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1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunssuseslusisen Official Pharmacopoeia
: $79819 USP,BP,Ph.Eur. IPJP aduanan wazuilulunzideussueuds wialuesiuuuy 5
: 871989 USP,BP,Ph.Eur. IP,JP atudnan widgtlilduilulunzibeusiiuen 4
: 87989 USP,BP,Ph.Eur,,IP,JP atulminitUseniaszusiisnen wasunlulunsidousiniuewds 3
: $79819 USP,BP,Ph.Eur.,IPJP atdulmindnsznmaszysiisen uadaladlduilalunsdeussuen 2
: 87989 USP,BP,Ph.Eur, IP,JP atusmulszniaszusinsewazuilalunsidewsinSueudn 1
laiszyhsienigsdmiessdmans e 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
: 1484 In-house specification fidonA&aaifu general chapters muitszylilu USP,BP,Ph.Eur. )P atudgn, ICH
Guidelines (Q6A) uazunlulunzidoussusuar wisdugfuluy °
-1 92984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) wsgslailgunlalunzidousinzuen ‘
- $1984 In-house specification fidenAdasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumininusznie
523181, ICH Guidelines (Q6A) wazunlvlunsidoudiueua ’
- $1984 In-house specification fidenadasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumininusznie
35UA5181, ICH Guidelines (Q6A) walildunlalunzieausiuen ?
- 91984 In-house specification ﬁaamﬁ”aaﬁu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aﬁummﬂixmmw
#1318, ICH Guidelines (Q6A) wazwiluluneidoudinsueuwan :
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1.2 Finished Product Specification # 5
nsallasunssusesludisen (Official Pharmacopoeia)
- $79819 USP,BP,Ph.Eur.IPJP aduanan wazuilulunzideussueudszylulue.5) wiedugduwuy 5
: 871989 USP,BP,Ph.Eur. IP,JP atuanan widsluildudlulunzifeusiiuen 4
: 919819 USP,BP,Ph.Eur.,IPJP atulminiszniasyysinsen wazunlulungieusmiuenud 3
: 871989 USP,BP,Ph.Eur,,IP,JP atulnininUseniaszuisen widvlilduilulunzideusiiiuen 2
: 97989 USP,BP,Ph.Eur, IP,JP atusmulszniassuinsewaziilrlungidowsinSueudn 1
iiszysimeniidrsdmiesidmanesisen 0
nsallilasumssuseslusisen (Non-Official Pharmacopoeia)
- 97984 In-house specification fiaonndnariu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP atuage, ICH
Guidelines (Q6A) uazunlulunzifoussusuar wiadugfuluy °
- 91984 In-house specification fiaonndnariu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP aduage, ICH .
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52UYAN5181, ICH Guidelines (Q6A) wasunluluneidoumiveuds ’

- 97984 In-house specification fiaonndoaiv general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP atuluniininusenia

525181, ICH Guidelines (Q6A) wiikiilduilulunzileusiiiuen ?

: 91984 In-house specification ﬁﬁamé’mﬁu general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP aﬁ’umuﬂizmﬂi:ﬁy
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iiszyimeniiérsdmiesadavaessen 0

2. auautRimsirnsiigeustlsvirenisufify 90 Az

:1In15ANw long term stability waw Accelerated stability a3 ASEAN guideline Asumuenge1uuaaIn(=3l) wazilua

n13AN®1 on-going stability Unewldagtiu uaviionansuanasuiou 10
:1In15ANw long term stability waw Accelerated stability anu ASEAN guideline Asumuege1uuaaIN2ly) uaziing

N13An®1 on-going stability UnewlUaglu 8
Tin13finw long term stability uaz Accelerated stability n131 ASEAN guideline AsumuegenuuaaIn(=3T) uilull

NAN15ANY on-going stability Unewliagdu !
Tin13finw long term stability uaz Accelerated stability 113 ASEAN guideline Asumuegeuuaan(2l) wiliding

n13ANWYY on-going stability Yneutlagdu ¢
n"3finw long term stability waz Accelerated stability lalilulumu ASEAN guideline asunuengeuuaain(=3t)
uazilnan13An on-going stability UneutUagdu >
Hn"3finw long term stability waz Accelerated stability lailulumiu ASEAN guideline asunuangeuuaain(2d)
uazilnan13Ane on-going stability UneutUagdu ¢
Fin"3finw long term stability waz Accelerated stability Laliulumu ASEAN guideline asunuengeuuaain walil .

THan13Aine1 on-going stability Usdngn

HAuszaunsainsldlulsmeuaruesunslaadunisldlunssnununiuazdnegludyiseteslsmeuaniupiuns

fiszaunsalnmslalulsaineruiadsin UHOSNET aundnness unneulasifunisldlunisinunund @enansuuuuans)
wiefisetoaglu Approve vendor list (flonansuuunans) visrunsiasanlaganznssunis wiedueii 5

59neg1u1afasaeu AL IuTIAT

Laifiuszaunisainsld 0

- finan1sAnwn BE Asusaslasditinaiuauenssunisenmiswazen wse Wuen BCS class | A1le3u biowaiver

INFUNIIUAUZNTTUNITO W THEZYN




A @

- fwan1sAnen BE waliiivilsdesuseswa BE 31ndtnauanenssun1semIshagen

- laiflnanns@nen BE

HIRULUU

: flonasansni1svin Risk Assessment Report for Elemental Impurities 84714 Finish product wag Active

30
A8msAnwidiunuy Randomized controlled trial WSguiisuifugduuuy ARuiluNsasmansuwmed 20
AmsAnwidunuy Randomized controlled trial ilAlUSsuiieuiugnduuuy ffuslunsasneanisunng 15
AmsAnwidunuy Non-Randomized controlled trial @fidilunsansmianisunmng 10
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