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7.4 wulgmaunmanudniusifienadwanedieflasue
7.5 ipuitmasuguuuuussyiurivdaeinssniauas fionvdwaronuUasnduvaiae
LASA Jusiu
7.6 mMsvimvdinsimievewndsinasenisinrsandmdenuivlumsiusm Wy e1wnam,
ASUINISTRUNLY (Tudiy
8. WhonureanudndlliuRsandndusiefiivse iignSeniiuiulasdinaiuanenssunisems
wazen luszezan 19 ‘vﬁaw'u{]cgmqmmwmnmﬁmﬁ’mvﬁﬁawaiaNadaéﬂuaﬁlﬁ%’ummriauﬁ’u?jwuaa
Usznansim
n3puBEuenarsaIuaInuluengns
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AMANBUSIANIZEN

1 ﬁit_l_']_ Phenytoin sodium 250 mg/5 ml injections
2. pruaudAvialy
2.1 yUuuy Wuansazandlavsimnde dwmiudadmasndensh
2.2 @uusznau Usenaumefien Phenytoin sodium 250 mg Tu 1 vial
2.3 MYULUTTY Uﬁiﬂ,unwususif\;mﬁmﬂsmmﬂﬁa%aﬁw
2.4 aanen aaniusInguunrurUIIIestudent duusenaushendfiyuazainuuss Tusdn
Fuvueeny 1aviindn wuvsidouiiiuen wasanmzlunsiiuinnlitaeu wezaanuurIng
agationszyfien duusznaufeddyuaauuss Fumuneny lauiingn 1oty
3. aguianiamaia induisuiligdionivatuiifisurimislminimufivsznensensaa
assngy Fes seyisen nsdilidulumasznias ituiugaeRtisrenmenssuns (nsaiusdn

gdundyeisuiilinssiugudnvazianzeesenatull njanuuunduiiSunonsds)

AnguUANanaila UsP43
1. Ysuausiedigy 95.0-105.0 %LA of Phenytoin sodium
2. |dentification m’msi’lumuﬁimlu finished product specification

3. Specific tests

- pH 10.0-12.3
- Particulate matter Glﬂﬁ]ﬁi’mmuﬁizﬂu finished product specification
- Bacterial Endotoxin NMT 0.3 USP EU/mg of Phenytoin sodium
- Sterility test mswmumuﬁizﬂu finished product specification
AuguUANavalla BP2020
1. YSuausendrfgy 95.0-105.0 %LA of Phenytoin sodium
2. |dentification mswmumuﬁsxﬂu finished product specification

3. Specific tests

- pH 11.5-12.1
- Propylene glycol 40% v/v
- Ethanol 10% v/v
- thanol avrar eyl finished product specification
- Sterility test m’i’;jﬂhum’mﬁwﬂu finished product specification
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4. Woulvduy

1. Laﬂmsmﬂﬁ%’uaqmwm%umLﬁaw‘h%’uauﬁaaﬁ’mﬂw’luﬂssLwﬂlmauamamwéawﬁm

1.1 ’Luéi’ﬂﬁ’:ymﬁvumﬁwﬁﬁ’um (18.2 8.3 Ne.4 %39 8.2 uauansed)
1.1.1 Tunsdldusndindeluussmnalng (munofs ne.2 vse ©.2)
1.1.2 Tunsdiifusminduitenisutsussy et ve.3 wie 8.2)
1.1.3 TunsdldugnhidnanndraUszine (uedis ve.d vise 8.2)

12 ludmetunsifousn veivde 8.1 v iiauesian wious1Uazidunn1SAIUANAMAIHYDN
randaeinufiunsdeuly (Finished product specification) nicﬁﬁagjssijmsmﬁauuﬂaq
whluifudnasdesuuuionasviednunnwgisveamsveudluanndon  Finished  product

specification

1.3 wisdayasiaen 24 wdn wazsvaennsguvedine (Thai Medicines Terminology - TMT)

