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1. Foen Metformin HCl 500 mg Tablet
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3.1 Finished product specification : Metformin HCl 500 mg Tablet

b} Test items Specifications
1 | Identification Meet the requirement
2 | Assay 95 - 105 % of label amount of Metformin
3 | 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
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uazvinisniundninasiuazisnsiiilunssdne PIC/S Tumnasiiausuie 2UUAEANINTOUNIT
asraapulauinanisiusesiisiulseniausemesadidnnseiind
4.2.2 nsdlemindransincssve gudnfodlionansiusennasgunisnanemumsninest
wagIsnsfidlun1snanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingvnuqesiy
PIC/S participating authorities atuanganuseunisesiaaaulaeiinanissusasdeiulsenmmusemasian
Bidnvsedind vseeymasnTw udiusinsel
4.3 loNaNsAMAMYDIEITiauas1A
4.3.1 HamanTvlinseinunmwdndusiedudaguvesudn (certificate of analysis
of finished product) ‘Lumiuﬁduﬂuﬁaaﬂfm

Aty (certificate of analysis of drug

substance) lflumswanensuidaduiotaiwesdneuasindnngiu
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¥ oa

Anane iy / nstleniuduy Sterile water for injection lal#asl COA of drug

Y

substance***]
4.3.3 lenavsendngubudumuduiusseiniunisuanvesingRuvesietdidy
(drug substance) 9o 4.3.2 fugun1suanvendninsiednsagy (finished product) 4a 4.3.1
4.3.4 uan15AnW long term stability maamhamqmmmﬁ%mLﬂauﬁﬁuﬁwﬁﬂmu
AMENITUNITOMSUATE NTENTINEIGIIUET
4.3.5 nstilluenngu biological products 7y vaccines, blood products fssdilanans
JUTDIIUMINER (lot. Release) MnATIANLIAIANIAISUINE NSENTNETITUGY

4.4 798198

)
(Y [ v

4.4.1 fieupsinn desdsiiodneeglos 3 misussesag Fadudaunuuans
swasdealdnsutumuiiimusluidenuausinlud ey
4.5 mM3UsziugaA e Tidaoy
4.5.1 erfideaeusedionglildlbifosndn 12 Weutuantudsey
4.5.2 ymnneiiawoy whpwddnamirgluiusomamsnTTieneioguildaey
4.5.3 ﬂsa‘iﬁmm&Jiwmsﬁwmsduéﬁaammﬁaiwa‘uLﬁaaiam’aﬁﬁmswﬁ@mmw e
nnsgimldesewediogn lnediauesian (fune) azdesdsenfisdnausuiuiivingsisnisas
nnvdnsiuazlufiuiaveudlddeiiededunisnsaleneiauam nsdfinuieluduly
RIUAUTNYUTLANY ‘m.h&m%m'13‘11aamuﬁwélzi%’uﬁmszmmiLauaswmmﬁ’mﬁﬂwaosﬁmuaﬁmm
fenanvesfiauesia(une) uas/viedndnlunwioly
4.5.4 fianesn(fuisiedosfudsundienlndnuney vieidlediansidenanin
mevszmslag neurvua Tngldiideuls
455 nsdhueifeafiuinuilgumail 2-8 swmwaiBea Fesionarsuansuayiuses
nilszuumaiusasindsendu cold chain system ﬁlﬁmmg’mmuwé’ﬂmm‘ﬁ Good Storage Practice
(GSP) wag Good Distribution Praction (GDP)
4.6 LONAN5BUY
4.6.1 nsdlofensllrenduwuy (Orignal drugs) fasilionanskansAnen bicequivalence
yesenfiiauesaUisuiisuiueduuuy lagTBnsAnwealulumundninasivasuuiufisly
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n. mﬁizq’ha@umju Biopharmaceutics Classification System (BCS) Class 3 %3 4

dae o

V. PMAATUMSINY LAY (narrow therapeutic index drugs)

A. efidinauANENT IS INSWaLEUSEN AR YNns AN bioequivalence 1ty
g1AuiLlngnidu zidovudine (azidothymidine, AZT) enluguuuueiiidauvasnisuanddasien
dAty (modified release dosage forms) 1Hud

