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1. #8871 Metformin HCL 500 mg Tablet
2. AnusuUANIlY
2.1 Wugdfinvdafulsenu
2.2 Usgnaumesien Metformin HCL 500 mg Tu 1 ufim
2.3 ursgluunelnaiin Yoafumnniy uazussytamidesiuna
2.4 a1
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3. anaNUAnIemata

Namsm%ﬁLm’lzﬁﬂmmmﬂulﬂmu Finished product specification way Drug substance
specification Falsanzifousedrinnuanenssunmsamsuasen NIENTIATITNGY

3.1 Finished product specification : Metformin HCl 500 mg Tablet

U Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95 - 105 % of label amount of Metformin
3 1 Dissolution
-Test 1 Not less than 70% in 45 minutes
-Test 2 Not less than 80% in 30 minutes
4 | Uniformity of Dosage unit Meet the requirement

5 | Related compound
- Any impurity Not more than 0.1%

- Total impurity Not more than 0.6%

3.2 Drug substance specification : Metformin HCl Complied with drug substance

specification
vanews ;L nsdifeanadoundinisiu (Waive) mensanaeudiessisensls Tiiuuans
enansudngrusananitlauoyiFse

2. ¥le Dissolution way Uniformity of dosage units TAkuuLonanswaniasieazden
HAN305993R 51 ndldudeseavBeeiiiusadidluly coa
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3. Drug substance specification #a15an9nludiAs1evivesgudn Drug substance
vseluliaTsd Drug substance vaufudnenduiagd atulaatunil fafimsnsnasuiinseiasunn
v v
Wte
4. woulvdue

v v = ] ) 2/ d o va o a
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4.1 wnensléuaygntunsifousinsusites mindluusundlneuasdung (declare) uidandn
4.1.1 luddymstunsidousiuen I6un ve.2 ve.3 ne.d e v.2 wiusnse
4.1.2 Wuietungifou ve.1 vie 8.1 veswnfilauesinn wieuseazideatonis
muquﬂmmwmaﬂwémﬁ’m%‘muﬁﬁumLﬁau (finished product specification) WagdafmuaAmANYD
IngAu (drug substance specification) nsdifiegszminanadsuutaudlufiuduasfesuuuionans
n13vewily (8.5) sandou (finished product specification) Wag/%58 drug substance specification
lgvauilaneuiuusyniauszninsiadidnnsednd wazliiu 2 ¥ o Yuuseniausenangian
dudnwseiingd
4.2 1ONETIUTWIRTFIUNIINEREN
4.2.1 nstlemdnludsevealve udadedionansiusesmmsgrumsaanenamannast
wayISmsARlunsuane PIC/S (Pharmaceutical Inspection Co-operation Scheme) gyl
PIC/S participating authorities %3 fllanansiusesunnsgrunmsuanemumdninaeivazignisialy
N136dng1UBIE N NUANENTIUNITEWNIWAZEN NSENTIENEITNAY Sermuntulnelmnuaenndes
wagiiaifienfundninaeiuay33nsiimlunisdae PIC/s Tumnegfiausune aUuagARINTBUNTS
na@eulneiinanisiusesliviulssnauseninsiadidnyseiing
4.2.2 nadlemidandssme grassiodienansiusesnmssunsuanennumndnnmst
LagIENsARluNSHARET PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwnuiieeu
PIC/S participating authorities aUuaganuseumInsiadsulneinanissusasdaiulssmeausemasen
Sildnvsetind wieenynasndn uLdusinsdl
4.3 Laﬂm'ﬁﬂmmwmaqmﬁLauaswm
4.3.1 HaN1INTIVTAS IR MHARTeiEd 1S9 UelnEn (certificate of analysis

of finished product) Tuensuiidadufiegn

[

4.3.2 uansnsIndias i wingRuvesinendifiey (certificate of analysis of drug

WaRU
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substance) fillunsuiinerjuiidauietaiwedudneuaziuan
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(**nuneine) ﬂiiﬁL‘ﬂumﬂa;u biological products fiesns COA of drug substance 999