2. 1BNANIIUTBWINTFIUNTHER
2.1 Tunsdifiemaslulszinelne fuandosidnundovideiusemnasgunsnane auvdaninasi-
TBnsiimlunsuansveInsETNaEINaY (GMP PIC/S) Tumnaufiauevaediales 2
2.2 lunsdifdugindhanssusema AndasasdidiuinmaienidideiusewnsgIunsHane,
AUVENLNEUIASSTIRlUN1IWARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnemingau PIC/S participating authorities atuangamuseunsnsiadey lneiinanisiuseis

Jubuauesa

3. INANTANANBUIANITVRITILAUD AN
3.1 HaMIATITIASIERNAMNERSusTveNEn (Certification of analysis) Tugfuiduludedne
a ¢ v a . Y o a 1o &
3.2 WANIIATIVIATITUAMAININOAU (Raw_material) Ypaasndrdnuildlunisuanenuiidady
f2981919YDINNANYILAZANER IR AU gs’iaaﬁtanmsuammwﬁau‘lﬂwaa%’mﬁu AURA2DE4
P
NH9U

3.3 wan1sAnwIAINANILUTEEEET) (Long term stability) aaendivengueseitunziiou

4. 5798198

4.1 flavesimdosdesinegsenagiadoy 3 vinwiaunileussgiue Fuduiuvunanssigazidoald
AsUIUmEiualudenuanURnaludasu

4.2 MepznsINNsRAsanAndonsweaniudnslunishifumegsenliinnsdla 9
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e

(wganily & (Wamnwiuns Ya) (U353 g3leIEn)
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5. MsUseiununmeidwey

5.1 oguessiidweusdeiiongliiiu 1 Yuaniunda sufviudweu

5.2 smnnaiidweuazdesddiunamaigluiusemamsieszionjuiidueuvesnaniaz

'
v a a9y a oAl

TuinseningivvesdnaningAunlindnenjuiidmey

5.3 lunsdlfivibesvmaihnsguiegeiidweuiiedwsivlinsziguam  wies1wn15ezi

9

nilsdesoswafing19e Imaﬁ«uw%éfaadqmLﬁuﬁnmmaj’ﬂmuﬁuﬂwswmsdamqaﬁmeﬁu,az

Hugduinmeualdinglumsanadisziguam  lunsdiinuielbidulumunaudnuasians

&

wheensreanudvd lifuRinsunsiausnmendndnveuisuay/viagnanlunsiely
5.4 fueziudsundugnnsdl dewilndvunety wuneny vieldlelfiansidenaniwneuiimue

Tnelifiteuly

6. fuedusenfiazlimnsnu@esuiiafeafulnmendmuanisvgnitudygiugueseiuvse

v P '
@j‘U']Eﬁ'\EJQULaEJﬂau

7. gueBuseuiiazlinidndyaneunsuimun lunsdiseluil

v
U v A '

