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qmé’n‘umztawwwaam
Choline Fenofibrate 135 mg
1. Foen Choline Fenofibrate 135 mg

2. aruauianaly

2.1 JUuuy Wuguda capsules dwmsusuusenu

2.2 d2udsznau Usenaumesen Choline Fenofibrate 135 mg faidin

2.3 NYULUTTY ussyluuseDnain Josfuuasasauiu uaslinainseyiuvuney ua
waviindn 1egnadaiau

2.4 aan flnanszyiundn Juvunony @uiindn wasiaumsdousiuenliagn
FARUUUNYULUTTY

3. AMANUANINATA

3.1 Identification test

- Fenofibric acid, retention time naduuin

- Choline Fenofibrate fnaduuan
3.2 Assay

- Fenofibric acid (Release) 95.0-105.0%

- Fenofibric acid (Shelf-life) 90.0-110.0%

3.3 nsUanUasesien
- Acid stage (Release and Shelf-life)  1sitAiu 10% Tu 2.0 .
- Buffer stage (Release and Shelf-life)  laiiiu 30% lu 2.5 .
49-69% Tu 3.5 %,

170131 80% Tu 6 .

3.4 Uniformity of dosage units yavsumisEylu USP, EP
3.5 Water content TaitAu 5%
3.5 Impurities

- Total aerobic microbial count Ay 103 CFU/g

- Total combined yeasts/molds count TaitAiu 102 CFU/g

- Specified micro-organism E.coli M9 LN
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1.1.3 Tunsdiifugmindhannsadsema aneda ve.a)

1.2 lufwetunsfeumiue ve.1 veseiauenamisuseazduaidomunuaunimyes
wanfasimufivunefoul’ (Finished product specification) miﬁﬁagjswiwms
Wasuuasdludady agfosuuuienansvideduunnmarensvouly umdeu Finished
product specification

2. dunamesionanIAudnyLYBIITauDIIAN

2.1 wamMsnTIvIATERRnMKARSMsvEIHER (certificate of analysis) Tugnguiinuidu

IPLERR
3. [uiaginannelulsemelnevieddhansreuszne
3.1 Tususesdudiinasluuszmalng Made in Thailand (MIT) fieenlatanigaamnssu

uausemalne (o1d)
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nsUsiuAUSLaNS N INABI1A1 (Price Performance)

Choline fenofibrate 135 mg
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Choline fenofibrate 135 mg

neamanitesiu nsuuwndnnseInia Annsanguugnisiauesnn lagldvdninueinig

v

UszlluAuseansnmsesian iusail

[ iauesen finuaniFasuihugniiesmuusenaenansussmesadidnvsedind

a o ed a ° v v o ]
[I NARANUNNLAUDINAN ll’i]lﬂﬂ']'WUﬂﬂTUﬂ?ugﬂﬁa\?m'mﬂmaﬂUﬂJ’dLQW']8V]U33ﬂ7ﬂﬂisﬂ?ﬂ51ﬂ1

[ &

AMZNITUNITNFVNTTUUATNISUIUA

1. Unmga Clwp/

didnnsetind

(0Aishl gaim)

NUNBU.NIUND.

<

v

LL‘U?‘Viaﬂa’l‘Vii‘UI‘UL unuluNsUTEIHIUAUTEANSANEDI1AT Usenaumiy 2 fuusuan

Fafhminazuuy feil
1. s1Afiauasan (Price) Anluewas 30
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2. auamuazgusulAniduuselovidenesunis Anduesay 70
2.1 wnasinsRansanaunmeanfu (Azuuudu 100 azuuu Andudndiusesas 40)
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FuUT87 1 NIRTFIUANINKER Y] 80 Azl
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WNINMSRIITUAMAINRENS 9T (Azuuudin 100 Az Andudadiuiosay 40)

Choline fenofibrate 135 mg

1.1 wmsgingaumendfey (Active Pharmaceutical Ingredient Specification) (5 Aziuw) 15

waramsgIRansiausie1dnsegu (Finished Product Specification) (10 Azuuw)

1.2 wagainunmviisdosuseawan1sinTeyt (Certificate of Analysis, CoA) ¥aeingRusa 20
gnd1fity (10 Azwuw) uasndndusierdniagy (10 Azuuw)

1.3 wafigauAmn1mn1sAnYIAIINALA (Stability data) 10

1.4 Yeyamivayuannmuswansiu: n1sAnwTiauya (Bioequivalence) (15 Axi), K1Y 25

[ v a4 o« v Yo v
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v a b d v
1.5 SNWULNINNIUATNYDINERN S U AMATNVDINIYUSUTTINAUNTY Ussqnmv'luasaa'm 10

Good Manufacturing Practices, 10

(
GMP): GMP ngaumendAgy (API) (5 Azwwuw), GMP wamﬁ’mﬁmﬁw@agﬂ (Finished

‘ a » [ -a “ o a
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Product) (5 AgLUW)

2 W Y fac o @ @
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(Good Storage Practice/Good Distribution Practice, GSP/GDP)
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‘ a ; o » ] v - ﬂ : » L : !
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¥ a o 4 a L% 1 '
5198 ewessemaniduauidn ICH AUULNININ

-91984 In-house process Mi@anARBIU ICH Guidelines vinwade

-97984 In-house process Aidenndsiu ICH Guidelines Unewte
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| 5
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WA

[] msafu API Specification asuynsiade awes Supplier way Manufacturer uaziin1suansua 75
Tuguuuudiay sniiude Physical description

[J msafu API Specification ATUYNITD V9Ua Supplier WAy Manufacturer waziin1SuanING 6

TugyuuudeyaldeUiunn (Quantitative data) enviuwde Physical description

[] msafu API Specification ATUNNYIUR Y19U84 Supplier Az Manufacturer uafinsuanINELY 3

JUluy “Conforms, Complies, Not detected, N/A” uNLIUYITD Physical description

[J msafu API Specification asuynsida ves Supplier u3a Manufacturer waifinnsuanasaly 2
5UWUY “Conforms, Complies, Not detected, N/A” sniiuviade Physical description

[ msafu API Specification ATUNNITD Ya4 Supplier ¥3a Manufacturer wailuvdadfgymu 0
#i137181 19U Assay, Related compounds \Jusiu finsuanssaluguwuy “Conforms,
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[ wsefu Finished Product Specification yn¥hte waslinsuanwaluguuuuiuay sniu

#te Physical description

[ msaifu Finished Product Specification ynde udlin1suannaluguuuy “Conforms, 4
Complies, Not detected, N/A” entiusiate Physical description

[ msaifu Finished Product Specification yinvadie usiluvhdeddoynusisen wu Assay, b

Related compounds sy finsuamawaluzuuuy “Conforms, Complies, Not detected, | W315841
N/A”

ulum ASEAN Guidelines (30£2°C, 75+5% RH)
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(] fin1sinwn long term stability 1 an| 10
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