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1.1 Active Pharmaceutical Ingredient Specification # 5

nsalasunissuseslusisen Official Pharmacopoeia

: 1384 USP,BP,Ph.Eur, IP,JP atiuanan uwazuilulunzideussueudn 5
: 91984 USP,BP,Ph.Eur, IP,JP atiulninisznimsyysiisnenuinndy 3 Yuazudlulunzdowinfueuds q
: 1984 USP,BP,Ph.Eur, IP,JP atiulnininusznimssyssnenuinndy 2 Yuazwdlulunzdewsiiueuds 3
: 91984 USP,BP,Ph.Eur, IP,JP atiulnindsznimsyysiisnenuinndy 1 Yuazudlulunzdowsinueuds 2
: 1984 USP,BP,Ph.Eur, IP,JP atiulniniiuszniaszyssennndy uaddlaldwdlulunzdewsiiuen 1

: 91984 USP,BP,Ph.Eur, IP,JP atunuuszmaszuisewazuilulungdowinSueuds 0




nstlilasunissuseslusisen (Non-Official Pharmacopoeia)

: 919849 In-house specification ﬁaamﬂé’aqﬁ’u general chapters G\’mﬁﬁqu’ﬂu USP,BP,Ph.Eur.,JP aﬁua'wa;m, ICH Guidelines (Q6A)

wazwhlulunzfeusveua viaduedunuu

: 1994 In-house specification fidanndesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulminiiuszniasyysisen

11A31 3 ¥, ICH Guidelines (Q6A) wazudlulungioussueuda

: $1984 In-house specification fidannaesiu general chapters auwiseylilu USP,BP,Ph.Eur.JP atulminiuseniaseusingen

171071 2 U, ICH Guidelines (Q6A) wazidlulunzidoussueuad

: 91984 In-house specification fideanesiiu general chapters muiiseylilu USP,BP,Ph.Eur.,JP atulwiniuseniaszysingen

1117191 1 U, ICH Guidelines (Q6A) wagialalunziloudSuauas

: 1984 In-house specification fidanadasiiu general chapters auiiseylilu USP,BP,Ph.Eur.,JP atulniindsznimssysisnen,

ICH Guidelines (Q6A) waldlawnlulungidaudiuen

: 91984 In-house specification fi@eaAdeasiu general chapters auiiszylilu USP,BP,Ph.Eur.,JP atunuusenaszysisen, ICH

Guidelines (Q6A) wazuhlulungiaumSusudn

1.2 Finished Product Specification #

nsdilasunissuseslusiisen (Official Pharmacopoeia)

: 91984 USP,BP,Ph.Eur, IP,JP atiuaian uazuilulunzileusifveudiszylulue.5)

: 1984 USP,BP,Ph.Eur, IP,JP atiulnindsznimssyssnenuinndy 3 Yuazwdlulunzdewsiueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyysisnenninndy 2 YuazudlulungidowinSueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyyssnenninndy 1 Yuazudlulungidowinueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulnmindsenmasyysisiennnndy uiddlallaudlulungdowsinfuen

(szazalaiiniu2diuanniuidrdnaunuenssunisermsiazetasiuenals 8.5 defuduenaisauasnan)

: 91984 USP,BP,Ph.Eur, IP,JP atunuusemaszuisewazuilulungidowinfueuds

nsalldlasunissusedlussen (Non-Official Pharmacopoeia)

- 919849 In-house specification ﬁaamﬂﬁaﬁu general chapters mmﬁizuﬁi‘u USP,BP,Ph.Eur.,JP aﬁué’lqrﬂ, ICH Guidelines (Q6A)

wazwhlulungideusueud viaduedunuu

: 91984 In-house specification fidanndesiu general chapters auiiseylilu USP,BP,Ph.Eur.,JP atulminiuseniaseusingen

1117191 3 U, ICH Guidelines (Q6A) wazialalunvileudSuguas

: 1984 In-house specification fidanndesiiu general chapters aufiszylilu USP,BP,Ph.Eur.JP atulminiusznasyysisen

171171 2 U, ICH Guidelines (Q6A) waziAlulunzidoudsueuan

: 91984 In-house specification fidaanesiu general chapters auiiseylilu USP,BP,Ph.Eur.,JP atulminiuseniaseusingen

1117191 1 Y, ICH Guidelines (Q6A) wazialulunvileudSuguas

: 1984 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.,JP atiulwiindsznimssysisnen,
ICH Guidelines (Q6A) wildlawdlulungidausiiuen(seznanliifu2Uiiuan T uidinauanenssuniseisiazeasulenans

8.5 ﬁﬁuﬁmaﬂmsmuaswm)

: 1984 In-house specification fidanndesiu general chapters auiiszylilu USP,BP,Ph.Eur., P atiunuusenaszusinsen, ICH

Guidelines (Q6A) wazuilulungileudusudn




2. AunmwarANENTRITNTdwadeUssavsnmnisinvmeuna

:In13AnwY1 long term stability uag Accelerated stability #1131 ASEAN guideline ATUATNB881UNAAN(=3T) Uariinanis@nyl

90 AZLLUY

on-going stability ?Ja"]fgﬂ

Auszaunsainislélulsmeraasuesunsinadunislilunsshvidnfuazdnegludaiseteslsimeuiasiuniuns