4.6.2 nsdhlusendifesazatsuar/miaideaenevld Feslinanisinwiaunsanin
waansazansuaz/violdenns ludvhasanesinag asudiuuazasnadastuionaisiiuen
4.7 fauasini (fune) Susenlienidndyayineunsuiun fail
4.7.1 nsdlnansduasiadiasigieni] lnsnsuingmansnisunndusovies foRnnsi
AunsgIu ISO/EC 17025 wan1snsln el dulunumessudervusluusenirdsenmnsm
4.7.2 ﬂizﬁmﬁmﬁm%mwﬁmﬁgﬂL%'&JﬂLﬁ‘uﬁumﬂﬁmmmsﬂm&Jﬁwﬁ’nmuﬂmznssumsmms
wazenlutnnawesdyynardoasane
4.7.3 ﬂizﬁwuﬂzqummwmﬂwémﬁmv‘lmﬁmadmawiaﬂss‘ﬁw%waLLazmmUaaﬂﬁasia
feldsuen
4.8 maa'ﬁwmwaaaauﬁwélﬁ%’uﬁawmnwémﬁ’wﬁawﬁﬁmsi’agnL?EJﬂLﬁuﬁuImaahﬁ’ﬂmu
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IUAZIDUAAMANBUIANILYDY
81 Losartan 100 mg Tablet

TseansruradeuInusuns

1. ?iam Losartan 100 mg Tablet
2. aausulianaly

2.1 gUuuy udiedmiuuusemu

2.2 dusenau Usznaumesien Losartan 100 mg Tu 1 uin
2.3 AYUTUTIY ussyluunsdnatiniiannsadesiuaauiuly
2.5 aan

- 39uTenn dawusenoudedduaranunss Yusde Yuduony weildnuaziay
neilousiuen Hegwdaeuuuussyius
- UUNMYUEUIIEIesaesdesstydesviotonsdn daulstneutazemne s
10381 1@aviindn Tuduoy Vdaau
3. prusutAnamaina
Namim'naﬁmeﬁﬂmmmﬂulﬂmm Finished product specification wag Drug substance
specification Ftlfanvzieusiodinaunaenssunsemsuasen NSENTNATITNEY

3.1 Finished product specification : Losartan 100 mg Tablet

U 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 Not more than 0.5%
- 2H-Dimer Not more than 0.5%
- Total impurity Not more than 1.0%

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

oo P v % . a < ]
VI&I']EJWW! : 1. NFUNIANLLVYULIINITIIU (Waive) ﬂ'ﬁﬁﬁ?"ﬂaaU?Lﬂsqg‘ViT‘lUﬂ'ﬁiﬂ IﬁEJULLaWQ
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2. Wadia Dissolution wag Uniformity of dosage units Tfuuutonansuanisioasiten
HANI9TI9AT e mndldudeeanBueiiiuiauiilulu coa

3. Drug substance specification #arsananluiimsigsivesdudn Drug substance
vigluiasd Drug substance vesiudnerdnfagu atiulaatiunils Fsfinnsnseaeudinsriasy
nniade
4. Fouladueg

