- 90.0 — 110.0% %358 59.0 mg + 10%
Methionine, calcium salt of the labeled amount
AMZNTINNIATMURTIEAUDEALATAMAN WTIANE
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Specification of finished product Acceptance criteria
L-lysine acetate 90.0 - 110.0% %38 105.0 mg + 10%
of the labeled amount
L-Threonine 90.0 - 110.0% %38 53.0 mg + 10%
of the labeled amount
L-Tryptophan 90.0 — 110.0% %38 23.0 mg + 10%
of the labeled amount
L-Histidine 90.0 - 110.0% %38 38.0 meg + 10%
of the labeled amount
L-Tyrosine 90.0 - 110.0% %38 30.0 mg + 10%
of the labeled amount
Total Calcium 95.0 - 105.0% %30 49.7 mg + 5%
of the labeled amount

* a7 Dissolution waz Uniformity of dosage units TuuuLoNa1IUaNI318AYIBEANANIIATIY
a € ay ¥ ow el .l )
Aased winilldwdsseasBeaiusiavlilulu CoA
gnildnaglungu BCS class 3 #a3dd Dissolution test 8819WBY 3 batch N1WAN
- nsdnaaneifoundansiiy (waive) Msnsiaaauiinsizvsenisle Wuuanaenatsnangiu
fananiildsuouliAcme

- Specification of Active pharmaceutical ingredient (API) A5 TUTLASIE VDS ﬁ:}fﬂd df Active
pharmaceutical ingredient (API) 390 LUILATIENR Active pharmaceutical ingredient (API) ‘UENf»J::Nam 81
dusagu atulpatunil Fadimsnsndesievasuymideiiinun
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3. NsUsLUATUSEANSNTNABI1AT (Price Performance)
SaLdEARILLENENS 1389 NMsUsEEiuAUSEaNSAINEaI1AT (Price Performance)

4. WNESN LY lUN1SAIITAUN

A e = o @t @ o ot
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1)

a)

5)

dwntenansmiiuen Muing wag/vM3enweangy
vanewme: lunsdifilderfuuuvszdeiionarsuanstausldveseiiumssuses
o @t A 1 IIvJ =i 3 I a v
ndnuANEnIIINMTeWMITLaTYY uansiteuiidevsld demisseds Teviwld

= P w v i @ | w = & 4 5 v
disuwhiusduwuuluruaeildlumsinvimiaiu. uwazlinissyyteanudeunisliols
Tutenansinuen