Y o

WrEne vy / nadleiudy Sterile water for injection lsifaall COA of drug

AV
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(Y

4.3.3 wnanvsenanguludumuduiusseningunsudnvesingiivuesiendidy
(drug substance) 48 4.3.2 fugumsudnvosndnsiamierdniagy (finished product) 4 4.3.1
4.3.4 nam3fnw long term stability masn¥Iegveseitunsieulifudrine
AMZNITUNTTOMNTUAYE NIENTINET TG
435 ﬂiiﬁLﬁuaﬁﬂEju biological products Adu vaccines, blood products fiasdiianans
fusaaqunandin (lot. Release) MNNTIIMBIMARTNTSUNTES NSENTIANTITOUAY
4.4 fpEeen
4.4.1 fiauasan desdwinedeenedades 3 wireussgdus dadufunuians
Teazdenldnsutumuiitmusluidenuaudivaludhedy
4.5 msusyiunmun e fidsou
4.5.1 enidweusesdonglildlifosndn 12 Wewfuantudsey
4.5.2 pWnaInTidsey wissdd i mdeluiusemanaTIvias i uiidmoy
4.5.3 ﬂszﬁﬁwmaswmsﬁwmiduﬁ’aaehqmﬁ'damauLﬁaeiams%ﬁt.ﬂiwsﬁqmmw ivel]
MmsazvimsdeTesveiiege lnediauesian (fone) assfesdeenfindnausiuiudimisossnisds
pRlnseinandugiuiaveudldseiiierdedunsnmaivnesinuam nsdiwuineliduly
AUAMANBZIANIY wu";&mmwuaamuﬁwélaj%’Uﬁmimmmauasﬂmmﬁanmwawgmuaﬁmm
fananvesfiauesim(Eune) was/vieguanluadwioly
4.5.4 flavesm(§reeiossundouedlosilnduuney viaidleiamsdouanin
seuszmslag Aoudmun Inglifideuly
4.5.5 nsdhiueniidoniuinuiigumgil 2-8 ssmiwaifea Fesdienansuansuasiusos
Filszuunmisiiuwasdndse i cold chain system ﬁlﬁmmgmmwé’nmm% Good Storage Practice
(GSP) waig Good Distribution Praction (GDP)
4.6 \enansiue
4.6.1 nsdleiauslildeducuy Orgnal drugs) Heslenanswansinu bioequivalence
veilauesaTauiisuivendunuy lagTSmsfnusondulunuvdninasivasuunufosly
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. 9 WNALNTINYIAY (narrow therapeutic index drugs)

A. ofidinuAMENSIINMSEIMSUATETUSENMAIR DI A SN bioequivalence 1u
rauiuiingnidu zidovudine (azidothymidine, AZT) snluguuuueniidauyasnisvanudessiaen
d1Aty (modified release dosage forms) 1Husy

4.6.2 nseldumeniifosasarsuaz/vioidoneieuld fesdinanisfnunainuasanin
vsNsavanguar/vioilleans Tudharanedieg asufunasasardasiuienansiiue
4.7 fiauesian (une) Buseslionidndyaneunsutvun fil
4.7.1 nsdlwansduanaiaseiend Ingnauinermansnisunmdvioosufiinisi
Lmsgiu 1ISO/IEC 17025 namsasvinseilifulumumsgiudermusludsynedsennma
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uazelutiaavesdeyanavieayane
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Fheitldiuen
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TYAZIDUAAMAN HULIANIZVDY
81 Losartan 100 mg Tablet

IiQWEﬂUWa%’HU']‘VIULiuﬂi

1. %am Losartan 100 mg Tablet
2. AnuauTRvlY
2.1 gUuuy usndadmsusudssn
2.2 @ulsensu Usenaumemien Losartan 100 me Tu 1 e
2.3 NYULUITY ussgluunanatiniiannsatestuanaduld
2.5 aan

[ s <«

- syylleen drwuseneufendifyiasenuuse Sundn Fudueny avfindnuaziay
vziyusiiuen Megndnmauuuussysioe
- vuMTurUTIYEIetleedsssyesvietemsdn diuvsenouuazuamLuse
19381 tanfindn Tuduoy iy
3. ausuiAnIwwmatia
Han1smsIaieseRunwdulusiw Finished product specification wag Drug substance
specification #dlsanmsideusodinnunngnssunisesuasen NIYNTNATITUAY