7.1 whenuseaniudyyinsindesueaiaferiuillaembenenisluaisiiouinsquami 6

<

WIDNTLNTANGITUAY

1

7.2 wamsduasviinnzdeniinnnsuingrmansnsunmdlidulunuanasgiu

7.3 m‘%mﬁmvﬁawﬁmﬁgm‘%anLﬁuﬁumnﬁaamamimUﬁwﬁnmuﬂmzﬂﬁmmsmmmazm Tugnanaves

duuNTrU18™

g7}

7.4 wulgmaunmanudndasinonvsdemanogUenlasuen

Y

7.5 dlsuenisuguuuuussydusivdndssniana envdmadenuasniovecgiie wu
LASA L8usiu

7.6 msu%mswé’amsaimmwaqﬁwﬁmﬁwac&iamsﬁmsmﬁ’mLﬁanu%ﬁ’wlums?miﬁm WU 91919A7,

MIUINSvRIUVILT (s

aa wa = <

8. 'vnhvmwaanuﬁw"ﬁ‘lﬁ%’uﬁmimw?\mﬁm%mwwimmgmssmmuﬁuiﬂﬂﬁﬁﬁmmﬂmxmwmsmmi

L3

wazen Tuszazian 1 U vilenulymaunmannudasusifionvdwanedireiilasueunieuiubiuges

Useninsia
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AMANAZIANIZEN
1. M Pioglitazone hydrochloride 30 mg tablets
2. puguTATRlY
2.1 Uwuu Wusdesiiniuuseniu
2.2 dwlsenau Usenausesien Pioglitazone hydrochloride 30 mg Tu 1 fin
2.3 MuzUsTy UIsluwntegiilleunasd wie blister pack dlasnunsussgenvadusioudn
aunInsTyTlneuarAULIIla
2.4 281087 aaNTIUTINQUUATUFUTIIREITEYToEN dauuseneumendfguasaanuus
Fundn Juvuneny auiindn wunsidouiiue uazannzlunmsifivinunlidanu wavaanuy
unagn agetionsyyTosn daulseneusdifyuarauuse Jumuneny weiindn egnadaau
3. augwianiawaiie indusfuilisnadadeniuatuiifisuminvielninieuiiusnnAnsznsas
a5sauan Bes svysen nadfiliduluaaisznias utunaeRdavesraenssums (sdiuddn

sdundyiiuilinssiuaudnvasianzuesenatull njanuuunduiTunensd)

AnduUANIumALlA UsP43
1. USuausendidgy 95.0-105.0 %LA of Pioglitazone
2. |dentification m'iwchumu‘ﬁizulu finished-product specification
3. Dissolution uanIwan1savagveIiisliivosnit 80% (Q) Tu 15 um
4. Uniformity of dosage units m’m&humuﬁsxﬁlu finished-product specification
5. Impurities mi’mci’lummﬁ‘iquu finished-product specification

= <
4. Raulydu
1. wnasmislasveyynlunedowsisueniiesmirslulsswelneuaziansunaingn

1.1 Tuddgmstunzidousiuen (me.2 ne.3 ne.d4 e 8.2 udusnsdl)
1.1.1 Tunsallusindnludssmelne anefs ne.2 vie 8.2)
1.1.2 lunsdlidugnhdnitenisudeussy (et ve.3 vise 8.2)

1.1.3 Tunsahduenidnainsiausemne (e ne.d vie v.2)

Ly RERERERT i S PP Mok sionnasas i a3 e,‘ ’iﬁg ......................
(Wwanily A30w) (ualniuns Yia) (U19999355 asludn)
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12 lufwetunsifousn vedve o1 vesflauesien wieuseaviduANIIAIUANAMAINGDS
ranAusmuiitunedeuly (Finished product specification) ﬂitﬁ*?iagizmwamuﬂﬁauuﬂm
whlviuduazdosuuuenarsuseduinnatevesmsvensluumion  Finished  product
specification

1.3 wisdayasiaen 24 vdn warsvasunsgIuvesine (Thai Medicines Terminology - TMT)

2. 1ANANTIUTOWINTFIUNTHEAR
2.1 Tunsd@iflowdslulsemelng udsdosdiduundremidesusonnmnsgrunsndne) aumannasi-
PSRN THENL1WOINTLNTNAEITUFY (GMP PIC/S) Tumnaenfiauevieedisiies 2 U
2.2 lunsdifdugtidhainsisUsene rudnsoalidnamaiemisdesusewnsgiunnine,
UM TiRluNISKAREA PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnemineau PIC/S participating authorities atuangamuseunsnsiadey lneiinanisiusesis

1Y

Juduiauasnan

3. lENANIAMANYULIAYNE YR TAUETIAN
3.1 WAMIATIvIATIiRMnMEARSuYivesHAn (Certification of analysis) lugnjuiidudusoshg
3.2 Wan1sns29AiaunINInndy_(Raw material) wpssdnitldlunisuineniuiidady
Frogrsvestinaneuazinaninndy_(Fesfiwnansuansanuisulusuasinadu fudlatas
figean)