Hlauesadestudiunningneienans W%'auaqm&Jﬁa%a%’Uiauaﬂmﬂﬂaéﬁéwmm suazdun

e

9
4.1 wnanslisueygmiunsdeusiueniteswigluusumeing uazdums (declare) uvdandn
4.1.1 Tuddymstunsdousizue 1 ne.2 n8.3 ne.4 wie ©.2 wausingel
2.1.2 lusweBuneidou vie.1 w3o 6.1 vesenfiaussa wionseanieaiitenis
AUANAMA BN STtz Do (finished product specification) Wagdafivunnmun YD
Tmgiiu (drug substance specification) nsdiflegseminensvdeundaudlufimAuasdouuuienans
M3veudly (8.5) umsau (finished product specification) wag/nse drug substance specification
lngvauflodeuiuvssniauszninsimdidnnsaing uazlidiiu 2 U s Fuuseniadszniasian
Sdnwseilind
4.2 WnaNTTUTBWINIFIUNSHAR LN
4.2.1 nytlewdnluussinalve fudafosilienarsivsonnnsgrunisudngrniy
MANINATILAY IS NIARLUNSWEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
ML PIC/S participating authorities %38 Hlenas3useamIATgUNSHARE AN NINLTuaE
FBnsfRlunsuanevesdinuANENTIINT oM KAYEN N3¥N9E51304Y Farvuntulaed
AnuABAARBILarVInTsufundnInuTLay S msTiRlunsnEnen PIC/S Tumnaeiiiauese aduagn
musauNMIAsIRdeulneiinan1siusesiiviuusemalsemasdidnnseiing
4.2.2 nsdlenidandrsussine duindesiionasiusesunngiunisuaneiniy
NANNMTTLALIENSTRTUASHERET PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
M PIC/S participating authorities atuaannuseunsnsinaeulaefinanssusesteiulsene
UssmnsaBidnvseilind vSeegmaendn udusinsdl
4.3 \BNaNsAMNNYRITIaNETIAN
4.3.1 nanInTITIATIzRRMANAR Sl d S Ue AR (certificate of analysis

of finished product) luensundufusagng

LY

4.3.2 nan3In9laseiaunwingiuvesiienddyy (certificate of analysis of drug

[

substance) ﬁ‘lﬂéﬂumswé‘msm;uﬁaiaLﬂuﬁaamaﬁwaqﬁwﬁmmuaxﬁmﬁmmqa‘u
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(e : nsdiiuenngu biological products #8415 COA of drug substance 184

&/

frdnenvind / nsdlonfuiy Sterile water for injection laifosil COA of drug
substance***]
4.3.3 nanvisendngnuiudumuduiusseninjunisnanvesingiuvesienddy
(drug substance) 98 4.3.2 fugun1suanvesndnfasiednsagu (finished product) ¥e 4.3.1
4.3.4 uan13finwn long term stability maamﬂmmqmmmﬁﬁumLﬁaul”iﬁ’uﬁqﬁ’nmu
AMENTSUNTSEMITUATYT NTENTIEITIIUGY
435 ﬂ'saijJumﬂEjm biological products Fidu vaccines, blood products Rasil
LBNANITUTBITUNMINER (lot. Release) Mnnsifinemansnisunne NIZYIINEAIGITUEY
4.4 fpEneen
4.4.1 flaunsien fosdsiodneegiades 3 misussadust Fadudunuuans
eazdualfnsudunuiitmusluidenuandivalude
4.5 msUsziunnanefidseu
4.5.1 ridweudasionglildlifiosndn 12 Weuluantudsuoy
4.5.2 s Wnnafidaoy szfpsdsdmnamglususemanisnrvinnesionuiidaey
4.5.3 ﬂiiﬁ‘ﬁwmsswmsﬁ'\mszﬁmﬁaasiwmﬁa'auauLﬁadamsaﬁmswsﬁ@mmw aveld
nImTasihmiideseweiiedw nediauesia (fue) szfesdeeniudnmusauimbesisns
dwsriensiwasufiuiavovdilddeiifededunmnslinneiguam nsdfnuiieliduly
ANAUFNYLLANIE ‘vm'aaswmssuaemuﬁwélu’%‘uﬁmimfmmauaswmmﬁmdnmaqﬁmuaswmm
fananvesiauesa@ne) uas/vdeguanluadaioly
4.5.4 fiauenin(fuieasiesuasundienlndnuneny viedledansidenanin
seUsemslag neurviua taeldfiidouly
4.5.5 nsililuenidoniuinuitgungd 2-8 oswniwadea Fesllenarsuansuariuses
Mflssuumaiivuazdndse il cold chain system ﬁlﬁmmgmmuwa”ﬂmm‘ﬁ Good Storage Practice
(GSP) wag Good Distribution Praction (GDP)
4.5.6 HenansnIfinmdunuAMLaTANAITEIET MendinnsTuladaeuas
Hushwiigaumniivies (25-30° )
4.6 OnANTHUe
4.6.1 nsdlenfiauslalldenduiuy (Original drugs) siasdlionansnams@nen bioequivalence
voaflauesAUSeuiisuiuaduuuy Immﬁmsﬂnmmaqmulﬂmwammumammﬂgwﬂ,u
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Hotlseylunsdileddyuesesuuuuiunndeurouting 2535 waztluglungusal
f. Uﬂﬁisqi’la@uﬂdu Biopharmaceutics Classification System (BCS) Class 3 50 4
2. eiifidviinsSnwuay (narmow therapeutic index drugs)
A. fidinuAnznIsIMIIMSLATIUSE AR BN sAnE bicequivalence 9u
1A ilagnidu zidovudine (azidothymidine, AZT) erlusuuvuenfidaulasnmsuanUasssen
d1A5y (modified release dosage forms) \{udu
4.6.2 nsdhumenfifiosasatsuar/mioideneieuld Fesfinanisfnuaunanin
waamsazansuay/vsaldeas lusivhavaiusa asuduuaraenndastuionaistitue
4.7 Jieuesie (ue) Busenlienidndygnounsufiun il
4.7.1 nsdlnansduasadiasieiend IngnsuivenmansnsunmdviavesufURnasi
innsgou ISO/IEC 17025 wansamavdesesibifulumunasgudermmuslulssmeadsznnsan
4.7 2 nadludnsurioinignEeniviunntewanlasdinnunmenssunsens
wazenlutsnawosdya stz
4.7.3 nadinulgmaunmanedefusientorndwmanoysyavinauazmmnasnduse
eildsuen
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T8RP UAAUAN BAZIANITYRY
#1 Enoxaparin 60 mg / 0.6 ml Injection

