nannawinisuszliua1Uszansnmeasinn (Price Performance)
betamethasone dipropionate 50 mg/100 g + salicylic acid 3 g/100 g ointment
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1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssuseslumisen Official Pharmacopoeia
- $19819 USP,BP,Ph.Eur.IPJP atuanan wasunlulunzifousSueudn wialuesuuuy 5
: 971984 USP,BP,Ph.Eur, IP,JP atudan widtlilduwilulunzieusisuen 4
: 919819 USP,BP,Ph.Eur.,IP JP atulminiszniassysinsen wazunlulungieussuenudn 3
: 919819 USP,BP,Ph.Eur.,IP JP atulminitusenimssusinsen widalalduilelungideusiisuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysinsewasui lvlunzideussueuwan 1
ilszyhsienigsdmiessdmansisen 0
nsallilasunissusesludisen (Non-Official Pharmacopoeia)
- 91984 In-house specification fiaonndnaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) uazuAlulungidousSueua wiisusduluy 5
: 1 91984 In-house specification fiaonndnaiu general chapters muﬁﬁzyi}ﬂ.u USP,BP,Ph.Eur.,JP atuaan, ICH
Guidelines (Q6A) wadslallounlalunzidousisuen 4
: 91984 In-house specification fiaonndnsiu general chapters muﬁﬁzyi}ﬂ.u USP,BP,Ph.Eur.,JP atulusninusznie
52ys13181, ICH Guidelines (Q6A) wazufitulunziloumiiuuen 3
- $1984 In-house specification fidenadasfiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP atulniininusznie
523181, ICH Guidelines (Q6A) wiikiildunlulunzileusiiiuen 2
: 91984 In-house specification ﬁaamﬂé’aﬂﬁ’u general chapters muﬁ'ﬁxqi’ﬂu USP,BP,Ph.Eur.,JP aﬂum’mﬂizmﬂ’iw
#1919, ICH Guidelines (Q6A) wazuAlulungidousiiueuan 1
iiszyhsienigsdmiesedmansise 0
1.2 Finished Product Specification # 5
nsdilasunisiuseslusisen (Official Pharmacopoeia)
: $7989 USP,BP,Ph.Eur. IP JP atuanan wazuilulunzeussueudazylulue.s) viedugduwuy 5
: 971989 USP,BP,Ph.Eur, IP,JP atudnan widgtlilduilulunsibeusiiuen a
: 971989 USP,BP,Ph.Eur,,IP,JP atulnmindtUseniassusiisnen wasunlulunsidowsiniueuwds 3
: 971989 USP,BP,Ph.Eur, IP,JP atulnininuseniasyusiisen widvlildunlulunzifeusiisuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyisewas i lulungidousmsueudn 1
liiszyhsienigsdmiessdmansise 0




nsaldlasunissuseslusisen (Non-Official Pharmacopoeia)

: 91984 In-house specification f@enndasiiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines (Q6A) wazulalungiloudsueua wsetugduiuy 5

: 1 91984 In-house specification fiaonndesiy general chapters mmﬁﬁmﬂ,ﬁu USP,BP,Ph.Eur.,JP aduaan, ICH

Guidelines (Q6A) uadslallaualalunzidousisuen 4

- 97984 In-house specification fiaonndnaiu general chapters muﬁiwi’ﬁu USP,BP,Ph.Eur.,JP atulusninusene

58ysi13181, ICH Guidelines (Q6A) wazufilulunziloumiiuauen 3

. $1984 In-house specification Tidenadadiiu general chapters m:u‘ﬁﬁz‘qiﬂ‘u USP,BP,Ph.Eur.,JP atuluininusznie

35UA5181, ICH Guidelines (Q6A) walilldunlalunzieusiuen 2

: 81984 In-house specification ﬁaamﬂé’aqﬁ’u general chapters mu‘ﬁiwi}ﬂ.u USP,BP,Ph.Eur.,JP aﬁ’ummﬂ%mﬂ%w

#1919, ICH Guidelines (Q6A) wazuAlulunzidousiuaua, 1
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2.1 Long term stability 13 ASEAN guideline on stability study of drug product 15

:1In15ANw long term stability waz Accelerated stability nns1 ASEAN guideline Asusuege1uuaaIn(=3l) waziua 15

N15ANW1 on-going stability UnewlUagdu waziienansuansasuiiu

1In13finw1 long term stability war Accelerated stability 911 ASEAN guideline Asun1u@1ge1uwaaIn(2l) wasiing 10

n13@n®1 on-going stability Uniewttaqiu

Tin13finw long term stability uaz Accelerated stability n13 ASEAN guideline AsumuegenuuaaIn(=3y) uilull 8