3.1 Finished product specification : Losartan 100 mg Tablet

U9 Test items Specifications

1 | Identification Meet the requirement

2 | Assay 95-105% of labeled amount of Losartan potassium

3 | Dissolution test

-Test 1 Not less than 75% (Q) in 30 minutes
-Test 2 Not less than 85% (Q) in 30 minutes
-Test 3 Not less than 80% (Q) in 45 minutes

4 | Uniformity of dosage unit

Meet the requirement

5 | Impurities
- 1H-Dimer
- 2H-Dimer

- Total impurity

Not more than 0.5%
Not more than 0.5%

Not more than 1.0%

3.2 Drug substance specification : Losartan Potassium
Complied with drug substance specification

winewe @ 1 nsdieangideundanisiiu (Waive) minsaaeuiiasigsisense iuuans

wnEANguAnaITilaTuayiRse

1
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2. ¥t Dissolution wag Uniformity of dosage units Tkuuienansuansseasiden

NAN1INTIVIATIEN ndilendesteazBuamidusiay3lulu Ccoa

3. Drug substance specification #91sananluinsievivesdudn Drug substance

wselulinsnesi Drug substance wasrinendniagy atulaatunil Fsimsnsavaoulinsziasy
VNYve
4. Fouludue
fiauesiadosdudiunmdisienans wieuasanefietesusenenansinegiisiun seazidun
il
0.1 enanslsiSueygdunsfoussusuiosmiluusamelng uardiuas (declare) undanin
4.1.1 WAy stunsdous3uen l6un ve.2 ve.3 vie.4 w3 6.2 udusinse
4.1.2 lufwatunzidou ve.1 vdo v.1 veserfiauesian wieusasBeaiadents
PRUANANNNTBINAN TN LTTuNEATu (finished product specification) wagdarivunnmuAINID
Imgiu (drug substance specification) nséifiegszminsnisiasuuvaudlufinduasfesuuuionans
msveuily (8.5) 1miay (finished product specification) Wae/wis drug substance specification
lngvauflynouiudseniauszninsiandidnnseind wagliiin 2 ¥ u Suusznadszningian
Bidnwseling
4.2 1eNANTFUIBWINTFIUNISHAREN
4.2.1 nsdewdnludszinalne gudndesilionarsusesuinigiunisudneiniy
wanINAITLaY IS NIARlun1SWEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
W89 PIC/S participating authorities %5e flenansSusoIMIHIUNITHAREWLINENINUTLEY
FBnsirlunsndnewesdinguannssunisemsuaze ASENTIEEI0IEY Farvuatilaed
mnuaenndoILazTinfisuiundninasikes IS nsfinlunanen PIC/S lumnaefiiausune atuagn
auseuNsRsIvdeUlneilinansSusesiviuUssmAastmaAaiEnnsetind
4.2.2 nsfledndndisdseiva dudndecdionansiusemnsgiunisudneiniy
wanNAEILALIENSAAIUNNINERYT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
WiBIY PIC/S participating authorities atuanganmsauntsnsivaeulnefinansiusosaeiuusene
Uszmasadidnnselind viieorgmaondn udusinsdl
4.3 LenasAMMNIBILTiaNeTIAN
4.3.1 aNInTIVIASIRRUnWKERSueieduSa3UvesNER (certificate of analysis
of finished product) lugnsuiidadusietng
4.3.2 wan13nsaadnspviannwingiuvesiiend iy (certificate of analysis of drug