ANLENANSUARITBANNLLAA N BN MIFUTT] (URaEuaEnaBden) auillitunsdenls
duurraetunzieudiuer (Wuu v.e.1 w3e 8.1) asunnni nieusisazidennu
Snvuzianizvewdiiagiuasdaimuainsgiuesisnisiiasizvien (Finished Product
Specification and Analytical Procedures) funzifouly Tnedodnedesueniiusenie
ASENTNANSITUEVIUTEMIE NI SEA
wanemg: nsdifiegsevinwaldvuntawileisiieseiuazdodmuaninsgiulyi
gonAdaIn U MeiUsEmATUTBmEaMENadARod N INANENTINNNTE M TNALEN
Tuuudnuideautlowdsuwlassemslunsfowiifuen (wuu n.e. 9) wia duuidve
uiludeuuvasemslunadewihiue (Wu .5) smieuiusme
duunluddynstunsdousiuen (WU ve.2 vie vie.3 v3e ne.4 v3e 8.2 udausnsdl)
4.1.1.nseifemanlulsemelng (ne.2)
4.1 2. nsdifetindiemsuiausslulsemelng (ne.3)
a.1.3.nsdinemindrannsalsena (ne.4)
wnewmg: nsdliinsidsuawdlufiueygauazaauiingn Wiuuudiundweudly
Wisuwasenslunsadousiuen (wuu ne. 9) vie duwndveudlufeuwasiens
'Luml,ﬁﬂuﬁﬁ’uaﬂLﬁiEJ'Jﬁ’u@'%'uaumgmuaxamuﬁmﬁm (Wuy 8.4)
Funidefusewnasgrun1seaneinundninusiasnisfialunisudngl (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Tneniheau PIC/S participating authorities 20UA1EANNTOUNIINTIVABY THANTIUTEN
feiulszmessmasendidnnseiind lumnafiierfestueiiaue Usznoude
5.1, duumtideduseanassunsudnemundninueisnisinluniseiaingiudien
dfgy (Certificate of GMP Active Pharmaceutical Ingredient (API)
5.2. fcﬁ'ﬁLuwﬁqﬁa%’u'wammgwumw%mmmwé’ﬂmmﬁfj%msﬁﬁlumwﬁmwﬁmﬁmﬁm
E?'ll.%ﬁlgﬂ (Certificate of GMP Finished Product)
Tunsdidugntiithnnssusema guandesdidnunilsdesusesninig (Certificate of
pharmaceutical products, CPP) WIDNMIADSTUTDIN1SI 1MUY (Certificate of free sales,
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cFs) lumnmeniliausune aduanganuseunmsnsvaeulasiinasuseadeiulsenausznan
3701
7) winsgiuvesveiivuaguaningauiie1dfg (Active Pharmaceutical Ingredient
Specification) LLazwﬁmﬁmﬁmﬁﬂL%gU (Finished Product Specification)
7.1. durninsgruingausietdfy (Active Pharmaceutical Ingredient Specification)
wazunsgIundndusindniagy (Finished Product Specification) Iagseysnsen
(Pharmacopoeia) ld§dsmsiinnegilasinnsgiuetrsfossoudulunudorimue
wazanspILveINTInIeiluineladnemids muUszmensensiensisuge
3849 52YsTEN
7.2. @1u1 drug monograph ﬂﬂdﬁdﬁ?ﬂ’!ﬁ’]ﬁ'ﬁg (Active Pharmaceutical Ingredient) wag
wanfausednsagu (Finished Product)
7.3. nsdifiin gAuAI81d1Asy (Active Pharmaceutical Ingredient Specification) 13
wﬁmﬁ'mﬁmﬁ%%gﬂ (Finished Product Specification) Liusinglusinsen (Non-official
pharmacopoeia) fauansanguieiinnsgiuvesnmsiiassiduluamudendade
Tasieluil
7.3.1 fdormunuazinasgiuresnsinnsilusheivesusumaiduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #3®

7.3.2 fofMuauarannIgILYeINTIATIEiEHEn (In-house process) fidenandaaiy
ICH Guidelines %38

733 dafmunuazanmsyumluresmsieneindmun3lussen shsela e
it MUUTENIANTENTHASITOIGY (389 TEYTIEN ﬁm%’ugﬂuwmﬁ’uq
(General requirement for dosage form)

NUGLA: VoRIMUARUAINIRQAUMI81d1ATY (Active Pharmaceutical Ingredient
Specification) wagndnsiausied 393U (Finished Product Specification) A15819833106157
Werfuuaratuideaty eniuuinsdidsoddedmuauazinnsgiuveinisieses
iz ingiufenddy wie wandusierdniagy

8) dwmildesuseananisiiasiey (Certificate of Analysis (CoA)) lnesaausznaunie

8.1. dnuididesusemamsinseiingaudiendfgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngdasusznausie
8.1. LAnwunmivdesuseamanisineiingaudiendfty veananingiuiendfty

(Supplier)
8.1.2. & mivdesusesmansinseiingiusiendfty vewndnnandusietdniogy
(Manufacturer)

8.2. dnumiladesusemanisiiasizvinansueiond1iagy (Certificate of Analysis of
Finished Product) vesi{nannaninusiendiiagu (Manufacturer)

8.3. onastudunnuduiusseningumsinvasingaumendiity (drug substance) lay
JumIndrvadndneidnsagy (finished product) ldlumsnanenjuiidsiey

9) @uIENANSULARINANISANYIAINAIRT (Stability data)
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9.1. ANUNBNANTUANINANITANYIAIINAIRITEEEN (Long term stability data) 91u7u 3
JUNTWER

9.2. AUNBNAITUANINANTTANBIAIUAIFILUANTIIELIY (Accelerated stability data)
U 3 JUNTHEAR

9.3. AuenalsuaninanisAnmiansierannsainutasiaenld 1 qa /dutuans
UsgAnduamssnw (nsdleude) (i)

9.4. nsdhdueiivesarars Afevndeuld Widnunenasnanis@nwaiuasiIndanis
aransuar/v3e Wea / wdulald lusivihazaiesneg Asudiulazaonndonuienans
ffuen (In use stability data)

