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1.1 Active Pharmaceutical Ingredient Specification # 5
nsdllasunssuseslusisen Official Pharmacopoeia
: $7989 USP,BP,Ph.Eur. IPJP atuanan wavuilulunzidewsiiueuds vialuersiuuuy 5
: 971989 USP,BP,Ph.Eur, IP,JP atudnan widgtlilduilulunsibeusiiuen q

: 971989 USP,BP,Ph.Eur,,IP,JP atulnmindtUseniassusiisen wasunlulunsidousiiueuwds




: 19819 USP,BP,Ph.Eur.,IP JP atulminitusenimssusinsen widalulduilelungideusiisuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassysiisewasui lvlungideusmsueuds 1
iiszyimeniiérsdmiesadamaesisen 0
nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

- 97984 In-house specification fiaonndnaiu general chapters mmﬁiwi’ﬁu USP,BP,Ph.Eur.,JP atuage, ICH

Guidelines (Q6A) wazwlalungiloudsueua wsetugduiuy 5
-1 91984 In-house specification faonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuaae, ICH

Guidelines (Q6A) uadslailanalalungifousisuen a4
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgniAsusingen, ICH Guidelines (Q6A) wazudlulunzidewsinSueudn 3
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgniAszusingen, ICH Guidelines (Q6A) usilidldunlvlungidousiuen 2
: 81984 In-house specification ﬁaamﬂé’aqﬁ’u general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuauusena
58ysi13181, ICH Guidelines (Q6A) wazufilulunziloumiiuauen 1
liiszyhsienigsdmiessdmansisen 0
1.2 Finished Product Specification # 5
nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 81989 USP,BP,Ph.Eur, IP,JP atiuaian wazudlulunzidewiiueudaszylulue 5) wiadueduluy 5
: 919819 USP,BP,Ph.Eur.,IPJP atiuangn wigeldlawnluluneideusiuen q
: 913819 USP,BP,Ph.Eur.,IPJP atulminiszniassysinsen wazunlalunzieussuenudn 3
: 19819 USP,BP,Ph.Eur.IP JP atulminitusznimssusinsen widalalduilelungdeusiisuen 2
: 87989 USP,BP,Ph.Eur, IP,JP atusmulsznimssusinsewazuilalunsidewinSueudn 1
iispyhsienigsdmiessdmansisen 0
nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 91984 In-house specification fiaonndosiu general chapters muﬁsxqi’fﬂu USP,BP,Ph.Eur.,JP atiuangn, ICH

Guidelines (Q6A) wazwilalungiloudsueua wsetlugduiuy 5
: 1 91984 In-house specification fiaonndosiu general chapters muﬁsxqi’fﬂu USP,BP,Ph.Eur.,JP atiuangn, ICH

Guidelines (Q6A) uadslailaualalungioudisuen a
: 91984 In-house specification fiaonndosiu general chapters muﬁsxqi’fﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgneAsyysinsen, ICH Guidelines (Q6A) uazuilulungidoudsueudn 3
: 91984 In-house specification fiaonndosiiu general chapters muﬁsxqi’fﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgnAsyysinsen, ICH Guidelines (Q6A) uslallaululungileusiuen 2
: $19349 In-house specification fidenndaafiu general chapters mmﬁ'ﬁzyl"ﬂu USP,BP,Ph.Eur.,JP atdiusulsenie
529181, ICH Guidelines (Q6A) wazunlvlunsidouiueua 1
iiszyhsinigsdmiessdmansise 0
2, ﬂmamﬁamﬁmmiﬁL?ﬁyaﬂssiwﬂsiamsﬂﬁﬁaam 90 AU




:1n15ANw long term stability kg Accelerated stability a3l ASEAN guideline asusnaege1uuaaIn(=30) wagll 10

HaN13ANY on-going stability Unewlagtu uavilionansuaninsuiiu

:1n15ANw long term stability kg Accelerated stability a3l ASEAN guideline asusnuege1uuaaIn(=3T) wagil 9

HaN13An1 on-going stability Unewtdagdu

:1n15ANw long term stability waw Accelerated stability a3 ASEAN guideline asumaege1uuaaIn(2l) uazil 8

NaN13ANYI on-going stability UnewlUaglu

Tin13finw long term stability uaz Accelerated stability 113 ASEAN guideline Asusmuegeuuaan(=3y) uily 7

dnan13Aine on-going stability Unewtlagiu

Tin13finw long term stability uaz Accelerated stability 1131 ASEAN guideline AsusmuegeuLaaIn(2l) wilyd 6

NaN13ANYI on-going stability UnewlUaglu

4n15An® long term stability tag Accelerated stability Taifuluanu ASEAN guideline ATUANNBDIGYIVURAN 5

(23Y) uazilnan1sfinw on-going stability Ynautlagiu

Fn"3finw) long term stability waz Accelerated stability lailulumu ASEAN suideline asunuangeuuaain(2d) il

wazdlNaNI5ANYY on-going stability UnewlUagdu

4n15An®1 long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGYIVURAN ) 0

Laidinan1sfinw1 on-going stability Usnan
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- fwansAnen BE waliiivtlsdoSusesna BE 31ndtna1uanenssun1semshagen 7
- liiflnannsAnen BE 0
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A3n5Anwduwuu Randomized controlled trial W3gUMgUAUENRULUY ARUWILINTANTNIAITUINNE 20




- dnsuanswa Risk Assessment Report for Elemental Impurities = 3 i_'u‘tlaﬂmiwamﬁa Finish product Lag Active

Pharmaceutical Ingredient wagn1suaniienaszwasnasininisiisunlainssuiunisndnienadmaliiinnis

AnsAnwndukuu Randomized controlled trial lailauSsuiieufiugndunuy ffusilunsansnienisunme 10
A3nsAnwndukuy Non-Randomized controlled trial ARNWlLINTATNINTUNNG 7
5
A8nsanwlunuy Comparative studies WU Cohort studies (Prospective) Afiusiluasansnisnisunmg
3
A8nsanwilunuy Comparative studies WUU Case-control studies (Retrospective) RUNIUNTENTNINTUNNE
laifinnsAnedentenadin 0
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- dnsuanswa Risk Assessment Report for Elemental Impurities > 3 i:wuaﬂ Finish product %38 Active

Pharmaceutical Ingredient agnslnoganil LLazﬁﬂ’]'ﬁLLﬁmLE)ﬂﬁﬁi%LLﬁ]quﬂﬂ%ﬂﬁﬁﬂ’ﬁLﬂéﬂuLL‘Uaﬂﬂ'ﬁ%‘U’mﬂ’]iNam‘ﬁ
omdmaliinnsUudeu 8
- dnsuanswa Risk Assessment Report for Elemental Impurities Tuun95u (< 3 u) ?Jaqmiwamﬁﬂ Finish product

ey Active Pharmaceutical Ingredient LLazimiLLﬁmLaﬂa”li%l,l,amﬂﬂ%y’aﬁﬁﬂ1iL‘tJ§EJuLL‘UaﬂﬂszU’JumiNEmﬁa”m
danaliinnsuudeu 4
- dnsuansia Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical

Ingredient wragslaagawils 2
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