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Naﬂﬁimﬁﬁmiwﬁﬂm A ulumiu Finished product specification k8% drug substance

specification N1919891AAdURFUATURBINY Felaaanziloudad1iniuaAnzNITNNITEIMITHAZET NTENT

v
]

anssaguisiindussuildsadsdenduaduiiiisumivselniniunsgrundasisuladsuni s auusznie
NITNTWATITUGY 1309 T2UATIET WA 2561 aeTuil 6 Sunan W.A.2561 (aeUseniAlunvianuneriui 12
NUAIRUS W.A.2562) way seUf13181 RUUN 2) W.A.2562 a9Tu 3 NTNYIAN W.A.2562 (AeUTEn1AlUII¥AR1

yunwiufl 26 NINgIAL N.A.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification mwmummﬁlszﬂu finished product specification
3.1.2 | Assay 90.0%-110.0% of the labeled amount
3.1.3 | Uniformity of dosage units* Meet the requirement
3.1.4 | Dissolution* Not less than 70 9%(Q) is dissolved in 30 minutes




3.2 Drug substance specification:

h) Test Items Specifications

3.2.1 | Identification Correspond with requirements

3.2.2 | Assay 97.0%-102.0% of the labeled amount

3.2.3 | Loss on drying Not more than 7.0%

3.2.4 | Secific rotation +97 to +103

3.2.5 | Selenium 0.003%, a 200-mg test specimen being used

4. NMSANWIDU

4.1 Long term stability ANUDIEEN
4.2 In-use stability N/A
43 | dnsAnw TE N/A
NUBLUR - * e Dissolution way Uniformity of dosage units TALLUIONETUANITIZALLDUANA

M3nsntnszimndliudsseazdesiiiudnarlilulu coa

~ nsdiflaanefeundsnsiiu (waive) nMsnTiadeudinsisisienisla Tiduiansonans
vdngrusananilazuousiase

- Drug substance specification ﬂm‘imﬁmﬂiﬁmi’wﬁ%aﬂ@'mam drug substance 5o Tu
AA31291 drug substance vosRanedFagU atulaatunils Inesimsnsninsziasy

VNITeimue

5.Houlvduy
faueradestiudiunameionans wiouaweiotesusenonarslneddiswunaneanden fil
5.1 lnansiilssueygetunsideuivenfiodminelulssmalne uazduas (declare) wawman
5.1.1 luddymstunsDousiue Tou ne8.2 8.3 ve.d wie 8.2 udusnsd
5.1.2. Tudwetunsidiou ve.1 vide 6.1 veseilauesia wiouseazdenitensauam
AN MYBIHAR ST LATuMzLTEU (Finished product specification) uazderuuanmnmuasingiu
(drug substance specification) n3difiegszmitsnsivasuuvasudludfisnfnazfesuuuionasnmsvoudiy

(8.5) o finished product specification Waz/wse drug substance specification




5.2.18NE155UTBATFIUNTHAREN
5.2.1. nsslendnludsemelve dudndodiionanssusounasgunanenunaninasiuagisnis
firlun1swdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagutiageu PIC/S participating
authorities %138 HlonansiuTeuNATHIUNHANEMLVANINATILAYAENSRlUNSHAR e A TN
ANENIIUNITOWNTRATEINTENTIAS 0D Fermundulpefinnuaonadesuasvinfionfundninasiuazisnmsd
Flunsndnen PIC/S Tunnneniliausng
5.2.2. n3elgnd1NANUTEIA JREnfealiananTuTewnIgIuNSHERLIMUNaNNAILAY
FBn157imlunnsnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingsiaesu PIC/S
participating authorities #38 GMP vaUsenARKERaTUagAnINYT e 1LAABAT LT ILANTE]
5.3.10NaN AR TaLeTIAN
5.3.1. N@N1INTITRATIZRAMNNEEN u9IeE1593UvesENER (certificate of analysis finished
product) Tugnsuiidaduegng

o

5.3.2. HANIATITIATILVIAUNIWINGAUTDIFILNEAYY (certificate of analysis of drug

o

substance) Mldlunswaneuiidanduegaiavesindnsuasindningiv

[
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1
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substance) 0 5.3.2 fiugun1sndnvendnsdinmiendnsagy (finished product) 9 5.3.1.