10) dnuvisdesusendndueiendusagy (Certificate of Pharmaceutical Product) law1zen
unnludszmealne
11) dundnguauauyaveandnsiueien (Bioequivalence) lngnan1sfin¥AuaLYaYes

HAnAUET (Bioequivalence) tUulunrutariivua ASEAN Guidelines for the Conduct of

Bioavailability and Bicequivalence Studies #38 gilan13@nuidiauszansnanazdrauya

YouwdAnftusien nsenssassaay lnsantuniemisnunuauyaildsumsiuses

N dnnusmznssuMIsImskave) atutlaguu (nsallildeiunu)

12) dnumdadedusesuinsgrunisujuanumdninusiisnisiialudiesujuinig (Good

Laboratory Practices (GLP) ’Lunszﬁﬁﬁwmsﬁnm%namgaﬁﬁhaﬂizmﬁ

13) dmlidesuseanasgumsifiuinwuagnsrasenuvdninusiismsintumsiiuinem
wagnI¥a18e1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) {lauasIA9oddwiaeg19e18e19teY 3 MieuTTYMe

15) dumiisdefuseanasguissufuiins ISO/EC 17025 lusemseniiaus (i)
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o o B = - w v e
6.2. NINeIAA /870/818u9 (Fentelavenil)

6.2.1. E.:%sacﬂﬁags,_zs_.bw@_%mﬁﬁﬁcm\uc )N Mwees (vial/ampoule/naan/ 4
I9) AANTEYTRET Lot No Tudueny v vihwges (unit dose) AsURIU
6.2.2. Wueniilussyiasinuinduiiusey asuiu e whelvg) (haes) 2
I~ == o = o @ i o
6.2.3. \Uugfussfasiaunndiiuszy linsudiu 0
I 4
Yo
naeinsUsziuaun WREAS 9B Yealy AZIUY
2. InUIIANNIANIE (Specific quality criteria) 80

ANENSTUNTIAMUATIDAZBUALAZALANYMEANE

Qm i)
I
- Q 2 3 &r%y\
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AL

1 | nangauRuawwiisdeTuTaman1siAsIen (Certificate of Analysis ; CoA)
(Al = 98 1.1 + 1.2 +1.3+1.4)

20

1.1. anuduiusvenafigarnanmmilsdesuseman1sinseiimenddey (Certificate of
Analysis of Active Pharmaceutical Ingredient) «hmwa%mmam‘@:m&

2.5

s L= “ g L) = L = 1 = ar
1.1.1. COA Tng@u iivsves Supplier uag Manufacturer uaziluingRunndnguide iy

2.5

1.1.2. fllawnzves Supplier kag/m3e Manufacturer vive lilvgumsndndendiu

1.2. waigaURamnisdeiuseswmansiaTeisnendty (Certificate of Analysis of Active
P 5 = I v o
Pharmaceutical Ingredient) (t3anvalavauils)

7.5

1.2.1.75917U Active Pharmaceutical Ingredient Specification ynta Viaues Supplier uag
Manufacturer wagiinsuananaluzunuugoiey ey (Uaz/v3auaninanisan szl
UL impurity a137509uNUsaYlRiYY Below Reporting Threshold (BRT)
%38 Below Detection Limit Uazuandim Reporting Threshold %38 Level of detection
luludims1zsien) sniu ¥ade Physical test, Descriotion, Appearance, Identification

5

1.2.2.0531U Active Pharmaceutical Ingredient Specification yn¥itia 984 Supplier #3a
Manufacturer uaziinisuwanwmaluguuuuiuay (uae/misuaniuanIsainsiziluuiiate
W9 impurity Fansnsonaunusuaylsivy Below Reporting Threshold (BRT) 39
Below Detection Limit kaguandm Reporting Threshold 3@ Level of detection [ulu
ATI=YE7) BAVIU Wte Physical test, Description, Appearance, Identification