TseneunadeuIMULTUNS

1. %a&n Enoxaparin 60 mg / 0.6 ml injection
2. pruaudAialy
2.1 Wuansazaneusimannide la Lifid fdndesdou
2.2 Usgnoushieien Enoxaparin sodium 60 me/0.6 ml (6,000 iu anti-Xa / 0.6 ml)
2.3 ussqluvianaussgundendn UnAanide
2.4 281N
- svyfioen duvsznouseddguazauuse unde fuéuawq [BTiHEn Laziay
nzilusiFuenliegsiauuuussqdus
- aanuunaeaussniendnediaiesessrylien diulszneuiend dyuay
ALY ﬁ’u??umq waziauindnlognetaiau
3. anuauUANImaila
Nam‘imi’a’«ﬁLﬂi’]:ﬁﬁﬂmmmﬂulﬂmm Finished product specification wa Drug substance
specification &sldfanneLdeusiodinnunmenssunsemsuagen NIENTNEFITUEY

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

U Test items Specifications

1 | Identification 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
150

Not more than 100 EU/ml

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

ZV
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3.2 Drug substance specification : Enoxaparin sodium
Complied with drug substance specification
wanewg ;1 nadiisanafeundinindu Waive) msnsieaeuiesesinenisla Intuenans
wingudanandiliueyase
2. Drug substance specification #915an91nluliasizsivesdndn Drug substance
vi38luiiAT 1M Drug substance vesnanendnsagy atulpatiunils Falimsasaeaeuiiaswiasunniate
4. Joulvdug
fiavesiendostudiunnmiisiensans wiounsmeiloBeiusenanansinediiénng smeasdundail
4.1 wnaslisueugniunsdeuiiusnitesmineluusemalne wazduns dectare) widwds
4.1.1 Tuddynstunsideum3ue 1dun ve 2 ne.3 ne.4 wie .2 WAANTEN
4.1.2 TudweTuneifou ne.1 wie v.1 vewwfitaussin wionswaseniadons
AIuANAMNWTeNARTsimuTiTuns e (finished product specification) wagdarivunnuAWYDs
Imgdiu (drug substance specification) nsdifiegsemitsnsiisuulaudlufiuduesdasuuuionans
nMsveunly (8.5) uwdeu (finished product specification) uag/nse drug substance specification
lagvaufluneuiuussniaussninsimdidnnseiing uagliiiu 2 ¥ o Fuuszniauszninsaan
didnnsednd
4.2 1BNaNITUTOWNIFINN TR
4.2.1 nsdlowanludsznedlve dudadeclionansyusesnasgrunsudnenmumdninms
wagIsnsARlunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taguiieau
PIC/S participating authorities %38 fllenansiusewnnsgrumIndnemiamdninaeinasisnmsiemy
NMNANE1TRIdTNUANEATINNTOIMISUAZET NSENTNESITAIgY T vuntulnefimwasnades
uazviniigntiundninasiuar3insidlunsudae PIC/S Tumnagfaueuie aUuagAnINTauNIT
avedoulagiinansiusesiiviulssmassninsaBdnnseding
4.2.2 n3dlgnidannssussiva duandesfiienansiuseaninsgiunisangniy
wdnnaiLar SN sAAluAIINERE PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
