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1.1 Active Pharmaceutical Ingredient Specification # 5
n3flisuNssUTedlusTen Official Pharmacopoeia
: 91989 USP,BP,Ph.Eur.,IP,JP atiuanan wasuilulunzsileusiiueuds 5
: $14fla USP,BP,Ph.Eur,IP,JP atulmindsznmesyyshseininni 3 Yuazudlvlunzdeusisueuda 4
: $1983 USP,BP,Ph.Eur.,IP,JP atulnindsznaszydseuinndy 2 Yuasudlalunseudsueudn 3
: $n4fla USP,BP,Ph.Eur,IPJP atulmindsznmeasyyshseininnd 1 Yuazudlvlunzdeusiiueuda 2
: $74fla USP,BP,Ph.Eur,IP,JP atulminiszmesyyshsennnnd uwiddadldudlulunsdeusisuen 1
: $n4fla USP,BPPh.Eur,IP,JP atunuusemaszysseuazuilulunsifewhiveuds 0
nsallilesunisiuseslushsnen (Non-Official Pharmacopoeia)
- $1984 In-house specification fieonadasiiu general chapters muﬁiqu”ﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines (Q6A) uazuily

5
lunzifeudsueuda vsaduedunuu
: 1484 In-house specification fidonndesiu general chapters aaiiszylilu USP,BP,Ph.Eur,JP atiulmindiuszmeaszysmsennnnii 3 7, .
ICH Guidelines (Q6A) wazuilulungilousSueua
- $1984 In-house specification fiaenadaaiiu general chapters muﬁiqu”ﬂu USP,BP,Ph.Eur.,JP atulminissmassyssenmnnii 2 T,
ICH Guidelines (Q6A) wazuilulunzidoudiueua ’
: 7484 In-house specification idonndesiu general chapters auiiszylilu USP,BP,Ph.Eur,JP atiulmindiuszmeaszysmsennnnii 1 7, ,
ICH Guidelines (Q6A) wazuAlvlungidousiSueua
- $1984 In-house specification fiaenadasiiu general chapters muﬁswlﬂu USP,BP,Ph.Eur.,JP atiulninisznaszysiisien, ICH
Guidelines (Q6A) ualailgiAlulungidoudiuen '
- 97984 In-house specification Taonndaiu general chapters mu“ﬁ'ﬁsqlﬂu USP,BP,Ph.Eur.,JP atunuusznimseys1s1e, ICH Guidelines .

(Q6A) wazudlulungifoudSueudn




1.2 Finished Product Specification # 5
nsflsuN1sUTedlusigen (Official Pharmacopoeia)

: $n4fla USP,BPPh.Eur,IP,JP atiuaign uazuilulunsideusivewdsyylulue.s) 5
: $1989 USP,BP,Ph.Eur.,IP,JP atulniiniisznmaszydisenuinndy 3 Uuazudlalunsieudsueudn a4
: 91983 USP,BP,Ph.Eur.,IP,JP atulnindsznaszydseuinndy 2 Yuasudlalunsifeudsueudn 3
: $1989 USP,BP,Ph.Eur.,IP,JP atulniiniiszmaszydisenuinndy 1 Yuazudlalunseudsueudn 2
: $n4fla USP,BP,Ph.Eur,IP,JP atulminiszmessyshsennnd uwidddldudlulunsdeusisuen
(szoznaldifuzliunniuiidiinnuanznssunisesuazanasiuienans o5 foiuuenarsiauesian) !
: $1989 USP,BP,Ph.Eur. IP,JP atiumuuszniassysiseuazuilulunsdewiiueudn 0
nsailallasunisSuseslusisnen (Non-Official Pharmacopoeia)

: 1984 In-house specification #idenndaariu general chapters auiszylilu USP,BP,Ph.Eur. JP atuanan, ICH Guidelines (Q6A) wazuiily 5
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 $1984 In-house specification fidonndasiiu general chapters suitszylilu USP,BP,Ph Eur,JP atiulmindussmaszysisennnnii 3 7, .
ICH Guidelines (Q6A) wazuAlulungidoussueuan

: 1484 In-house specification fidonndesiiu general chapters auiiszylilu USP,BP,Ph.Eur, P atiulmindiuszmaszysisewnnnii 2 7,