1.2.3. 933U Active Pharmaceutical Ingredient Specification ynwata was Supplier wag
Manufacturer waiin1suwanswaluguiuu “Conforms, Complies, Not detected, N/A, =,

<” gALIU Y0 Physical test, Description, Appearance, Identification

1.2.4. n591U Active Pharmaceutical Ingredient Specification y)n#atia ¥e4 Supplier ¥3a
Manufacturer Fl&m:ﬁr_.m@azm._.ﬁmi_._&d “Conforms, Complies, Not detected, N/A, >,

<” gALiu ¥e Physical test, Description, Appearance, Identification

AIENTINNIIAMUATIWaTLBBALATALAN BUZIaN Y

g &o
- -
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1.2.5. @59NU Active Pharmaceutical Ingredient Specification yjnita ¥89 Supplier #38 0
Manufacturer wel Tuitod Aty Assay, Related compounds 1Wudu dnsuannaluy

-1

UuuU “Conforms, Complies, N/A, >, <” (Lsinarsad1)

1.3. anuduiusvasnaiigaigunmvisdeiusesmanisiinseiendniagy (Certificate of 2.5
Analysis of Finished Product) (@entaladawnils)
1.3.1.COA finished product l¥ingAugun1sndntiediu COA Active Pharmaceutical 25
Ingredient Specification
1.3.2.COA finished product lil¥ingAuiunsuadnifediu COA Active Pharmaceutical 0
Ingredient Specification
1.4. wafiguinunmnisdesusesmanisiinsieienduiagy (Certificate of Analysis of Finished 7.5

Product) (tBandaladanils)

1.4.1. @53fiU Finished Product Ingredient Specification n¥te wae dnsuanwaly
sUwuunaY (UasmSauansuanIsinseiluursiatewsu impurity iamIsanauny
sraavlaiyu Below Reporting Threshold (BRT) %39 Below Detection Limit uazuans | 7.5
A1 Reporting Threshold %38 Level of detection luludinsizsien) snviu Mde
Physical description

1.4.2. g3y Finished Product Ingredient Specification yn#te ud dn1suanialuguiuy

“Conforms, Complies, Not detected, N/A , >, <” #aviu "ta Physical description ”
1.4.3. m53'u Finished Product Ingredient Specification ¥t wa Tutadfgausi
81 LU Assay, Dissolution, Related compounds tJuiu finsuananaluguwuy 0
“Conforms, Complies, N/A , >, <” (laie15a47)
2 | naiignigunmmsAinenaauasi (Stability data) (i@andaladenids 2.1. w3 2.2.) 7
2.1 nadlenfisndudesimunsvasdald (In-use stability) 1wy s1da erfinaunould [udu 7

Y38 NMSNAFBUMINLUIASIEIneWaY/Y38 In-use stability Tugudia Wusu
(AW = Y9 2.1.1. + 2.1.2, %5999 2.1.1. + 2.1.3.)

2.1.1.015@nw" Long term stability (t@andaladonids) 4

AMEZNTIUMSATMUAFIBAzIBERAIALANGNYLZIOW Z
[
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1) finmsfinw Long term stability fianmazdaifiu (Storage condition) aghetias 3 JUN3 4
wam et Wluanadaruuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsfifianunsariunisdnuiléinng ASEAN Guideline #eswuu Stability protocol
vide vangwillsfuniseydifnnn ee. flinamsAnenasuegeniidmualivuaain el
HANM3ANY1 On-going stability Yarga uazuanwwanisnsviasiziidudney eniu
e physical description uagiihiansnaaeuasudiau snusisendisnsda (wy
USP, Ph.Eur, etc)

2) fin1s@nw Long term stability fian1azdnufiu (Storage condition) agatias 3 JUN3 1
wan walbilduluauderiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifianunsariunisAnuiléinng ASEAN Guideline #aawuu Stability protocol
vide ndnsiildfuniseydi@ann ee. fifinanisnwnasuaigeniifuual fuuaain Tned
HANM3AN®YY On-going stability Yarga uazuananan1snsvdasziiduduay sniu
it physical description wagiivhdenisnadeuasuau musseiisnads