W3 PIC/S participating authorities adudrganuseunsnsiadeulngiinanisiusesieiulsena
Ussmanndidnnselind veengmaendn udusinsd
4.3 LoNAIAMAMNYDIIALDTIAY
4.3.1 Wan1InITIaTEiRumEanTeied1593Uvenan (certificate of analysis
of finished product) lugnjuiidaduszess
4.3.2 samanTivinswinuawingAuvesinend iy (certificate of analysis of drug

s

substance) fildlunsndnensuiidalumetisivesdneuasduin ingiv
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[ vuneine ﬂ'ﬁﬂjL‘fJumﬂEjaJ biological products #9415 COA of drug substance v84

Y a

Qmama%ﬁ’}ﬁu / nsdlerhudiy Sterile water for injection aifiaell COA of drug
substance**¥]
4.3.3 wnasvisevang niudunuduiussevinunisudnveaingiuvesiaed iy
(drug substance) 48 4.3.2 fujunsudnvowdndasiond§agu (finished product) e 4.3.1
4.3.4 uan15fAnw long term stability maamhamqmaamﬁ%uwuﬂaul’iﬁ’ué’wﬁ’mm
ANENTIUNTEWMTUATY NITLNTIETISAEY
435 ﬂiﬁﬂt‘f}umﬂfjm biological products A vaccines, blood products R99il
lONA133UTBIUNIIWAR ((ot. Release) Innauingnmansnisummd nsensansisngy
4.4 F8EneYn
4.4.1 fiauesian dosdsiodneediader 3 ireussist Sudufunuuans
ywazBualdnsuiunuiitvusluidonuaudivalid
4.5 msUsziuguameidsey
4.5.1 eridweusesdionglildlbiosndn 12 Weutuantudsuou
4.5.2 yWNNATENDY wdedidunnmmeluiusemanisnsaiinsesieniuiiduey
4.5.3 nizﬁ‘?{wmaswmiﬁwmseﬁmﬁaaEJNmﬁ'a'mauLﬁadqmiaﬁmswﬁ@mmw ivel]
MInsgimidesoswednod lnefiauesian (fue) ssfosdeenfiudnmusuauiiviesunsas
nvinsziuandufiuiaveudilidenfededunsnneiinmeiamnin asdinuinebiduly
MuRMENYUELANTE MNLIIYATveANUAVE ISURISIINsIEUE T BIAINAIVBIELAUDTIANEYN
fandmvesiiavesiedue) warmieduasiuatutely
4.5.4 favenm@ushsfessuasueioslndnuney wiedleiansdenanin
eUsznslag deudwus laglifideuly
4.5.5 nsdlduenidenfivinuilgumgl 2-8 ssmeaidea fesfiionasuaniuasiuses
Tilsruumsiiuuasdodsenlu cold chain system Aldnasgumavdningst Good Storage Practice
(GSP) waz Good Distribution Praction (GDP)
4.6 LonaTouT
4.6.1 nslefianslildedunuy (Original drugs) siaaflionansuamsans bicequivalence
vosenlauesanUsufisuiuerfunuy lag3Bnsdnwdesdulumundninamivazuuiujualy
MsAnauyavesenadyvesdinnuANENTINNNTISLATEN NIENTIATITUEY
feilseylunsdiiimeddymeseiuuuuiunsSounouting 2535 waziduelunguail
. eitsytheglungy Biopharmaceutics Classification System (BCS) Class 3 3o 4
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A. dTNUALENIIINSE IS IALEUSEMATIE BN AnW bicequivalence U
eAuLiagnidu zidovudine (azidothymidine, AZT) elusUuuusiidauuasnisuanudessen
d1Ay (modified release dosage forms) 1Wugiu

