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: 97984 Pharmacopoeia atiumusiuen uazhifienansviewiisdevantlunasguly lai
vzlioumiuenninnesy dinunngnssun1saswazen w3ed B Pharmacopoeia tih | fivnsan
NIANTIIUUTENMANIENTNAISISNEY lodbe/odblo

natilailaisunisiuseslusisen Official Pharmacopoeia

: $7484 In-house specification fiaeandaatiu General chapters ﬁizq’h Pharmacopoeia &
AUuasm, ICH Guideline (QoA) uazuilyulunsloumiveudr wiausiduuuu

+ 97484 In-house specification faonndasiu General chapters *f'l"ixu'lu Pharmacopoeia &
avunindtienludsenmansensms suguedoe/odl, ICH Guideline (QA) way
wilvlunsiivusindueuan

7984 In-house specification fiaaandasiu General chapters fiseylu Pharmacopoeia atu m
TwsindrdenlulsEmansznsnassugUodoe/odsls, ICH Guideline (QoA) undskila
whlvTunzlioudduen

: $1984 In-house specification fideAnApaty General chapters #iszylu Pharmacopoeia ©
adumuien lulsEMANTENT WA SN Ued e/ odbls, ICH Guideline (QoA) wazuily
Tunziioumsusuan

- 91984 In-house specification fiaoandnaiu General chapters i’l"izulu Pharmacopoeia @
atumus s lul sEn AN TENINENs TG Tode/odols, ICH Guideline (Q0A) uadelils
uilolunzilioudriueudas
ipsguMsiuinuiaznisnsEaesInamAninasismsidtumaivineasns &
nszanee(Good Storage Practice / Good Distribution Practice-GSP/GDP) !
I&%un155Us89 GSP/GDP. PIC/s 38 WHO v nviinsanuiusesiinidafia 1y SGS, BS! uaxil &
wiangumsauANaIiaslgaunIu

l&%uns5Us8e GSP/GDP. PIC/s 13p WHO annwisnuiusasiinidedio 1y SGS, BSI uaz m
Liflwangrunisaauauniuviadlaguniu

 18%unn35Usae GSP/GDP. PIC/s v3a WHO 9invihpsuiusesiitinidedie 1iu SGS, BSI uag ®
Tufusasmuneng Ly « Wau (szwinseluiused)

1ailAsuni55usas GSP/GDP.PIC/s winliiiionansuuany o
LNALSTA3BFSTUNTTALETUNITUILEN |

- flonasuanaI U TMeLasINUHTUNTAUTULNUMATES TINNSAILATUNISTIBLIN &
whondenidnsiusesiiundetie

Lifenansuane iU Tmeuas TN UM SEUSINMUNISEETINMTANETINTYIBIN o
mhsuiossAnsiusasiiundate

- SLENANTLAN IV IEILATH N U UNTEU TN AR HETIIMSAUASLNISUIBEIN Tai
wihsnuvdoasnsiusasiundefe uiusinguangwin LildufuAnunosiv W50
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4. tnm»iqnmmam. (Spemf’c quauty criteria)

: siiRRAI e SN iesa s (Eartileate of Anal.ysls wCOA) | @7 -
.0 Certlf'cate of Analysis Active Pharmaceutical Ingredient (API) &
: A3V Active Pharmaceutical Ingredient Specification ﬂ's'qunwawam1uw§umtﬁuuﬁﬁ’u &
eliuos Supplier (fudn AP) uar gudnerduiazy uasiinsuanmalugudoyaiauinn
(Quantitative data) W38 #nat snviu ¥t Physical description wag Identification
; M3 Active Pharmaceutical Ingredient Specification ﬂﬁmqnﬁ":ir'nmuﬁ%‘uwzl.ﬁauﬁﬁu &
ety i 8 i waziinuanssalugudeymdninn
(Quantitative data) 32 #fuaw uaviu Wde Physical description wag Identification
: AU Active Pharmaceutical Ingredient Specification ﬁ‘mv!nﬁ"n‘famuﬁ%“uwztﬁuuﬁﬁ’u on
il 183 Supplier (fudn AP wae drdnenduiagu wiimiuwanmaluguuuy “Conforms,
Complies, Not detected, N/A"
. nsafy Active Pharmaceutical Ingredient Specification asunmiriamuiitunaiisusiiy o
pilives Supptier (udn APD via duangndniagy wilinsusmwaluguiuu “Conforms,
Complies, Not detected, N/A" gnviu Wado Physical description uag Identification