33 mansAnwIANLARalusEETe1 (Long term stability) naentiiengesefitunziiou

4. F9ENeEN

g

4.1 fiauesimdosdsiietiseegnaios 1 viussussyiauel Fudufununansieasidenlinsuiou
aunfivualutenaaudinaludesiu
4.2 MMIANLNTIUNISHINSUNAREaNwaanIudnslunsllAumetsenlidinnsdle

5. MyUsziuaunmedwey

5.1 91gvesenfidweugsasiengliiu 1 Yduainiunin auiviudweu
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5.2 gwnunafidwey ssdesdediuinwangluiusemanisimgieniuiidweuveinanuas
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5.3 Tunsdiimhessnsinnmsduiiegnenfiadwauiiedmalaeiaunm g5z
wivdesewaiintneen lnefuieazdosdwwniudnamuduiniienvnisdmiaingiles
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5.4 gugeziuasusdunnnsd delnduunety viueey vieawleifiansidienaniwnouimue
TnglifiReuly

o v v a

. fuedusenitarlimbsiudeswliafuriuilnendmunnsegniudygiuduenoduvsedus

NedUdELNDY

. fueBuseniiaglVionidndnygyineuasurivun Tunsdiseluil

7.1 vdIBNURBIKNY ”amwmﬁm%as'amwﬁmLﬁaaﬁu?ﬁﬂwﬁwiwmﬂum%mhau%msqwmw‘?i 6
MIONTENTNATITUAY

7.2 mamiajumaﬁmsqzﬁmﬁmnnsaﬁwmmam%msLwaslejLi‘Julﬂmummgwu

A v

7.3 Nﬁmﬁ’mvﬁawﬁmﬁgﬂSamﬁuaumnmaqmmvﬂﬂaé’ﬁﬁnmuﬂmxmiumsmmmaxm
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7.4 wuilymamamanwdniusifiordmanediaeilisue

75 deuidmidsuguuuuussafusivdannusznimnas fiervdwaseniuaenfovesdiy oy
LASA Jusiu

7.6 nsuinIvaINsimieverdniinasenisinsanfnidenuitrilunsduiim wu e1anAsd,

msu%mwm@lmm (s

. mhsreanudvshisuRasaumdaiueienivsz figndenitufulasdiinauanenssunise ms
wazen luszezinan 1 U wiowulgmamunmainwdndusinesdwanegUenlasugunnewiuduses

Usenansian
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AMANYUIANZEN
1. M Povidone lodine 10% w/v solutions 450-500 ml
2. auauUEnaly
2.1 JUuuu Wuamsazanedmulimeuen

2.2 daudsenau Usenaume Povidone lodine 10 g WWisuwiniu lodine 1.0 ¢ luansazane
100 mt

2.3 nwuruTsy vsslumausUaain Yaaduuas aualidesndn 450 ml

2.4 aanen aanniiusINguUUNUEUITIRssTyTen dulstnaumedfyuaraius Tukdn
Fuvuneny waviinan wunsfouiiiuen wasannzlunsiuinwnlidaeu waanuuvane
ageiensyyTon dnuszneufendifyuazanuuse Sununey auiingn Togedniau

vy “enldnneuen”

3. anauUan1awmaiia ndsiisuildonsdsdeaduatuimieuminusalvininenunusenAnsense
@15150a% 1394 T8y Ten nsdlidulumulsznias iduiugaefidavesruenssuns (nsdluion

ondundyiiunlinssivaudnuasianzuessnatull njunkuundusiuiionsd)

AuduUANIanAila Specification
1. Ysunusaendidgy 85.0-120.0 %LA of lodine
2. ldentification mwmum’m‘ﬁ"ﬁzﬂu finished product specification

3. Specific tests
- pH 1.5-6.5

4. Feulvdug
1. enansmslisuaygatunsdousmueiitesmelusumelnouaruansuvaindn
1.1 Tuddynistunsidousue Mo.2 ne.3 no.4 wie 8.2 udusinsd)
1.1.1 lunsdlfugiindalulsemalng (uneii ne.2 wie ©.2)
1.1.2 lunsdlfugnihiduitenisutaussy (e ne.3 vie v.2)