ICH Guidelines (Q6A) wazudlulunzidousiueua ’
: 91984 In-house specification Hdonndostu general chapters muﬁswlﬁu USP,BP,Ph.Eur.,JP atulminiszmaszyssenmnnd 1 T, ,
ICH Guidelines (Q6A) waguAlulungilousiueuan

: 1484 In-house specification Tidonndesiiu general chapters anuiiszylilu USP,BP,Ph.Eur, P atiulmindussmaszyshsen, ICH

Guidelines (Q6A) urldlduAlalunsdeusueGeasnaliduzltumnuiidinnuanznssunisemisuasenasiuenans o5 foiudu 1
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- 97984 In-house specification Haonndostu general chapters muﬁiwlﬂu USP,BP,Ph.Eur.,JP atumuuszniaszysnsnen, ICH Guidelines

(Q6A) wazuAlalungidousSueua °
2. quamuazAatRIMITIvINsTidimaieyssansamnsiniyimeuna 90 AZWUY
2.1 Long term stability 713 ASEAN guideline on stability study of drug product 10
n1sfine long term stability way Accelerated stability m131 ASEAN guideline ATUAMDTEETULRAIN(23T) Wawdinan15ANY on-going .
stability Ureutlagliu waziiienansuansasudou °
din13@nw long term stability way Accelerated stability 11 ASEAN guideline ﬂiumum‘&gmuuamﬂ(zﬁ) uardinan1sAneI on-going

stability UneutUaqliu ’
:n1s@ine long term stability waw Accelerated stability #1131 ASEAN guideline AsumaeNge1uuaa1n(2l) uaginanisiiny on-going

stability UneutUaqiu ’
din13@nw long term stability way Accelerated stability 13 ASEAN guideline mumumqmuuaam(zﬁ) ualaifiman1s@nyn on-going

stability UneutUaqliu !
fnn3finw1 long term stability uaw Accelerated stability m11 ASEAN guideline asunuengeuuaan(2y) wildiinan1sfinw on-going

stability UneutUaqiu ¢
3@ long term stability waw Accelerated stability Laitfulumu ASEAN guideline asumuengeuuaain(=37) uazinanisfinu

on-going stability Urieutlaguu >
Hnsfine long term stability uaz Accelerated stability LiJulunnu ASEAN guideline Asumuergeuuaan(2l) uaziinansin

on-going stability Ureutlagiu ‘
Fn"3@nw long term stability uaw Accelerated stability Laitulumiu ASEAN guideline asumuengeuuaan uldiinan1sfne on-going

stability ?Ja"lfjﬂ 0
2.2 Uszaumsaimunsls 10
fszaunsainslilulsmennaniuasunslaodunslilunisinvunduasiegluiydsedenlsmeariuniund 10
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HIFURUY 30
A8n15Anw1duuuy Randomized controlled trial wWisuieufugduuuy Auilunsarsmensunmd 20
A8n15Anwduuuy Randomized controlled trial laflsi3euiieufugsuuuy Auilunsarsmensunms 10
A8n1s@nw1duuuy Non-Randomized controlled trial ffiuluansansmenisusme 7
A8n1sAnwduwuy Comparative studies wuu Cohort studies (Prospective) Afiunlunnsensmenisunng 5
AnsAnwnduwuu Comparative studies wuu Case-control studies (Retrospective) AfiuwWluasansmanisunne 3
Lalfinns@inunidenieadin 0
: finsuanswa Risk Assessment Report for Elemental Impurities 1u1/¢ﬁ_§'1maﬁmiwﬁmﬁ%ﬂ Finish product wag Active Pharmaceutical
Ingredient LLaximiLLamLanmsfgl,mw!nﬂ%ﬂﬁﬁmst:d?iauLLanni::mumiwﬁmﬁmﬂdmalﬁlﬁﬂmsﬂuﬁjau 1
: fin1suanina Risk Assessment Report for Elemental Impurities 1uﬂﬂ§ummmimﬁmﬁgﬁ Finish product wag Active Pharmaceutical
Ingredient usilduansionanstkaanisasuulanssuiunsuaniiensdmaliiianisuudou °
: finsuanswa Risk Assessment Report for Elemental Impurities 1umg$mmmimﬁmﬁ%ﬂ Finish product ez Active Pharmaceutical
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