- a5efy Active Pharmaceutical Ingredient Specification hinsuyniiia iU dou Lt
srfuentiuny. Supplier (nfin APY waz/vie Gulinuduiagl A5
a.lo Certificate of Analysis Finished Product ' ; 4
. a33iU Finished Product Spedification asuvniidanuiitunandeudiduenly uasfing &
wamsraluzudayaidauiinn (Quantitative data) %3a Waiay sy Wade Physical
description wae identification
- 54U Finished Product Specification ﬂsuwnﬁ’w‘:’amuﬂﬁumﬁuuﬁ’ﬁ'uu‘ﬂ"i waziinis o
wanmaluguuuy “Conforms, Comptlies, Not detected, N/A’

. a59AU Finished Product Specification lirsunnyite suAsunzDeushiuetiudninen | 18
ALSATIUNTIDIMIUAYEN AT
@.n Risk Assessment Report for Elemental impurities ' l _ &

+ {i Risk Assessment Report for Elemental Impurities LA 1 Active Pharmaceutical &
Ingredient wa Finished Product w38 Huenitlddunmssniunuderimunees ICH
Guidelines {QmD)
 §l Risk Assessment Report for Elemental Impurities Wasiy 19w Finished Product uavil m
MInnaay Heavy metals Tu Active Pharmaceutical Ingredient
: i Risk Assessment Report for Elemental Impuities k@3 Lawis Finished Product o
. i Risk Assessment Report for Elemental Impurities wana 1ane Active Pharmaceutical @
Ingredient Wasilimnaaay Heavy metals lu Finished Product
- fiwnznnsveasau Heavy metals 1u Active Pharmaceutical Ingredient Specification uag o
Finished Product Specification

@'G/ |- YR x-'/ ............... | TR ﬁh/ ...................

(unangn WHand) (uwariuvdnwol Aflve) (rvamaifasan viydlay)



[olcd

b | HAVigRUANAINAIANYIAINAIN (Stability data) -, @0

.0 NMISANYIA2IUA (AZLULGL oo n3aduEfil IN USE Stability AxuuuLiy <) ao(=)
. {ins@nwn Long term stability uay Accelerated stability a1y ASEAN Guidelines ASUA1Y oolz)
pgguuaan o 1) fadulunmmnaspusdedasiondidopd fuslulumsdousiiveud
LaziiHan15Ainu On-going stability Jrieuiiilagtu (Foavadeuiine o uaz b (Weu Wuat
oy)

- {in5ANw Long term stability way Accelerated stability @11 ASEAN Guidelines ASU#A ()
2gpuLaaTIn (la 1) Fatulummnasgusdasiusiodniagy Fudlalunsloumueudn
wazilnanisAnw) On-going stability Urauiilagiu (Foavimasuiitnan o waz b oy Wuab
Upe)

1in5ANWT Long term stability uay Accelerated stability 14 ASEAN Guidelines asumi ol(o)
21guuLRaIn (zm 1) Futiluaanesgrusdadusediagy iudlulunsidousirugud

uglifinanisAnw On-going stability Unawtlaguu

- iinMsAnw Long term stability wag Accelerated stability a1y ASEAN Gu:delmes ATUAMY o(&)
g uuann (o 9) dadulumunensgusindsiodiiagy Audlalunziioususud
wiliifinanisdnwn On-going stability Unautldaguiu
. finsAnwn Long term stability way Accelerated stability laiviulumy ASEAN ()

Guidelines asumuage i ualivuaain (e 9) Sadulumunasgusdnfosi
pdnfaguitnAlulunsidouivewd uaziinansnu On-going stability Unau
ifagUu (Fomaaouiinan o uay o ieu uaginisy)

: {insAnw1 Long term stability uas Accelerated stability Taiiuluann ASEAN n(en)
Guidelines asunmIgE IRt mualivueain o B Fauulumsmasgrundosiius
rdndogy fudlulumeiiousmivewd uaziinanisinm On-going stability Uiou
- fin15AnW" Long term stability waw Accelerated stability @13 ASEAN Guidelines 1Uuly o)
anusasgsdaiusiodigogy Autlulunsdowhiveud uwilinsumuengeivuaain wia
laifinanisAnn On-going stability Uriawllaguy

. $inMsfnwn Long term stability uay Accelerated stability Lairtulumin ASEAN ola)
Guidelines Hulumnassusaniusiondiogy udlylunaioudhiveud s
Linsuamegeuuaain vie LiiluanisAnw On-going stability Unerilaguu

- lifinsAnwn Long term stability, Accelerated stability uaz On-going stability a1 4
mm'muwamnmmmmL‘m-sﬂwuu*ﬂ siiould W13
oo N15ANET IN USE STABILITY ( nadueniis IN USE Stability ) o (i)