4.6.2 nsshluseniifesazarsuay/miaideaenevld Feinansinwiaunsann
waInsaratelay/v3oleans lusharanerneg asufiunarasnedastuionansinduen
4.7 Jiawosan (fue) Buvenldenidndyanounsusiviun feil
4.7.1 nsdlvansduaTITiATIERe lnunsuinermaninisunmdvievesu foansd
fumsgu 1ISO/IEC 17025 nansesiineilidulunumnesgiudermusluuseniadszningmm
4.7.2 ﬂizﬁwamﬁmsflawﬁmﬁgm%'amﬁuﬁumnﬁaamam‘[maél’wﬁﬂmuﬁmznﬁumimms
wazenlutanatvesdnyeyvzgeasane
4.7.3 nadiwullgmaanmannadndasiondendsmasoUstavsnauarauuasnfese
Fuaeildduen
4.8 mi';EJiwmimaamuﬁwélaj%’uﬁmswNamﬁmeﬁmﬁﬁﬂssi’agﬂL‘%'smﬁuﬁuimaﬁﬁﬁnmu
AMZNTIUNMTOIMTLasetussesnat 1 T neufuussmadsyninsimdidnnseding
4.9 wanswang un1sAnyImiandin (Clinical study) w3e Therapeutic equivalence iU
wanstaUseavinnueselutousld faseluil
4.9.1 $5nw1n11e Deep vein thrombosis
4.9.2 $nw1n1g Unstable angina wag Non-Q wave Myocardial infarction

4.9.3 $nw1n13g ST-elevation myocardial infarction
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81 Phenytoin sodium 50 mg/mlin 5 ml injection

TsaweruradeuInuisuns

1. Foen Phenytoin sodium 50 mg/ml in 5 ml injection
2. AauauTAvalY
2.1 Wumsavaneusimnide Ta Lifid dwsudadwasaidens
2.2 Usznausmuemien Phenytoin sodium 50 mg Tu 1 ml vesansazatenanvs propylene
glycol wag ethanol in water for injection #SaUsenausiesien Phenytoin sodium 5%
w/v Tuasavanenauvea propylene glycol 40% v/v laz ethanol 10% v/v in water for injection
2.3 3UnUIIY 5 T0dans
2.4 ussgluntmurussEendausImnide ussyiuridestuuas
2.5 aa7n
- svylienn dudssneufeddiyuasmiuuse Fundn i’u??umq \AUTiNGR oAy
nzieusiiuenlisgsdnauuuussysiu
- YUNugUsIRIeleedessyylesviedonisdn diulstneutaztunney
usIveen iuiinGn uduany eeredniay
3. ruantAn1umata
Namimsafﬁmeﬁﬂmmmﬂuwmm Finished product specification wag Drug substance
specification 181489a1nundusnSuatuiientu Felfaamadeudoddnauanenssunmsesuas
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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 - 12.3

5 | Alcohol and propylene ¢lycol content
- Alcohol Not more than 9.0 - 11.0 % v/v
- Propylene glycol ~Not more than 37.0 - 43.0 % v/v
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h) Test items Specifications
6 | Particulate matter
- Size = 10 Um Not more than 6000 particles/container
- Size = 25 [Im 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
D) 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

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

- Total impurities excluding

benzophenone

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/mlt 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
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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 Impuirities (for each) Not more than 0.10%
- Total impuirities. 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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