[y

substance) Mdlunsudnenuiiduduiovwimendneuasndningiu
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4.3.3 onansvisenanguiudunuduiussswitnunisudnvesngivaeiaend iy
(drug substance) 9o 4.3.2 fugumsuanvewdnsingierdn3agy (finished product) ¥e 4.3.1
4.3.4 uan13Anw long term stability naent sy ve s Tl fudinay
ABIENTIUNTOMNTUAYE NTENTNEITITUED
4.3.5 n3dhuengu biological products 8w vaccines, blood products #o4]
LONATTUTBIUMITHER (lot. Release) INNTANEIMARSNISUNTE NSENTIENEISUAY
4.4 f9gn9en
4.4.1 flauesim diesduinedieeedeios 3 wirgusseiue Fadusunuuans
ywazdualdnsuhunuiimwunluidonuautivilud e
4.5 msUseiunnn e Tidsou
4.5.1 snidwaudosongldldlivosnit 12 Weutfuantudwey
4.5.2 ynnadidmoy whssdsduunmielususomamsanITineieuiidaey
4.5.3 ﬂszﬁﬁwu"aaiwmiﬁﬂmiduﬁ”aazmmﬁa'quauLﬁadam’m%mswﬁqmmw ming
ywnsaiwilidedesaiietns lnsdiauesim ue) adesdwfiudneusnauiimiesans
dwnniensitanduiiuiarevdilideiifededunsanelinnesiauaw nsdinuiieiliduly
ANNANTNYULANIE ‘m.haswmwaaaauﬁwélni%’uﬁmsmmit,auaswmmé’ﬁﬂm'maaé’muaiﬂﬂwﬂ
Aananvesiauesimfune) uas/viofuanluasuoly
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4.5.4 %Lau@i"lﬂ"l(msﬂqﬂ) a'fmaﬂi‘ULU@UUU'\LN@UWIﬂaVTNﬂa"IQ VIBUBLNANTITLABUANTN

A
seuszmslan neurhuuna Tnglfitieuly

4.5.5 nathuniidoniiuinuiigungi 2-8 ssmiaifoa Fesdienansuansuazuses
Tilszuunisiiusazindsenlu cold chain system ﬁlﬁmm@mmwﬁmnmsﬁ Good Storage Practice
(GSP) waiw Good Distribution Praction (GDP)

4.5.6 Tena1snIANIAIUAMAINLAZANAITEET Mendenisinudadneiuas
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usnenfigamgiives (25-30° C)
4.6 LonaNToue
4.6.1 naiofauelendunuy Original drugs) siosiiienanswanisdnw bioequivalence
yasEnfiauenAlIouiisuiueduiuy lneiSmsAnuspndulumuvdninasitasunufoily
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n. mmzqﬁ’lazﬂuﬂfjm Biopharmaceutics Classification System (BCS) Class 3 %58 4
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ol A

. 8N TNISINWILAY (narrow therapeutic index drugs)

A. enfidinnueznssIMsoIsLATBUTE AT RSN bioequivalence 3y
g1ruiuiingniiu zidovudine (azidothymidine, AZT) enlugunuuenfidaulainisuanydosiaen
d1Aty (modified release dosage forms) Wusu

4.6.2 nsshfusheifiosazatouay/viedeareuld desdinansfnwiauasanin
wasnsazaneuay/vieiioas Tudvnazaiesieg asudulavaenndesiuenansiituen

4.7 fiauesien (ue) Buseslionidndyanneuasuiivun dal

4.7.1 nsdlvamsduaTIiaTeiei TnensuinemansnsunmdvdeviesUfjiinasi
Winmsghu ISO/IEC 17025 nansnsaainsiesiliBulumnnasgrudesmunludseneusgmnsan
4.7.2 ﬂifﬁwamﬁmﬁawﬁmﬁéﬂL%'aﬂLﬁuﬁumﬂﬁawmﬂimaﬁﬁﬁﬂqwuﬂmsnisumsmms
wazelutanavesdyyissdeszang
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T1YAZIDYAAUSN BALIANIZYDY
81 Enoxaparin 60 mg / 0.6 ml Injection

TsawguradeuInuLTuns

1. Foen Enoxaparin 60 mg / 0.6 ml injection
2. anusuAvialy
2.1 Wuansazaeusaanide la Lifld fadwdesey
2.2 Usenausiesiign Enoxaparin sodium 60 me/0.6 ml (6,000 iu anti-Xa / 0.6 ml)
2.3 ussglunaenaussgemiondn Usiaanide
2.4 aa1n
- svufion duusrnouseddiguasmiuuse Sunde i’u?Tumq \AuiNGs uazia
vziyusiiuelisgnsfaauuuussysius
- aanuuvasAuITINSeudnetlesiessylon dulseneuidifyuay
Auuss Tudueny uasiaviindnliedredniay
3. auautANIwmALa
Namim’ﬁﬁLﬂ’i’]sﬁﬂmmmﬂﬂﬂmm Finished product specification wag Drug substance
specification &sldanvzidousedinnuanenssunsewnsuazen NITNTIETITUFY

