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1.1 Active Pharmaceutical Ingredient Specification # 5

nsmlasun1ssuseslussen Official Pharmacopoeia

: 819819 USP,BP,Ph.Eur.IP,JP atuanan uazuilulunzilewiduenuds viailuendunuy 5

: 879819 USP,BP,Ph.Eur.,IPJP atuanan uidlildunlaluneideusisuen 4

: 91984 USP,BP,Ph.Eur,,IP,JP atulmindnusenmiasyusiisnen wasuilulunzieusmsueue 3

: 81989 USP,BP,Ph.Eur.,IP,JP atulmininusemassusiisen wadgdadlauilalunzdeusiiven 2

: 1984 USP,BP,Ph.Eur,,IP,JP atumuuszmassysimewasuilulunzieusmsue 1

: lﬂizqﬁ’liwmﬁﬁw5&‘1/;%@5’1@5@1/1@'18%5’18? 0

nsdilall@sunissuseslusiisnen (Non-Official Pharmacopoeia)

: 979849 In-house specification faonadoaiv general chapters mmﬁ'ﬁsﬁmu USP,BP,Ph.Eur.,JP atiuage, ICH Guidelines

(Q6A) wazwhlalungidousiueuds viiedueduwuy 5

- 972484 In-house specification fiaonadoaiu general chapters mmﬁ'ﬁsﬁmu USP,BP,Ph.Eur.,JP atuage, ICH

Guidelines (Q6A) wadslilauAlalungidoussuen a

: 97984 In-house specification fiaenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur.,JP atulnsinituseniassy

#5187, ICH Guidelines (Q6A) wazuwdlulungiJausisusuan 3

- 979949 In-house specification fiaenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur. JP atulnsinituseniassy

fin5181, ICH Guidelines (Q6A) ualalaululungifaumsuen 2

- 979949 In-house specification fiaenadasiu general chapters mmﬁﬁsqiﬁu USP,BP,Ph.Eur.,JP adusmulseniAssysnsen

, ICH Guidelines (Q6A) wazwibulunzilauiSueuan 1

aispysseniigrsdaiesnsdavansdsen 0

1.2 Finished Product Specification # 5

nsdileisun1ssuseslusiisen (Official Pharmacopoeia)

: 81989 USP,BP,Ph.Eur.IP JP atuanan wazuilulunzifeusiuewdszylulue.5) vsaduenduwuy 5

: 919819 USP,BP,Ph.Eur. IP,JP atiuanan widdalaunlulungideusiiuen a

: 1989 USP,BP,Ph.Eur,,IP,JP atulmininuseniasyusiisnen wasuilulunzifeusmsueud 3

: 919019 USP,BP,Ph.Eur. IP JP atiulminituszniassusinsen widdadlaunlulunsideusiisuen 2

: 919819 USP,BP,Ph.Eur. IP,JP atiumuuseniaseysiaeuasui lvlunsideusifugudy 1

- lisyydsenendwisedndmaisiisen




nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 91984 In-house specification ﬁaamﬂé’aqﬁu general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur.,JP aﬁuéﬁqm, ICH Guidelines

(Q6A) wazunlulungiloussusua vieilueduwuu 5

-1 9994 In-house specification fiaonadoaiv general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur.,JP atuagn, ICH

Guidelines (Q6A) uadaladlaunlulunziloudiuen il

- 91984 In-house specification fiaonadoaiv general chapters m’mﬁiwl}ﬂu USP,BP,Ph.Eur. JP atulnsinituseniassy

#1918, ICH Guidelines (Q6A) wazululunzidousiueua 3

: 97484 In-house specification faonadoaiv general chapters m’mﬁiqu"ﬂu USP,BP,Ph.Eur.,JP atulnsinituseniassy

#1378, ICH Guidelines (Q6A) usikiilauAlulunzidausisuen 2

 §1984 In-house specification denndeafu general chapters suftszylilu USP,BP,Ph.Eur,JP atunuusenaszysien

, ICH Guidelines (Q6A) wazunlulunzidousiueua 1

: lﬂizqa‘hiwmﬁﬁw?Nﬁaé'wawmwﬁmm 0
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2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10