10
on-going stability UnieutUa0u uagilionansuansasuiiu
AIn3fine long term stability uag Accelerated stability @ ASEAN guideline Asusu@Ige1uLaaIN(=3Y) uaziinanisfing 9
on-going stability Unewldaqdu
JIn15@nw long term stability way Accelerated stability m1u ASEAN guideline mumumqmuuaa’m(zﬂ) uagdinan1sane 8
on-going stability UrleutUaqiu
dIn15Anw1 long term stability waz Accelerated stability #inat ASEAN guideline AsuAINBTgeuURaIn(=3Y) wikifinan1sdny 7
on-going stability Unewldaqiu
Jin15@nw long term stability way Accelerated stability m1u ASEAN guideline mumumqmuuaa’m(zﬂ) uplafinanisdnen 6
on-going stability UrleutUaqiu
din13@nw long term stability uaz Accelerated stability Lituluniu ASEAN suideline asunuengeuuaaIn(>3Y) uaziing 5
M13AN®1 on-going stability UnewUdaglu
nsfAinw long term stability uaz Accelerated stability liluluniu ASEAN guideline AsumuengeTuwaan(2l) uazing a4
nN13fnw1 on-going stability Ynewudagtu
din13fnwn long term stability waz Accelerated stability Tl Buluma ASEAN guideline ATUMUBIYBIUURAIN uslgifinansfne 0

- Nan"5Anwn BELIA fast way fed study Nfusaalasdtinaunnznssunisainskazen vise Wuen BCS class | Aldsu

biowaiver 31A&1INUANZATINAITDIMTHAZYN

10
Ssvaumsainsldlulsimenunadsin UHOSNET @undndess snneulnedunisidlunissnuuni @enansuuuudn) vieiisiede 5
agjlu Approve vendor list (Hlonansuuuuans) v3erun1siasanlaganenssunIg vsadugilsameunainnsandomlinaun
Fras1
Lluifluszaunisainsldy 0

>

- finan1sAnwn BE 919 5usedlnedrineu

AMENTIUNNTEIMNSLaYen %38 Wuen BCS class | AldsU biowaiver anndiineuAugnssuANTaIvIsuasen

15
- §iwansfne BE w1 fast condition sdtinnuamznsIuNseMIsSLazeTlin1sUToHa 12
- Hnan1sfinwn BE Lami fast condition ualiiivtsfeSusesna BE anndrtinauamugnssunisemisuagen 7
- liifinans@nwn BE 0

15

- fian13@nwi BE 914 sinele dose wag multiple dose Tunay fast condition Lilggaenaien Fagniinanuangnssinig

2195 hare NS UTRINE

12




- Jnan15Anwn BE 914 single dose ag multiple dose Tun1ae fast condition tilgsaeaien ualafiniedesusona BE

NN UAMENTTUANTDIMNSHAZ N 9
- {Nans@nwn BE  sinele dose Tun1ag fast condition wilesaenaifan Feiivtldesuseana BE andrdnau
AYNITUNITRWNSHAZEN 7
a 3 . L. a ' a M oA o s o o
- ANans@nwn BE @mne sinsle dose Tunae fast condition wileaas1aien waldiwidesusesaindriinaiu
ANYNTTUNTEWNS Az E NS UTRINa 5
- lsdfinans@nw BE 0

- finsuansma Risk Assessment Report for Elemental Impurities Tunnsuvesnsudans Finish product wag Active

HINULUY 30
A8nsAnwduLu Randomized controlled trial Wisuisufusnduuuy ffanilunsasmanisunng 20
ABnsAnwudunuy Randomized controlled trial TldluSeuisuiugndunuy fuilunsansmenisunnmg 10
A8nsAnwuduuuy Non-Randomized controlled trial @fasiluansansnianisunme 7
A3nsAnwduluy Comparative studies wuu Cohort studies (Prospective) ARNWlUTENINIINTUNNE 5
Asns@nwduiuy Comparative studies WUy Case-control studies (Retrospective) Afinlu1Ta1TNIINTUNNG 3
luifinsAnw1idenisaddin 0
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- flnsuansna Risk Assessment Report for Elemental Impurities Iumvﬂi"uﬂmmimamﬁgﬂ Finish product Wag Active

Pharmaceutical Ingredient wililugngienanstuasnsasuulainssuiunsnaniiodmaliianisuudeu 8
- flnsuansna Risk Assessment Report for Elemental Impurities IuM%aﬂﬂﬂimam%ﬂ Finish product Wag Active

Pharmaceutical Ingredient LLazﬂmSLLamLE]ﬂﬂﬁi%LLﬁ]ﬂKlﬂﬂ%ﬂﬁﬁﬂﬂiL‘U?ilﬁluLLﬂaﬂﬂixU’mﬂ’ﬁNaﬁﬁmﬁ]ﬁ'ﬂNaiﬁlﬁﬁﬂ’ﬁﬂuﬁjau 6
- finsuansua Risk Assessment Report for Elemental Impurities IUM”UOﬂﬂﬁNaGMzQ Finish product Lag Active

Pharmaceutical Ingredient wililuamenansinasnisiasuuainssuaunsuaniionsdmalminnisuuieu 4
- finsuansna Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical Ingredient uf
aglnognanis 2
1aifin19vi Risk Assessment Report for Elemental impurities 0
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