3.1 Finished product specification : Enoxaparin 60 mg / 0.6 ml injection

D) Test items Specifications
1 | ldentification Meet the requirement
2 | Assay (Anti-Xa activity) 90-110 % of labeled amount of Enoxaparin
3 | Anti-lla activity | 20 - 35 iu/mg
4 | Ratio of Anti-Xa/Anti-lla 33-53
5 | pH 55-7.5
6 | Bacterial endotoxins Not more than 0.01 EU/anti-factor Xa iu
%39

Not more than 100 EU/ml

7 | Volume in container Meet the requirement
8 | Sterility sterile
9 | Particulated matter Meet the requirement
> 10 um Not more than 6,000
2 25 um Not more than 600
VRSN Fuooud /,\/,




3.2 Drug substance specification : Enoxaparin sodium
Complied with drug substance specification
winews : L nsdifleamaifouudinsndu (Waive) mamsaedeuiinsizvisienisla Widuenans
vngudnanildiueyiise
2. Drug substance specification 913au1a1nlulasievivesgudn Drug substance |
wieluAiasevt Drug substance vesfiAnyidiiagy atulaatiunils ddimsmmseuiinnsiasunmide i
4. Feulvdug
Jiauenadesudiunnmdisianats wiouasansiledesuseaenanlnegisiune suanidundeil
0.1 wnensléiueygntunsdeuiusuitodmielulsemelng wazdun (declare) wdanan
4.1.1 Tuddynstunsideus3uen 1iun ve.2 ne.3 ne.4 vide 8.2 wdudngdl
4.1.2 ludwatunsilou ve.1 vie v.1 vesefiauesan wioussandeaiadonts
PIUANAMN LB IWER ATt U (finished product specification) wazdafvunnuA YD
MR (drug substance specification) ﬂizﬁﬁagssijmim?{auuﬂaw’ﬂwLﬁmamséfamumaﬂms
nsvaulY (8.5) Wndau (finished product specification) Wa/%30 drug substance specification
lngvouRlunsuiudsenausyninsiadidnnseind uarliiiu 2 ¥ a Suuszniauseningian
didnvseiing
4.2 1NENTTUTBRNITPIUNIIHENYN
4.2.1 nsdlem@nludszmedlng udssoedienansiusesnnsguniswdnemuvdnines;
wagdSnmsinlunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnuigenu
PIC/S participating authorities %38 fllena13fusesunsgIuNSHEReMUSNNawaz S n1sARlY
NMIHdRg1weIE N UANENTIUNITOWMISUAZEN NTENTIASITNAY T muntulnefauasnndas
wagvinieniundninasiuaz38nsidlunandae PIC/S lumuaneniiausune aduaganuIauns
asavdeulagiinanssusesdiviulssnmeUssmasadidnnsedind
4.2.2 nsdendndraindssena fudnfosdiienatsfusewnnsgiunisudneini
VEnNaeiLaE IS N IARTUASNEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
WU PIC/S participating authorities aduarganusaunsnaseulaeiinanisfusesdeiulss g
Usenmnsadiannselind vieorgmaoadn udusinsdl
4.3 WNANIAMN YR TIAUDTIAN
4.3.1 uan1InsnlnsIgiRuAmHanSuTie1d S Urednan (certificate of analysis
of finished product) Tugguitdadufiega
4.3.2 nan3nsIviasvinunwingiuvesiiend iy (certificate of analysis of drug
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substance) Mldlumsuiinefuidadusodiniwesindneuarfrdningdu
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substance***]

L

4.3.3 wnansusevanguBudumuduiussevingunisndnvosingivvesineddy
(drug substance) 4o 4.3.2 fugunisndnveawdnsdneierdniagy (finished product) ¥e 4.3.1

4.3.4 wan15@nw long term stability maamhamqsuaqmﬁﬁumﬁauﬁﬁ’uﬁwﬂ’ﬂmu
ABIZNTINNTTOWNTUATEN NTLYITIATITUEY