3) fin15@nY Long term stability fian1izdnifiu (Storage condition) aeatios 3 JUAS 3
nan_tlulupiuderdviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mam:‘am:@_mém‘_@m‘_ﬂ%s%ﬁcxmmé weilaiginan15@nw1 On-going stability U

adn _._,me:.msém:dsﬂam_bﬂu%@cmﬁme BNLIUITe physical description wazdl

YEnIsadaUATURU %ﬁ%ﬂ%smﬁ%

W
4) fin13Anw Long term stability fanmzdaifiv (Storage condition) 8g14tos 3 JUNTT 1
nan Julumutarivualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁmze‘@ﬁc@ﬁEﬂ%s%ﬁcxwmé wiginan13Ane On-going stability U

d1ga wazhanmamnsvinseiidudaay enviuiate physical description waxdl

Wdenisnaaeuasudau mufeniensd
53 fin1s@nw Lone term stability fian1aednufiu (Storage condition) agatios 3 FUMT 1

nan Wuluauderivualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%

RH) sinansAneliiasuangeniiivual fuuaan wazlifinanisding On-going

AUSNTIRNTTATMRY Mauj:_.m_ gAlaz Jncmz wRUBIaNIT

.................. Q e UTEEUNTTUAT mmadw (P (PR i+ N 1

(et vy 15U Augaunna) (ney.aden Tasna) (ney.a@sn Elnwadia)
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stability Yage wazuamran1snvimsgiidudaa sniiumde physical
description WazdlHITONIINAADUATUAIU MUAITIBINO19D

6) finsAnw Long term stability ian1izdaifiu (Storage condition) lsiasu 3 FUNTHEARN 0
walulumadaruslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
finansAnuliinsuengeriidmunliuueain uifian1s@ine On-going stability ¥
A1g0 uazkannamsnTIneiidudaae sniuiade physical description wazil
Widen1smaaeuasUiau mufisIenTiends

7) finsfnw Lone term stability ianedafu (Storage condition) ageday 3 JuN1s 0.15
nan wildluluaiudervunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) fnan1sAnwiasuangeniiiivualivuean uilifinanisdne On-going
stability Usnga uazuanmanisasivliasziiludaay sniuiide physical
description wawilvhdemsvaaeuasudiau mussneiiensds eghatios 3 Juniawdn

8) fin"s@nw Long tefm stability ian12z 3Ly (Storage condition) aghatios 3 Junis 0.5
wan wiliiulumudermuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) mzm:.ﬁm:ﬁﬂ:mgﬁ:m%g%ﬁcamm% uglsiginan1sAine On-going
stability Uange uwazuaninanisnsiaiiasizniilu Conform, Complies, Not
detected, N/A snliuvide physical description wagiiiton1snaaeuAsURIU AN
FsenTignade

9) finsAnw Long term stability Taiiulusiu ASEAN Stability Study Guidelines, Ainw 0

ted wr

hn. o 2 [ o .L & - ]
AsuBgeMmualivuaaTn wilihtensneaeuliasuliou mushnenensds (u
Wa15847)

=i = il o ' o o o =
10) dMsAnw Long term stability Nilnan1sAnwliinsuatgenivualivunain wied 0

ar B ] o Ln\ = =) = L ¢ =i

WiremsnndauliasudaunIumseIN9198 WseNan1TIATIEA AN

919849 3o ikan wan1sasIRTIzAliuduay snciui.de physical description
= =i =5 e

yi50 Wiinan1sAnwn Long term stability

mﬂ_.hcz.wmtja_.w:a_ Jmme_.mw_ﬁ_._,mcmﬁr_m:d.? W
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2.1.2.05@nw1 In-use stability (iFandaladounite) iy erda vriinaunould 3
1) eyamsAnuanunsinuuedaldmuisyyluenasiiusnsuiunatsazans 3
2) fifeyamsinuanuashvsdeldmuiissyluenasifueudliasuiugn 0.5
asazany
3) lLifioyanisAnwirnuasiivazaly 0
2.1.3 manedaumIvinuUersagine (Splitting Tablets with Functional Scoring Test) uay/ 3
3o In-use stability (Fendeladenis): nsdenda (Tablet)
1) wnuvadieels dinendisesuin Gnudaesald) wazdinsmaaeunisinudsraine, 3