:1In13Anw long term stability waz Accelerated stability #1131 ASEAN guideline AsuAIBI8ETULRAIN(=3T) UWaviina 10

nN13@NnwY1 on-going stability UnawulUagdu uasiitenansuaniasuiau

dIn15Anw long term stability waz Accelerated stability #1u ASEAN guideline ATUATNBIgETULRAN2Y) waziing 8

nN15@NY1 on-going stability Unewldagtu

3In15@nY long term stability waz Accelerated stability A1 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) usilglfina 7

nN13@NY1 on-going stability Unewlagtu

3In15@nY long term stability waz Accelerated stability A1 ASEAN guideline ﬂiumumqmuuamﬂ(zﬂ) usilglfina 6

nN13@NY1 on-going stability Unewlagtu

Fn13fnw long term stability uaz Accelerated stability laliuluniu ASEAN guideline Asumuengauuaain(>37) uazdl 5

HAN5AN®N on-going stability UnewlUagiu

Fn13finw long term stability uaz Accelerated stability lal¥uluniu ASEAN guideline asumuenganuuaain(2l) wasil a

HAN5AN®T on-going stability UnewlUagiu

Sn13fne long term stability uaz Accelerated stability lal¥uluniu ASEAN guideline asunuangenuuaain wildiina 0

N13AN¥1 on-going stability Tdngn

2.2 Uszaunsalnunsldy 10
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- laifinans@nwn BE 0
HNAULUY 30
A3ns@nwduiuu Randomized controlled trial WS UEUfIUENAULUY ARUWIUINTANININITUINE 20
A3n15Fnwndunuu Randomized controlled trial laildiuSauiisuiuandunuy ARusiluinsansnisniswnmg 15
A3ns@nwduiuu Non-Randomized controlled trial AIUINTANTNINTUNNE 10
A5nsAnwnduuy Comparative studies LUy Cohort studies (Prospective) ALlLATENTNNINTTUNNE 7
5
AsnsAnwundunuy Comparative studies WUy Case-control studies (Retrospective) ARUNIWAITAITNINITUWNE
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: LLonasHanInNIvin Risk Assessment Report for Elemental Impurities 483914 Finish product ag Active

Pharmaceutical Ingredient Lagdin1suanInan1sILAsIZ U89 Finish product ag Active Pharmaceutical Ingredient > 3
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- flonasuanini1svii Risk Assessment Report for Elemental Impurities 48#3 Finish product way Active

Pharmaceutical Ingredient LATINSULEAINANTITIATIZHA VB Finish product wag Active Pharmaceutical Ingredient 1 ':j:u

YDININER 7
- ladflonansuaninisvin Risk Assessment Report for Elemental Impurities wiiiinan15m32a Elemental impurities vaam

Finish product Wag Active Pharmaceutical Ingredient > 3 iumaamwﬁm 5
- ladfonansuaninisvin Risk Assessment Report for Elemental Impurities wiifiinan15m323 Elemental impurities vaam

Finish product Itag Active Pharmaceutical Ingredient 1 iq'u YININER 3
- ladfllonansuaninisiin Risk Assessment Report for Elemental Impurities wagiinan1ns1a Elemental impurities U84

Finish product #ia Active Pharmaceutical Ingredient iiiesagndlaagnemiia 1
- lafin59i Risk Assessment Report for Elemental impurities waglaifinan13ns1a Elemental impurities 0

ABuenansdaylvgd (NG) § Periodic Safety Update Report (PSUR) wag Risk Management Plan

MITEYYOLT VUL AE TUNLADNY 3
AN3IEYesn e lar Tunune guUUTIIMN NduRaR v luy ey sen 3
AN3IEY¥0eN WY ILaY TUNADILUNUTI M NdURAT Ug U IMIe YR IeN 2
JifinsssyTumunonguuussydaniidudaiueviolusndass 0
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N5t dugdadl imprint code vdlingndsdresian1sus® nsalldlvendn Rarsanliasuuuiis 2

wuhiinsseaulgmaudeunnsesweswdndue (product defect) Nsllgmaudszavsnim mulasnis s

Ygymnannnisldauves Device

(RMP) lagdniunsludsewalneuans 5
ABuenandaylvgd (NG) § Periodic Safety Update Report (PSUR) #58 Risk Management Plan

(RMP) ﬁ"ﬂ%@hLQUﬂ']{LUUixLWﬂIWEJLLaﬂQ 3
14Tl Periodic Safety Update Report (PSUR) waz Risk Management Plan

(RMP) ﬁ"ﬂ%ﬁ%ﬁﬂﬂqilu’lh%LWﬂiWﬂ 15519N 0
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