HAN5AN®Y on-going stability UnewlUagdu

In15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusuega1uuaaIn(2l) usiltdiing 6

n13@nw1 on-going stability Unewttagiu

din1sAne long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) 5

wagilnan1s@ny on-going stability UnewlUaqgdu

in"3finw1 long term stability uaz Accelerated stability laiiiulumu ASEAN guideline asunuangeuuaain(2d) il

uaziinan13Ane on-going stability YnewlUagdu
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: 139NV Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁa%’amaa Universal tests Wwag Specific

294 Supplier 150 Manufacturer LLazﬁmiLLamNalugULLUU "Conforms,Complies,Not detected, N/A"

: 139NV Finished Product Specification ﬂiunﬂﬁasﬁamm Universal tests Wwag Specific tests ¥89 Supplier

=l a @ 1 v v 10
tests ¥a9 Supplier 138 Manufacturer LLaxllﬂﬁLLﬁﬂQNﬂthLLUUMLaﬂJ gNLIU IV Physical description
: @39 Active Pharmaceutical Ingredient Specification ﬂsunﬂﬁaﬁa‘uaq Universal tests Wag Specific
tests U89 Supplier %39 Manufacturer Lwiﬁmil,l,amwalugﬂl,wv "Conforms,Complies,Not detected,N/A" !
- 397U Active Pharmaceutical Ingredient Specification U14#a98v99 Universal tests wag Specific tests
484 Supplier %30 Manufacturer Wagin1suananaluguiaUsunm (Quantitative date) visafaay eniiu 5
%7 Physical description
- @59A1U Active Pharmaceutical Ingredient Specification uns#agauas Universal tests uay Specific tests

0

38 Manufacturer waglimsuansualuzuuuudiay sniiu Wde Physical description 10
- @591 Finished Product Specification ﬂiunﬂﬁ’ﬁa%aﬂ Universal tests Wag Specific tests U839 Supplier
139 Manufacturer LLﬁiﬁmiLLamNalugULLUU "Conforms,Complies,Not detected,N/A" 7
- PENTTU FINISNEU FTOUUCT SPECHTCalion U NV I TN UNIVETSAl LESTS thelo SPECHIC TESLS "JeaN SUPPUET Ve
Manufacturer uaziimsianawaluguideUsunn (Quantitative date) visesaay enviu viade Physical

5
deccrintion
- 9391 Finished Product Specification U13%Uav89 Universal tests Waz Specific tests U483 Supplier %39
Manufacturer LLaxﬁmiLLamNasLugULLUU "Conforms,Complies,Not detected, N/A" 0

UIAULUY 15
AnsAnwuunuy Randomized controlled trial WSsuiisuifugduuuy ARuslunsasmansuwmed 12
AnsAnwidunuy Randomized controlled trial TuldlUSsuiisuiugdunuy Ausilusansmenisunmgd 10
A8nsAnwudunuy Non-Randomized controlled trial ANWlLTENSNINTUNNE 8
Asnsanwilunuy Comparative studies Wuu Cohort studies (Prospective) ARLWLLANTANTNINTTUNNE 6
A5nsAnwufuuuy Comparative studies wuu Case-control studies (Retrospective) ARNWLUINTANTNIINTUNNE 4
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- 1LNaNTUanInIsvin Risk Assessment Report for Elemental Impurities 493%3 Finish product ag Active

Pharmaceutical Ingredient kagdln1suanINaN1TILATIZIA Y0919 Finish product wag Active Pharmaceutical

:NUTIIIUMADAYT EeliYTEYTRY1 ANUTY WarTununegyNviaen

Ingredient > 3 JUYBINTINGR 10
- 19NaNTUanInI5Y Risk Assessment Report for Elemental Impurities ya9iis Finish product ez Active

Pharmaceutical Ingredient WANNISLEAINANITIATIZI VBS Finish product Wag Active Pharmaceutical Ingredient

1 JU YINIHER 7
- liifllonansuananisvh Risk Assessment Report for Elemental Impurities Wilinan15n519 Elemental impurities

%m’;q Finish product &g Active Pharmaceutical Ingredient > 3 éuma@mmﬁm 5
- lifilonansuananisyh Risk Assessment Report for Elemental Impurities Walinan15n339 Elemental impurities

vaaa Finish product kag Active Pharmaceutical Ingredient 1 1 ¥84nN15K&n 3
- Liifllonansuananisvh Risk Assessment Report for Elemental Impurities kagdinan15m32a Elemental impurities

4849 Finish product %38 Active Pharmaceutical Ingredient \figsegnslnagnanil 1
- 13ifin3911 Risk Assessment Report for Elemental impurities wazliifinan15¢s1a Elemental impurities 0

- Juiidesdosiuuas ng miedosvasussysusiaunsadeosiuuasle

ARninesaaIneIRawuUaivluiun1Yur T

wuindiniseanutymiuteunnsosvasansiu (product defect) Msllgymisuuseansnin anuvasnss

suslgmannisldauees Device
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