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1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasun1ssuseslusiigen Official Pharmacopoeia
- 871989 USP,BP,Ph.Eur, IPJP atiuangn uazuilulunzifeusiveuds wiaduefuuuy 5
: 919819 USP,BP,Ph.Eur.,IPJP atuanan wsiddlalldudlelungideusinuen a
: 13819 USP,BP,Ph.Eur.,IP JP atulniindnUsemaszysmisnen wazuilulunsideausiueiwdn 3
: §71989 USP,BP,Ph.Eur.,IP,JP atulninisznimsyysisen widdadlduilelunzideusiisuen 2
- 13819 USP,BP,Ph.Eur,IP JP atusmulszniaszyssewazui lulungidousfuewan 1
aissyhsieniigrsdmiesudamanssinen 0
nsdllalasunissuseslusiisen (Non-Official Pharmacopoeia)
- 91989 In-house specification Haonndsaiv general chapters muﬁiqu’gﬂu USP,BP,Ph.Eur.,JP atiuandn, ICH Guidelines
(Q6A) wazuilalunzifoudsusuda vieilusdunuu >
- 972984 In-house specification faenadoety general chapters muﬁiqu’gﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH
Guidelines (Q6A) uadtldlaualalungiloussuen !
- 91989 In-house specification Haonndsaiv general chapters muﬁiqu’gﬂu USP,BP,Ph.Eur.,JP atulnminitusenimsyy
#1518, ICH Guidelines (Q6A) wazunlalunyidausnsueuan ’
- 91989 In-house specification Haonndsaiv general chapters muﬁiqu’gﬂu USP,BP,Ph.Eur.,JP atulnminitusenimsyy
#5181, ICH Guidelines (Q6A) wakilanlulungideudsuen ?
- 91989 In-house specification faenndoetu general chapters muﬁiqu’gﬂu USP,BP,Ph.Eur.,JP atumuuszniassysiis
@1, ICH Guidelines (Q6A) wazunlvlunzifouisueuas !
laispyshseniigrsdmtesadananssinen 0
1.2 Finished Product Specification # 5
nsdilaunssuseslusigen (Official Pharmacopoeia)
: §74fla USP,BP,Ph.Eur. IP JP atiuangn wazudlulunzifewhsueudtsyylulue.s) vseduenduiuy 5
: 919819 USP,BP,Ph.Eur.,IP JP atiuanan uwsiddaildudluluneideusinuen a
: 871989 USP,BP,Ph.Eur.,IP,JP atulnindsznimseysnsen wazuh vlungsdeumsueue 3
: 919819 USP,BP,Ph.Eur.,IP JP atulnsindnUsemaszusiisnen widdalldunlalungideusiiven 2

n98ia USP,BP,Ph.Eur, IPJP atumuusemasyyssewazuilulunzideusfveudn 1
laispysaeniigrsdmtesadaanssinen 0
nsmldlasunissusestusisen (Non-Official Pharmacopoeia)
: 91984 In-house specification Haonndaaiv general chapters mmﬁ‘iqu’ﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines

(Q6A) wavuhlalunsiloussueud wialugndunuy >
: 1 97994 In-house specification Haonndaaiv general chapters mmﬁ‘iqu’ﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH .

Guidelines (Q6A) wadalailaualulungidoudsuen




: 91984 In-house specification fidanAdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atulnininuseniaszy

31n13Anw long term stability uaz Accelerated stability a3 ASEAN guideline AsUA1NRg81ULRAIN=3T) Wazina

#5181, ICH Guidelines (Q6A) wazwilalungileusisueuas >
- 81999 In-house specification Haonndsaiv general chapters m’mﬁiqu”ﬂu USP,BP,Ph.Eur.JP atulminiiusznmsey
#1518, ICH Guidelines (Q6A) ualiilaunlulungifoumsuen g
- 81999 In-house specification fiannndsaiv general chapters muﬁsquﬂu USP,BP,Ph.Eur.JP atumuuseniaszysis
1, ICH Guidelines (Q6A) wazwilulungiieussueuan !
lalszyhsieniigrsdmiesnadamansiisen 0
e o o s o 90
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N13ANY1 on-going stability Ua1gm

N13ANY1 on-going stability YnewlUagdu uasilionansuaniasuiiu 10
31n13Anw long term stability uaz Accelerated stability @ ASEAN guideline ATUATNB g TULRAN2Y) Uaziing

N13ANY1 on-going stability Unewliaqiu e
4In15@nw long term stability way Accelerated stability @131 ASEAN guideline ﬂsummmqmuuamﬂ(zﬁ) usilalfina

N13ANY1 on-going stability YneutUagdu !
Jin13fnw1 long term stability ua Accelerated stability 113 ASEAN guideline AsusmuengeuuaaIn2l) uldiing

N13ANY1 on-going stability YneutUagdu ¢
Fin3fine long term stability waz Accelerated stability Jvulumu ASEAN guideline asumue1geuuaan(=30) way
Tran13fnen on-going stability Uneutlagdu >
Fin3fine long term stability uaz Accelerated stability lait¥uluma ASEAN guideline AsumueIgeuwaan2l) uazd
KAN"5ANY on-going stability Unewttagiu !
in3fne long term stability uaz Accelerated stability laituluma ASEAN guideline AsumueIgeuuRan welkiiing .
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- laifinans@nwn BE 0
HNRULUY 30
A3ns@nwnduluu Randomized controlled trial WIsULBURUEIAULUY ARUNILINTANTNINTUINNE 20
A3nsAnwduwuy Randomized controlled trial ldlaUSsuiiieuiugdunuy ARuiluisansmanisunmg 15
A3n1s@nwndunuu Non-Randomized controlled trial ARUWILINTAIIMIAITWINNE 10
Asnsanwnduluy Comparative studies Wuu Cohort studies (Prospective) fifiusiluatsansnienisunmg 7
Asnnsanwnduluy Comparative studies WuU Case-control studies (Retrospective) Afinluansansvianisunng 5
Laifins@nwnIdeneadiin 0

- fllonanTuanin1syi Risk Assessment Report for Elemental Impurities 49974 Finish product kag Active

Pharmaceutical Ingredient LagZin1SUAAINANITILATIZY YIS Finish product way Active Pharmaceutical Ingredient > 10
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- flenansuaninisvin Risk Assessment Report for Elemental Impurities 499919 Finish product Wag Active
Pharmaceutical Ingredient LAZINSLAAINAN1TILATIZI VB3 Finish product wag Active Pharmaceutical Ingredient 1 iju 7
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- ladflenansuansnisvin Risk Assessment Report for Elemental Impurities watlinan13ns$29 Elemental impurities 994919

Finish product wag Active Pharmaceutical Ingredient = 3 ':;'mjaqmswﬁm >
- ladfllenansuansnisvin Risk Assessment Report for Elemental Impurities Watinan15m5a Elemental impurities madﬁu’ﬂ

Finish product aig Active Pharmaceutical Ingredient 1 iju YDINIINER ’
- ladfllenansuansnisvin Risk Assessment Report for Elemental Impurities Wagiinan1snsia Elemental impurities w84

Finish product %38 Active Pharmaceutical Ingredient ifiesegnslnaenaviia !
- laifin19vi Risk Assessment Report for Elemental impurities waglaiinan13nsia Elemental impurities 0
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AJuenansfeylual (NG) & Periodic Safety Update Report (PSUR) #38 Risk Management Plan
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14§l Periodic Safety Update Report (PSUR) wag Risk Management Plan
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