4.3.5 ﬂiiﬁL‘ﬂumﬂaju biological products #idu vaccines, blood products #o4il
lNATTUTBIUNIHER (lot. Release) INNTINGINANSMTUNTE N3ENTIENEITURY

4.4 fregn9en

(Y

4.4.1 fiauesian fosdsiednetetiados 3 wiguside Jadudunuuans
Teaudunldnsutunuiitmusluidenmeaudivilidredy
4.5 MsUseiunu N Tidwey
4.5.1 gidweusodiongldldlivosndt 12 ieutfusniudeaey
4.5.2 sWnnndidaey wdpsdidnnmaelususewansnsIeiineienuiiduey
4.53 nszﬁﬁwu’asmsamw‘iwm%jmﬁaa&iwmﬁdmauLﬁadamaﬁmﬁsﬁﬂmmw iPeld
nwnsesimilsdedesvediiodn nediauesian (fue) axdesdseniindnauduiuiiviiesanisds

a |

a ¢ & Yo I o o v PN I3 S ] | &
aviangiiasiugiuiayeualdiremfeatedunmsnsiniinssinunw nsdifinuinenliduly

Y

PunuENYLzan Mbernsveanuanshiiuinsamsiauesen endindnveaiausinnien
[ ) v v A Y oa -
AINAIVBILAUDTIAN(HYE) was/MIeRnanluASwaly

9/ v

4.5.4 fiauesa(fuie)as

v

ssdudsunloslndvuneny viadleinnnsidenanin
sevsznsiag Aeutmun Taglifliteuls

4.5.5 nsdhduenifenfivinuiignmad 2-8 ssmieaidea fosllonarsuaniuasiuses
Ifiszuumaivuasdndee iy cold chain system Aildnasgusamdninest Good Storage Practice
(GSP) wag Good Distribution Praction (GDP)

4.6 Laﬂms%‘uﬂ

4.6.1 nsdloauslldedunuy Original drugs) Aadilenansuansdnn bioequivalence
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A. eMdNUANENTINNNSEMSKATEUSEMATIRBINNSAnY bioequivalence 14y

g1AuANIARNIAY zidovudine (azidothymidine, AZT) grlugUnuvefnanUasnisuanuasesen

9

[

&Rty (modified release dosage forms) tHusuy
4.6.2 nsdlfusnenfifesazarsuas/vieidevnsdeuld Feainanisdnwninuasanim
naINTazaNeLay/M3819097 Tusvhavaied1eg asudulasasnndastulenansinfuen
4.7 favesia ue) Buverlendndygnounsutmun fil
4.7.1 nsdlnansgunsiniiasgvient Inenswinemansnisunndvievesl foRnsd
Ielnmsgu ISO/IEC 17025 namsesavdissilidulumumasgudorvuslulssmeadssnssian
4.7.2 nsdldndnsiensinignisoniuiuaniesmanalagdinnuanenssunsems
uazenlutranawesdyyrasdessuny
4.7.3 nsdiwullgmasnmanedastosiondenadmasoUsyavsranaramnutasaiese
fuaeilisuen
4.8 wu"aEJmmmisuaaqau%wéhi%"uﬂmsmmﬁmﬁmsﬁmﬁﬁﬂsﬁﬁgﬂL%'amﬁuﬁuiﬂaﬁwﬁﬂmu
AgnIsUNTEMNSWarelusseian 1 U neutulssmeaussmasiadidnnsefind
4.9 uansmangIun1sAnymandln (Clinical study) wse Therapeutic equivalence fiUs
wanstaUszansamuoseludovsld fwisluil
4.9.1 $5nw1n1e Deep vein thrombosis
4.9.2 $nw1n1g Unstable angina wag Non-Q wave Myocardial infarction

4.9.3 Sn¥1n1y ST-elevation myocardial infarction
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TIUAZIBUNAMAN BUIANIZVDY
81 Phenytoin sodium 50 mg/ml in 5 ml injection