: fimsAnw IN USE stability m'mmzq'lmanmﬁmnua'\wiawangwm'n'm'ﬁ S
aifinsAnen IN USE stability snuitszylutenansiiueviavangiuiusnis o
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m | NAMigRUANNHARINANYAYDIHARANSEN (Bioequivalence) &
s Wunguuuuldfunisunifunisvi Bicequivalence Wiaifiugdunuy &
+ §51897uMsAnYT Bioequivalence iulumy ASEAN Guidelines (@it o) Aawsifudl o &
un3es oaoe Wufily Fesdninnunmenssumsemsuazorlinssusoma wasdiuluay
US.FDA Guidance %38 EMA Guidelines @1z
: Ir891un3Anen Bicequivalence \Wulua US.FDA Guidance #3o EMA Guidelines aqn o
wazlinantsmeaauAIIWIELINESNITY (Pharmaceutical equivalence) uana
- iswnumsfinen Bioequivalence hiluniu ASEAN Guidelines (Uil &) Saus Tuf o o
fiuiAn badlo B3 ma SuAY bevo Fidtinvuansnssunsamsuazs s Susea
: fisreumsfine Bioequivalence laitfiuluniu ASEAN Guidelines / US.FDA Guidance / ®
EMA Guidelines wafianismaaeuauvinfisumandunssy (Pharmaceutical equivalence)

G0N

: fiswaumstine Bioequivalence liiiiuluna ASEAN Guidelines / US.FDA Guidance / o

EMA Guidelines wazlhifinan1svaaauauwiniioumandunss (Pharmaceutical

equivalence) uamy . (x

: Lifissamnisiine Bicequivalence Tai
WAFEUN

« | wanigaipnuvindieninlunisuidainuniuenduuuy (Therapeutic Equivalence) &
 lafumsussglu US.FDA Orange Book wag Tdun1ssusesain EMA wiaiiugrduuuy &
- 1a3un1sussglu US.FDA Orange Book w3 Isfsuni1siusesann EMA m
Iiumsussglustemssdnfusioandymiifamuminionlunmsiidndnutueduwy o
TBIEIUNNUANENTTUNIS DS LAz uazdansaniuylumssuses
- hifinan133uses Therapeutic Equivalence o

¢ | WafigauRun T YUzUTIRIANAREN VST aan uasenansiiusndIniy
Uszynvu (Package, Labeling & patient information leaflet)

&0 Uiiqﬁmiﬁﬁuﬁﬁﬁum (Primary package) P
: m‘uusmmmwmuﬁizﬂu Packaging Material Specification +lo
 aaniineazdeaasutumuiiseyly Spedification wasuamslunmmizoresn +6
&lo UTTANYIYALE (Secondary package) ®
: aaNiisEadEARTUIIUANG LY ®
: anniiswaziden iasumungvay o
&.a lBNASNINUBIEISUUSEYIYY (patient information leaflet) ®
s fenanshiivendmiuussvu Adayansuduiunsinsaesdinauamenssums ®
DMTUALE T
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- fiwuNan1sinuIdoniiuaunw (Quality) suuszaviniw (Efficacy) wagaau o
Uaanit (Safety) Aldfunsiiuiluntsansinindete wie Wiunsuwuy
s dwaumanisdnwmiadin dulszdndnm uasanulasnde (Efficacy /Safety) Aldsu z;:
msifuilunsansividede
: Iswaumanisinumnenddn duasvgaaniaunin (Economic health) Aldsunisiifusily )
Nsnsiindeie
- fisrpaumanisAnumenadin du Compliance/Adherence fildsunsafusiluisansi o
Widetie
- Wifisenunisdner/Ade naedtin o

o | masuuinnssuiteglutiyfudansslne &
A s ilasutudyiuianssulne tanaitumadou wnnd s 9) vieduen &
AULUY
urAndusiofilasutudyiuinnssilng tenaitunsdou (s 1) &
Wi fusfenildsuiudyduinnssile tenmitiumedou (o-m 1) m
usdadudierdldsuiutyutnnssiine tenaiiuadou (e-c 9) WaENANTINAIN @
Tyudanssulvewd iy o ¥
Lilgsuiuyutnnssulng )

< | wamsldeawmsaianasuansinenldiunisussylutgdnlsmeauia ! &
- Isumsussynlydeveslsasouunme (UHosNet) (583 o Azwuw) vsatyden @
sanenanynignugadl
:IAsumsussih Uy lienveslsmeuiagud din nsznsnansisuay Isaweuiadann « «

LAAIIN (0.8 0.¢ AYLLUL)

- Isumsussantydeveslsawenuiadenadinmsuwmeg wis nsunisund /saeauia e
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- hildfunisussatindyBewesdsaweruiady o
& | nisfunlasuAusnnsdenlndvuany &

; flenasuansnrwiusauulAsusAusiud i dosmunoigudn &
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