1.1.3lunsalfugnihinanndsuseme (vuneis ne.d vise .2)
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(weanily A3Uu) (uea3lwiuns Yua) (UN498355 F3laIEn)
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1.2 Tudmetunsifouen ve.l wie 8.1 wewnfilauesian wieus1uasidunn1sAIuANAMAINTGDS
nandneinuiitunsdeuly (Finished product specification) nizﬁﬁagjswdwmswﬁauuﬂaa
wilvifiuinasdosuuionaissediuninwdrsvesmsveudluum¥on  Finished  product
specification

1.3 udsteyasvian 24 dn wavsasunsgiuveding (Thai Medicines Terminology - TMT)

2. LENATTUTBININIFIUNITNES
2.1 lunsdlflesdsludsemelng dudndeaiduundiendedodusewnasgrumsudngt aumdninasi-
FBsirlunissdne1vensesNassuay (GMP PIC/S) lumnnefiausuisetaiios 2
2.2 lunsdiidusnindrannerssenea guanspeidiunnmatenisdoiusemnsgunisnang,
AUMANNAeIENSTRIUNTSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inevmiieeu PIC/S participating authorities atuaaasusaun1snsdvdey lnelnanisiuseds
Fubuiauesan

3. NANIANANBLLIANZYBIETIALDIIAY
3.1 HANINTIIIAT TN NNERSYiveaER (Certification of analysis) Tugnjufidadusiethe
3.2 HAN13ATINATITNAUNININNAY (Raw material) yasiasdrdaildlunisnineniuiidaduy
Fraghanivadndneuazdudninady (Feslionaisuanianudeslosvesingiu_fusags
ﬁdamz

3.3 wanmsAnwAuAialusEeze (Long term stability) masativeyveseivunzilou

4. Fveneen

o/ I3 <

4.1 duenmdesdsinedneiegaiey 3 win wiouniteussydne Fududuunaniseanden
loasudumundmusluidenuaudiniludiediu

4.2 MIAENTIUNTNATUFAREDNETRaIUANS UM SIUAUMeEvelinsdllag

5. msUseiunmunmeniideu
5.1 ewgvewnfidmeugdesiiongliiu 1 Yiuaintunan auisTudwey
5.2 gmnondidaey wfosddunamangluiusesmansirasionjuiidweureinanuay
Wimssiingivvesianingiulinane{uiidsiey
5.3 Tunsdliimbeswmsvinmsguinesseniidweuiiedsmsvlinneinuam mhsrsnisasih
wilsdefasvediegien Tnufuneardesdiiudnmudnauiivinessnsdmseiinneiuas
uffulaveurlirglunsnsiolinneiaunim Tunsdiiinuinelidulumunndnvusians

ME51wN15YRANUAVElITURITIIMSaUeTIMEdIna 1Yo Isuas/vsegnanlunSwiely

(weanily A3Uw) (Wamlniuns Uia) (419934357 A3leIEn)
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5.4 faneszudsunAuynnsdl Weelndvuneny wueeny viewdaiianisidenanmieurimunlag
lisiGeuly

a i ¥ ' &‘ a % ¥ g v o <
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HUneTedudeneu

fngBusenlaglfenidndygreunsusivun lunsdeolud

7.1 Mu':]amu(ﬁmQﬂﬁuﬁmmwmﬁm%uamawﬁmLﬁmﬁuﬁimwﬂwswmﬂum%mhau‘%m‘sqﬂmw‘/’i 6
VIBNTENTINEATITUEY

7.2 wansduasaliasigoidnnnsinemansnisuwdlidulununasgu

7.3 wanfusieviadgndeniviunniemaislasdinnuengnssunisesuareilutnaves
é’tymws%a%mm

7.4 wulgmamunmannwdnsusifienadwasierUaelasuen

7.5 WleudsmdsusUuuuussafusivdannusznianas fiorvdmasionnulasadoveiiae

Wy LASA Husu

7.6 MsUimmamMsimiievasriniinasienisiasandadenuisvlunsiusan Wy e1weas,

NSUINTVRRUNUY (Tusiu

a =3

. MNYNUYeARIUANS LUSURSNERSusie AT UsEIRanSeniuAulagddnauAnE NS TUN1SEINNS

v
wazen lusrezian 1 U viowulgmamunmainwdndusinionsdmwansgUlenlasusnuneuiuduses
Useninsian
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AMANWLLANIZEN