TsaneUIadeuIMULTUNS

1. ?iam Phenytoin sodium 50 mg/ml in 5 ml injection
2. AnusuATialy
2.1 uansasansusmanide la Lifld dwmsudadvasaidonsh
2.2 Us¥nousmhieen Phenytoin sodium 50 mg Tu 1 ml 9esansasanenanyas propylene
glycol wag ethanol in water for injection ®saUs¥nausmIEs181 Phenytoin sodium 5%
w/v Tuansazatenauyas propylene glycol 40% v/v wag ethanol 10% v/v in water for injection
2.3 9UAUsIy 5 dadans
2.4 ussglunuurUsTRNdaUTIrNge vssuTdestunas
2.5 287N
- seyliosn druusznouiedfguaraunse Sundn ‘Fu?ﬁuumq \uTiHER uaziaY
nzilguiiuenliogrednauunusqsine
- VUNUEUITIed e st yTesmieTontsdn dudssneunaseunaey
USRI LAVTIHER i’u?ﬁvumq Lognedmau
3. ausuANImAlla
Han13n593AT AU W UUlUR Y Finished product specification wag Drug substance
specification fg1sBsmnndsivatiuientu Fdldeamslousedinnunnenssunisevsuay
81 TN Tiei) ndusuildsedeaduatuiifisurinvdelmindunnsgundusisu
Tagdn3unile PINUTZNIANTENTIEEITUEY 1389 5215187 WA, 2556 aaTudl 11 lwwneu w.a.
2556 (aslusneivampuney Juil 10 figuisy 2556)

3.1 Finished product specification : Phenytoin soium 50 mg/ml in 5 ml injection USP

U9 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95.0 - 105.0% of the labeled amount of

Phenytoin sodium

3 | Bacterial endotoxins Not more than 0.3 Endotoxins Unit/mg of
Phenytoin sodium

4 | pH 10.0 - 123
5 | Alcohol and propylene glycol content

- Alcohol Not more than 9.0 - 11.0 % v/v

- Propylene glycol ~Not more than 37.0 - 43.0 % v/v

WAoo /3[/
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h) Test items Specifications
6 | Particulate matter
- Size > 10 m Not more than 6000 particles/container
- Size » 25 m Not more than 600 particles/container
7 | Sterility Meet the requirement
8 | Volume in container Meet the requirement

3.2 Drug substance specification : Phenytoin sodium USP

- Phenytoin related compound A
- Phenytoin related compound B
- Benzophenone

- Total impurities excluding

benzophenone

V8 Test items Specifications

1 | Identification Meet the requirement

2 | Assay 98.0 — 102.0% of Phenytoin sodium
(on the dried basis)

3 | Clarity and color of solution Meet the requirement

4 | Loss on drying Not more than 2.5%

5 | Heavy metals Not more than 0.002%

6 | Related compounds

Not more than 0.9%
Not more than 0.9%
Not more than 0.1%

Not more than 0.9%

3.3 Finised product specification : Phenytoin soium 50 mg/ml in 5 ml injection BP

U9 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 4.75 - 5.25% w/v of Phenytoin sodium
3 | pH 11.5-121
4 | Weight per ml 1.025-1.035¢
5 | Benzil and benzophenone (for each) Not more than 0.5%
6 | Ethanol 9.0 - 11.0% v/v
Livmrons Decodd pava
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7 | Propylene glycol 37.0 - 43.0% v/v
8 | Sterility Meet the requirement
9 | Particulate matter
- Sized > 10 Um Not more than 6000 particles/container
- Sized > 25 [m Not more than 600 particles/container
10 | Bacterial Endotoxins Not more than 0.3 Endotoxin Unit/mg of
Phenytoin sodium
11 | Extractable volume Meet the requirement
3.4 Drug substance specification: Phenytoin sodium BP
49 Test items Specifications
1 | Identification Meet the requirement
2 | Assay 98.5 ~ 100.5% of Phenytoin sodium
(on the anhydrous substance)
3 | Appearance of solution Meet the requirement
4 | Related substances
- Impurity E Not more than 0.3%
- Impurity C Not more than 0.2%
- Impurity D Not more than 0.15%
- Unspecified Impurities (for each) Not more than 0.10%
- Total impurities. Not more than 0.5%
5 | Free Phenytoin Not more than 1.0 ml of 0.1 M
sodium hydroxide is required
5 | Heavy metals Maximum 10 ppm
6 | Water Maximum 3.0%
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