5.3.4. nan13AN®I long term stability maami’mmQmaamﬁéﬁuwLﬂwﬁﬁ’wﬁwﬁmm
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AZLUUANNMTINSUSEEUAIUSE NS NNsas1A0

FanUsuand 1 s1aauasian (Price)

40 AZLUY
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2. WINIFIUNENTN 20 ATWUY
3. AuauUANReUsyloviransUf RNy 60 ATLUY
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ALz AnANTATL U lordsovnasiunis thviinazuuy
1. 195Ul IURER 20 AZLUU
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) # 5
- 16iSun155us09 GMP-PIC/S M3aLiiauin 5
IF¥unns5uses WHO-GMP wiewfleuwin lunineiiisadesiu APl 4
- 1A5un135uses WHO-GMP viawfisuwin lissymiiadniau 3
13uns3uses GMP mnUszmagidn luvsnaiifeidesiu AP 2
 Iisunssuses GMP anUsemerudn Tssynuandaau 1
- 1A5un135uses GMP way GMP vianengliiiiu 3 e 0
1.2 982198130509 GMP/PICS 984 Active Pharmaceutical Ingredient (API) # 5
- 1@5UN335US0e GMP-PIC/S vidalfisun fisvasiiansuses 3 U 5
- 1e5un195U909 GMP-PIC/S w3aLiieuwin dszeziaisuses 2 U 3
- 1A5UN135US0e GMP-PIC/S Widalfisun fisvagiiansuses 1 U 1
- nssdlailasunsSuses GMP-PIC/S vieldsunisiuses GMP-PIC/Sviseifieuiin nuneglsliiu 3 iieu 0




1.3 Certificate of GMP Finished Product # 5
- 165Un1950909 GMP-PIC/S n3aLiteuwyin 5
1F¥uns¥uses WHO-GMP videiflsuwin Tumnafiiendasiu AP 4
- lasunssuses WHO-GMP wiawisuwi ldssumuindaiau 3
1e¥unns¥uses GMP MnUsemegnan TumnaiiAeadosiu AP 2
: lAsumssuses GMP nUsenaguan liseyumanadaiau 1
- 1A5un135uUsee GMP waw GMP vunengliiiiu 3 e 0
1.4 5382178130599 GMP/PICS 983 Finished Product # 5
- 195Un195UT09 GMP-PIC/S vi3aLiieuiin fiszeziianiuses 3 U 5
- 1A5un195U909 GMP-PIC/S m3aLiieuwin dssegiaisuses 2 U 3
- 195Un195UT09 GMP-PIC/S vi3aLiieuiin fiszezaniuses 1 U 1
- nssllallasunsuses GMP-PIC/S vlelasunisiuses GMP-PIC/Svisewiisuiin nuneglsdiiu 3 ieu 0
2. WMIFIUNEASUN 20 AZKUU
2.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssusestumisien Official Pharmacopoeia

: 929014 USP,BP,Ph.Eur.,IP,JP atuanan 5
: 813814 USP,BP,Ph.Eur. IP,JP atulminiiusznmassusisenladiiu 6 U 4
: 91989 USP,BP,Ph.Eur. IP JP atulmindnUsemassusinsenliiv 4 U 3
: $13814 USP,BP,Ph.Eur. IP,JP atulminiszmassusisenladiiu 2 2
: 924814 USP,BP,Ph.Eur.,IP,JP adumuuszniaseysisnen 1
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

- 91984 In-house specification ﬁiaaﬂﬂéjaﬂﬁu general chapters mu‘ﬁliaﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu

a'wzjm, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nseilaifiwite

Heavy metals) 5
- 91984 In-house specification ﬁiaaﬂﬂéjaﬂﬁu general chapters mu‘ﬁliaﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu

LN, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities uans(nsdilddnide

Heavy metals) a
- 91984 In-house specification ﬁiaaﬂﬂéjaﬂﬁu general chapters mu‘ﬁliaﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu

a'wzjm, ICH Guidelines wsilaiil Risk Assessment Report for Elemental Impurities wans(nsailaifivde

Heavy metals) 3
- 91984 In-house specification fiaonadaaiu general chapters mu‘ﬁliwﬂ,ﬁu USP,BP,Ph.Eur.,JP aUu

LN, ICH Guidelines uelaifl Risk Assessment Report for Elemental Impurities Lana(nsellaifiiite

Heavy metals) 2




- 91999 USP, BP, Ph.Eur.,JP %38 In-house specification figennassiu ICH u1eiaide (81989mane

pharmacopoeia 3931114) 0
2.2 Finished Product Specification # 5
nsalasunssusesludisen (Official Pharmacopoeia)
: 919819 USP,BP,Ph.Eur. IP,JP atuaan wasuilulunsideusisueuaiseylulue.5) 5
: 819814 USP,BP,Ph.Eur. IP,JP atuaan wadilylaudlulunsideussuen 4.5
: 91983 USP,BP,Ph.Eur. IP JP atulmindussmassysiiseliiu 6 U uasudlulunzibeumivewan

4
: 81984 USP,BP,Ph.Eur.,IP,JP atulminiiszmaszyshsentiiiu 6 U wilildudlalunsideusisuen

3.5
: 91983 USP,BP,Ph.Eur. IP JP atulmindussmassusiiseliiv 4 U uasudlulunzieumvewan

3
: 81989 USP,BP,Ph.Eur.,IP,JP atiulmindilszma ssyssenliiu 4 U wildldudlulunzideusiuen

2.5
: 91983 USP,BP,Ph.Eur. IP JP atulmindiusemassysiiseliiu 2 U uasudlulunzdeumiuewan

2
: 81984 USP,BP,Ph.Eur.,IP,JP atulminiissmaszyssentiiiu 2 U wilildudlalunsideussuen

1.5
: 91983 USP,BP,Ph.Eur. IP JP atulszmeseysinsen waswnlulunedoussueuas 1
: 81989 USP,BP,Ph.Eur,,IP,JP adulszniassussnen wilildunlalunsifeusiisuen 0.5
nsallilasunissusesludisen (Non-Official Pharmacopoeia)
- 91984 In-house specification 7@onnanInu general chapters mu‘ﬁiaﬁﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu
a"]zjm, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nseilaifiwite
Heavy metals)uaziilalungifoussueuwal vde Wuenduuuy

5
- 91984 In-house specification 7@onnanInu general chapters mu‘ﬁiaﬁﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu
a"]zjm, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsellaifiwive
Heavy metals) umkilaunlalungifoumsuen 4
- 91984 In-house specification 7@onnanInu general chapters mu‘ﬁiaﬁﬂ’ﬁu USP,BP,Ph.Eur.,JP aUu
LN, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities uans(nsdilddnide
Heavy metals)uazinltalunzidoumsusuan 3
- 91984 In-house specification NidonAaniu general chapters muﬁi:ﬂﬂﬁu USP,BP,Ph.Eur.,JP aUu
LN, ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities uans(nsdilddnide
Heavy metals)uskilaunlolungidoumsveuan )




51433 In-house specification fidenndasfiu general chapters muﬁ‘nﬂ’ﬂu USP,BP,Ph.Eur.,JP 2ty
a1an, ICH Guidelines usilaldl Risk Assessment Report for Elemental Impurities keans(nsallaifiviate

Heavy metals)usildlaunlalungifoudisueuan

91484 In-house specification fiaonnaaiu general chapters muﬁ‘nﬂ’ﬂu USP,BP,Ph.Eur.,JP aduLnn
177, ICH Guidelines wsilail Risk Assessment Report for Elemental Impurities wans(nsdilaifivde

Heavy metals)usildlaunlalungifoudisueuan

: 91989 USP,BP,Ph.Eur.,JP 38 In-house specification indenadadnu ICH Guidelines U19#a783D