(Splitting Tablets with Functional Scoring Test) M3BNAN1TNAGBUANAIHIVBIULIA
o a ' = S 5 v e o 2 e |
g vnuUsA3adingn (In-use stability testing) ATUAINTBNIVUAYDIGITIDNBUTU USP
=4 = =l 1 g ol ar [} B o= e
vi5a US.FDA wag/v3a fin1svnaau impurities Tugniivinius leevesujuisnig 1ISO/IEC
= [ = = = e o ]
17025 lailagndn w3 nantsinwiUsednsrarese LU

2) vinuvadnenld Wnenfisesun (inudsedld) wasfinsveaeunisinudsnsaine 15
(Splitting Tablets with Functional Scoring Test) WAZNANIITNARBUAIIUAIAITBIIIA
gfinuUIR3adingn (In-use stability testing) AsUALTaMRUATBIRSEBY Wy
USP %38 US.FDA ugilaifin1sviaaeu impurities Tugniiwnuus

3) vinuvadinenls Winelaifisesunn Fauvse3alé) uaiinismaaeunsinudsesadine 1
(Splitting Tablets with Functional Scoring Test) WAZ/AIDANANITNAGDUAIINALG
voudineiivinuuansadinen (In-use stability testing) AsURMTRMUATBIFIT1E198
1wy USP %38 US.FDA

8) nsdinuussinels Weendisesuin (Fhudeadals) ludinsmegeunsinuisaiasine 0.25
lifinanaaauauasi wislinmageuauasdilaeiesliRnsveguds
5) lufiseuinly usvinuusdinenla 0
2.2 nadigni lisfudesirunsiazald (n-use stability) Wiaeniivhuinudagiae Lifde 7

i kﬁ W =]
VB LUNTTVNLUAET 38 m._J_._.SH_.mm

AN TUNIATMUATIBAZBURLAs ALIAN YA
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Fonsén
nausinsUszdiununweAn usiedaansin Tl
A3ANEN Long term stability (Gandalatonis) 7
1) fimsAne Loneg term stability fianmedaiiu (Storage condition) 88131BE 3 FUNTS 7
wan WWuluamuderiivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

RH) ndifiansnsariumsnuilénia ASEAN Guideline oy Stability protocol
vide vidnguiildiumsayiifiain ee. MikamsAnerasuegeriinvualivuaain Tned
Han13Ainw On-going stability Ua1gn uarianinansnsiainssiduiaay uniiy
watie physical description uarilhdansvnasuasudau musiseiisneds

2) finsfnw Long term stability fian1izdmiiu (Storage condition) aeetias 3 JUNTT 35
wan Liduluauderivualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdifianansariunisfinuiléions ASEAN Guideline #eauuu Stability protocol ¥3e
vangudldsunsewiAanin ee. ifinanisAnwasuengeriirimusliuuaain Tnssing
n13fny1 On-going stability Ysnga wazuanamanisasvliasziidudaay sniiuide
physical description wariidanisnaaeuasudau mussendis1eds

3) §in5AnY Long term stability fianazdnufiu (Storage condition) atiaties 3 JUN13 55
e Wulumuderviunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:ﬁm:.ﬁméwESﬁméssﬁccamé usilsifinan1sdne) On-going stability U
A180 wazuanINan13IRITRlusEaY eniuiate physical description wawdl
Wdansvaaeuasudu musseiisnds

4) fnsfn Lone term stability fian1zdmfiu (Storage condition) aeates 3 FUMS 2.5
wan laiulumudeninualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) ng:ﬁm:.oj3553&%@&?523 waliiginan1sAny On-going stability U
a1g0 wazuannamsnTIInIviiludaay snduiade physical description wawdl
Widan1naasuasudau musisienfiensda

5

—

fins@nwn Long term stability fian1edaufiu (Storage condition) aghaties 3 U3 1.5
ndn Taduluautorivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) mzm:dm:i._m_.mcm#._msmméisﬁdgmé ualiifinansAnw On-going stability U

3Ee_.._.muw.__JJm_._J.Sc_w&a_cmermmﬂnmejncm:%e_b!ae
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= - ar L ar
inuginMsUssliuguAWHEAS UYIB1Yaa" Y AZIUY

w.._as LaTLARINAN1SASIIAT el Conform, Complies, Not detected, N/A
BT physical description WarIMITONITNAADUATUAIL MNAITIENTND19B