1. M Povidone lodine Solutions 7.5% w/v 450-500 ml

2. ausAalY
2.1 Uuwuu Wuansazanedmsuldniuuen
2.2 @ulsznou UsznaumemendidtyAe Povidone lodine Solution 7.5% w/v
2.3 nuzUsSy Ussylunugiiannsadestunasuazanuduld vunelitesndt 450 ml
2.4 amne1 aanUsINUUNTUEUTIIREsIEYTREN diuvsznaussnddyuaraanuuse
Funda Tuvuneny wuiinds taanzdousiiiuen uaranrlunsidvinulidae was
aaNuUUYIRET etessyylen dulszneufenddyuareuuse Fununens LaviinGe

Wegedaau szy “enldneuen”

3. aauvanIsmae induisuinldensdsdeaduatuiisuvinuselvdninmuiiuseniansensie

asnsugu 399 seyinen nsdiibidulumuusenian Wufugeefidavesauznssums (n3dl

usgnondunduihiunlinssiuaadnuuzianizvesenatull nguuuundusiiuisnsda)

GRIGERVEITRRINTE LT USP 43
1. Ysuasnendieygy 85.0-120.0 %LA of lodine
2. Identification mwsi’mmmﬁizq‘lu finished product specification

3. Specific tests

- pH 15-6.5

4. Roulvdug
1. enasnsldfueygntunsifousinsusitesmingluusemalneuasuaniuvadn
1.1 luddynstunsousinfue me.2 ve.3 ne.a wio 8.2 wauANSed)
1.1.1 lunsduendindaluvssmalng et ve.2 vwie ©.2)
1.1.2 lunsdlfugminduitenisutsussy mnedls ve.3 wie 0.2)

1.1.3 Tunsalifusnindrannsrsussne (aneie ne.d vse 8.2)
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1.2 Tudwelunsdousn ve.ivie vl  veswnflauesan wieuswazdeansniuuAMATH
yowdndaeiauiitunsifeull  (Finished product  specification) ﬂiiﬁﬁ@@:i:ﬁwﬁ%‘iﬂ’ﬁ
Wasuwlasudluiuiussdeswuuionansviediunnmdisvesnsveudlomdeu Finished
product specification

1.3 uwdsleyasiiaen 24 vidn uazsviaeunsgiuvedlve (Thai Medicines Terminology - TMT)

2. WBNANTIUTDWNNTFIUNTHEN
2.1 lunsdlfien@alusendlng  dranfosildundenidosusennnsgrunsudng aumin
\neusi-3Emsirlumsndnenvesnsenssansisagy (GMP PIC/S) lumnaeniiaueeasng
oy 2 ¥
2.2 lunsaifidusnidrannsnsyssne Aransplidnunwaienidesusewnnsgiunisndnen
MUMENINUBMARLUNSKERET  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) Tagviaeau PIC/S participating authorities atuangamuseunisnsiaasy laodl

NaN133UTeRTuduLEANDIIAN

3. Laﬂﬁﬁiﬂmﬁﬂwms RWILVDWWINAUDIIAY

L3 o

3.1 HAMINTIVVATIHRAUN NGRS T IvaENER (Certification of analysis) Tugjufidedu
PLIRN

a ¢ v a g s Y alul a oA

3.2 WAMINTIINATINAMNNINAY (Raw material) vasdaerdranildlunisubngnsuf

daludlatimavesdinansuastinansnnay (Fasiionansuanindiuliaulesuasingdu
o o
AUA8E19Nd331)

3.3 wamsfinwiauawiluszeze (Long term stability) naestisengueseniivunsiiou

4. fpEeeN
4.1 duesinsesdsiiegenegnaios 3 van wioumiseussaing duduiunuians
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