971989%ae pharmacopoeia 391U

2.3 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

: 139NV Active Pharmaceutical Ingredient Specification ﬁ'ﬁUVJﬂﬁﬁ@%& Universal tests Wwag Specific
tests ¥84 Supplier %30 Manufacturer wazin1suanawaluguuuuduay eniiy ¥de Physical

description

: 139NV Active Pharmaceutical Ingredient Specification ﬁ'ﬁUVJﬂﬁﬁ@%& Universal tests Wwag Specific
tests W93 Supplier 39 Manufacturer Lwiﬁm%l,l,ammaiugﬂl,mu "Conforms,Complies,Not

detected,N/A"

- 397U Active Pharmaceutical Ingredient Specification Ursagauss Universal tests way Specific
tests ¥84 Supplier %30 Manufacturer Wagin1suananaluguidausunn (Quantitative date) visafuaY

BnLIU 9219 Physical description

- 397U Active Pharmaceutical Ingredient Specification U1sageuss Universal tests Wag Specific
tests W83 Supplier 39 Manufacturer LLa%ﬁmiLLamwﬂugﬁLLUU "Conforms,Complies,Not detected,

N/A"

2.4 Certificate of Analysis of Finished Product #

: 139NU Finished Product Specification ﬂiunﬂﬁaﬁﬁaﬂm Universal tests Wwag Specific tests ¥84

Supplier %38 Manufacturer uagiinsuansraluzuwuuiLay enviy Wde Physical description

: 139U Finished Product Specification ﬂiunﬂﬁaﬁﬁaﬂm Universal tests lag Specific tests U84

Supplier %39 Manufacturer LLGiﬁmiLLammaIugﬂLLUU "Conforms,Complies,Not detected,N/A"

- @59AU Finished Product Specification U13Uav09 Universal tests wag Specific tests ¥4 Supplier
%38 Manufacturer waziinisuananaluguidausunn (Quantitative date) w3adaiay entiu ¥ive Physical

description

- 9397 Finished Product Specification U19%aa98d Universal tests Wag Specific tests 409 Supplier

158 Manufacturer LLazﬁmiLLammaIugULLUU "Conforms,Complies,Not detected, N/A"




3. panTATiEeUsElsnisomsU iRy 60 AT
3.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
In3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURAN 10
(23Y) wazdlnan15@Nw1 on-going stability YreulTagdu waziionansianinsuiiu

2n3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURAN 9
(>3V) warlinan1sfiny on-going stability Unewddaglu

In3AnEN long term stability wag Accelerated stability #131 ASEAN guideline ATUAIUBIYLIUURANN 8
(2U) wazilnanisAne on-going stability Unewtlagiu

2n3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURAN 7
(>3V) waliifinan15@nw1 on-going stability Ynewlaqiu

In3AnEN long term stability wag Accelerated stability #13 ASEAN guideline ATUAILBIYLIUURANN 6
(29) usilaidinan13finy on-going stability Unautlaguu

ms@in long term stability waz Accelerated stability lalifulumnu ASEAN guideline asumnua1gen 5
uuRaN(=3Y) wardinani1s@ny) on-going stability Yneutlagiu

in5AneN long term stability wag Accelerated stability Taiifuluanu ASEAN guideline ATUAILBIEEN 4
vuaaIN(2y) wardinan13@iney) on-going stability UnewtUagdu

ms@in long term stability waz Accelerated stability lalifulumnu ASEAN guideline asumnua1gen 0
UuaaIN wikiinan1s@ny on-going stability Uangn

3.2 Uszaunsaaunisly 15
Fszaumsainslflulsmenuaniuaiunslaoidunslilumsinvuniuasitregludyinedenn 15
159NeIUIBFRIUATUNS

Flsvaunsaimsldlulsaenuiadaia UHOSNET aun@nreds inneulpedunsldlumssnuund @ 5
lonansuuULans) viedsedeatlu Approve vendor list (Hlenansuuuuans) viderunsiarsanlog
laifiusgaunsalnmslay 0
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