6) iln15Anw1 Long term stability lsiiulumu ASEAN Stability Study Guidelines, @nwn 0
asuagenfitmunlivuaain wilivdenismaaeuliinsuiiou mashseniiinsda (i
W915041)
7) LsifilenansnsAnen Long term stability (luWa75a47) 0
3 | wangudanAWYRINITUEUTIIANNEE UsTsiuazaaIn (Package & Labeling) 3
3.1, MYurUsTy wag aanileariBeanssmuiituns ey 3
32, wurUITy i aaniineasBonasimuiiaune deuen 0.5
33, MuurUsTy wae amnilssenden Was muitunsdous) 0
4 | anuwindisalunsurtadnenfivendunuy (Therapeutic Equivalence): (AziuUYs = 92 25
4.1. 30 4.2+ 4.3+ 4.4+ 4.5)
4.1 Jugnduguy 25
4.2.auwindisuiuvaandenssu (Pharmaceutical equivalence: PE) viaindunssuauya il 5

ar o ar -l a Ln =i o 9 v o - al
shendrdigieniu Nilauenuns wazguwuugiseliu lnaanasgiutemuamilounu
= = ] ar = 2 &
Welsuwihiu (Bandeladounils)
ar Ll 1} =i o a v =i - Ll L

4.2.1. Wusandgifianuwindisuiuiuensiuwuu: Senarsigadiamnsaidsuwue 5
{2 L2 L5 - L2 o L L2 L uj\ - 1 s
auwuule (Bredamnudervuauazienansnaesdulumsiunzilsuewl/ananidy wuu
ASEAN HARMONIZATION)

4.2.2. lufianuifisuynandenssuduensuLuy 0
4.3 wagiANNWAIL-AuYAYEINARTNeIEN (Bioequivalence) (iFandaladanile) (Azuuy 10
594 = (19 4.3.1. + 4.3.2.) %39 4.3.3 )
a.3.1. lunsiflenduguuuuivsznaliiinnsfinnrauya (Bioequivalence) (@andalada 9
Wil =4.3.1.1+ @ (1) +(2) +(3))
4.3.1.1. #51891UN15ANE Bioequivalence Wulusu ASEAN Guidelines for the 4

Conduct of Bioavailability and Bioequivalence Studies (atuangn) n3esile

AZNTIUNNSATLUAT AU BUALAY AANWLIBIONTY
Rl
______________________________________ USEEIUNTTUNTT 2.89%0 NSTUNTT

A3I3UNTT
(W1 wey. 395U m:aesa (ney.adan TAna) (noy.qts1 Slnwdn)
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TN sUsTiuguA WRAn I uYiE1Yas iy AT

MIANTIUTEANTHA UarTIAULAVINEANNTEN NTENTNATITUAY WALHA
3&35?3&9 HIUNISNDITUILALS UTDIINAITUNITUAENTTUNTOIMISIAY
g1 NIENTNADNIUAY dTaziduniianfueg oy Ml

(1) 3msAnwIwuU Randomized crossover design %38 parallel design winidu 1

[l
]

gINNAIASITINET?

(2) e1aaiag ANUIUNEIND (WINNIT 12 AY, NIUANYILUU parallel design FBg 1
Jdwuunnii 24 au)

(3) dimsiiusheeaiisane (ee13tias 9 9) 1

L R ] ar ' b\
sl nilnantRRiee AB Awelull

A (3939 Enantiomer (t§an A1 u359 A2 #39A3)

AL, Jueniilsifl Enantiomer 1

A2, Jueiiil Enantiomer finsvhnisinw sudariun ASEAN guidelines 1
for the conduct of Bioequivalence studies (Revision 1,march 2015) %38
Guidelines on the Investigation of Bioequivalence (European Medicines
Agency)

il o

A3. {Hueniifl Enantiomer uliififinisvinnisAnuiluy snuderivun ASEAN 0
guidelines for the conduct of Bioequivalence studies (Revision 1,march
2015) ¥58 Guidelines on the Investigation of Bioequivalence (European
Medicines Agency)

B. anuduwusvesewsiunigadu (idan(idan B1 vse B2 3o B3)

B1. ewnshifinasian1sgaduveden 1

B2. {ugnil ewnsiinasemsgadu fnsvihmsdnwiluanneiiawns (Fed 1
condition) MuUaMMUA ASEAN guidelines for the conduct of
Bioequivalerice studies (Revision 1,march 2015) 138 Guidelines on the
Investigation of Bioequivalence (European Medicines Agency)

AMENTTUNTINTMUAT DAL BoRUaLAMAN BUEIaWIE

!
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B3. 1uenil ewnsiinadansgadu fnsvinsAnwluameluanmzesems | 0
(fast _condition) muven1Mun 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. 189UN5ANYT Bioequivalence sillulumiu ASEAN Guidelines for the 0
Conduct of Bioavailability and Bioequivalence Studies %38 Ailan15Anwan
Usrdvinauazdiauyavemindueien nsgnsnasisuay (aiwersa)

[} = L3 =y at 3 L L
4.3.1.3. ldfienansiiganunmaauyaveswdadame lunsdinenduguuuui 0
UsgmalviinsfinundauyaBioequivalence wiaenansigylval (awneileuend
“NG” iriu) (liwWersasn)

4.3.1.4. wmnvihmsanwiauyalulsumalnelaevipsljifinsvesuitm 0

43.2. gm\zrzeﬁmmndﬁﬂﬂﬂ&mém&mﬂm (Good Laboratory Practice (GLP)) (dondieladionily) 1

4.3.2.1. FdwumilsdesusomnmsgunsuiiRnamdninausiisnsinlures fiRns 1
(Good Laboratory Practice (GLP)) mﬁc:a&ﬂ%:dmaigmumtwmEsrzu PFAN 4|

4.3.2.2. WifidumilsdesusennasgrumsufiRmumdninusiisnmsiniuiesufians 0

(Good Laboratory Practice (GLP)) lunsdifivinisAnundauyalusiaseina
MIvnsAnlag UTENEREALDA

4.3.2.3. InsAnwdrauyalulssvalvelasaorduvemisnufnundauyaiiintete 1
Y30 PSUNTTUT0INATNNUANENSTUNITOIMSUAL U D
ASIANIANERTNITUNNE

l&nl. L v (B 72 o =i v
4.%3, F:.ﬁﬁ%&ﬁ%&dﬁm:m_:sc._.ﬁsmaﬁ‘sdmnﬁﬁmﬁm FRILARILBNATTAU 10
Ussdvs nnuazAuUasnieusen 19U Bioavailability study tumu

) ar L L
4.4, siumssusasienisussyasluenarsidedald (dendeladends) 5

ANIZNIIUNTAMUATHAsIBoAUATAMAN BzIaWIL

4 )
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inausimsUsziiugunwaansusiedaaniy SN
4.4.1. Wugduuuy viie enansiyiléFuussylu USFDA Orange book wisldsunissusesan
EMA Hannsawdsuwnugndunuuld Sanuwidienlumsthiadnunfugiduiuy 5

(Therapeutic Equivalence)

L =4 ar L -L = ar o - ot (3 L .L
4.4.2. Jugeuwuuisesanlyy Nisetendniue lumidesienisuansusieransiolming

1 =4 s a o a ar 1 N
ANuwsunulunmsutRsawfuesuluy (Thai Orange Book)
4.4.3. lifinan155U383 Therapeutic equivalence 0
o s - v v -
4.5.1@na1snnuen (dandaladenii) : . 5
4.5.1. Wueduuuy vide Idevdlivessn muilsisueyiRnndinnuamznssunsemsua 5

N w v =8 ' v = = w - o
o1 Avhiguiuendunuundmineglulszvalne waziiteyadue Ansuiu Weatvayu
mildenegeavana muwadunmsiavinenansiueimudennasendeu
(ASEAN Common Technical Dossier : ACTD)

sy [ - v s 0w a b o= ar

4.5.2. Adevaldvesen muiilasvayinnnditinnuamsnssumsemsuazen Avindieuiven 3
aunvuTmhelulsewealne wa lidulumy wummelumsiavienaisiiueiaiy
Yannasonduy (ASEAN Common Technical Dossier : ACTD)
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