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#13n Phenytoin 50 mg/ml, 5ml injection

1. §ae1 813n Phenytoin 50 mg/ml, 5ml injection
2. arusuAnaly

2.1 JUuuy asazawUsAnde la luild
2.2 drulszney Usznauaieigl Phenytoin sodium 50 mg Tu 1 ml aesa@sazans

NEY99 propylene glycol Wag ethanol in water for injection %30
Usznaumesien phenytoin sodium 5% w/v luansavanenauves
propylene glycol 40% v/v Uag ethanol 10% v/v in water for injection

Us39U3uns 5 ml
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3. Aausuiamamaila
Namsm’aaﬁmi’lsﬁﬂmmwL‘flulﬂﬁm finished product specification Wag drug substance
specification fignsBeanndusiiduatuiendu dddaazidoudedninrmuanznssunisomisuazen
nsynTIENssagY setnduihiuilisedentuatuiifieuminielmininnasgunduiniulasiisu
wile AuUsEnIEnTEN Ty 309 ST w2561 astudl 6 funneu 2561 (assemialy
swfnamunyTudl 12 quaiug 2562) uay Fes seyfisnen @UUT 2) w2562 asiuil 3 nsngeu
2562 (asusemalunsRaaniuneiuil 26 nsngiau 2562)
3.1 Finished product specification: Phenytoin sodium injection USP40
3.1.1 Identification Meet the requirement
3.1.2  Assay 95.0-105.0% of the labelled amount of

phenytoin sodium
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3.1.3 Bacterial endotoxins

3.1.4 pH

3.1.5 Alcohot and propylene glycol
Content
- Alcohol

- Propylene glycol
3.1.6 Particulate matter

- Size = 10 pm

- Size =z 25 pm
3.1.7 Sterility

3.1.8 Volume in container

Not more than 0.3 endotoxin unit/mg
of phenytoin sodium
10.0-12.3

9.0-11.0% v/v
37.0-42.0% v/v

Not more than 6,000 particles/container
Not more than 600 particles/container
Meet the requirement

Meet the requirement

3.2 Drug substance specification: Phenytoin sodium USP40

32.1 Identification
3.2.2 Assay

3.2.3  Loss on drying

3.2.4  Organic impurities
- Phenytoin related compound A
- Phenytoin related compound B
- Benzophenone
- Any individual unspecified
Impurity
- Total impurities excluding

Benzophenone

Meet the requirement

98.0-102.0% of phenytoin sodium (on the
dried basis) |
Not more than 2.5%

Not more than 0.5%
Not more than 0.9%
Not more than 0.1%
Not more than 0.1%

Not more than 0.9%

3.3 Finished product specification: Phenytoin sodium injection BP2016

3.3.1 Identification
3.3.2 Assay

3.3.3  pH (alkalinity)
3.3.4  Weight per ml

Meet the requirement
4.75-5.25% w/v of phenytoin sodium
11.5-12.1

1.025-1.035 ¢
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3.3.5 Benzil and benzophenone (for each) Not more than 0.5%
3.3.6 Ethanol 9.0-11.0% v/v

3.3.7 Propylene glycol 37.0-43.0% v/v

3.3.8 Sterility Meet the requirement
3.3.9 Particulate matter Meet the requirement
3.3.10 Bacterial endotoxins Meet the requirement
3.3.11 Extractable volume Meet the requirement

3.4 ausNUAn1amAliavas drug substance: Phenytoin sodium BP2016

3.4.1 Identification Meet the requirement
3.4.2 Assay 98.5-100.5% of phenytoin sodium
(on the anhydrous substance)
3.4.3 Appearance of solution Meet the requirement
3.4.4 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%
3.4.5 Free phenytoin Not more than 1.0 ml of 0.1 M sodium
hydroxide is required
3.4.6 Heavy metals Maximum 10 ppm
347 Water Maximum 3.0%
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4.1.2 ludvetunsifeu vie.1 wide v.1 vesenilauesia wiouseasdeniitonsmuny
@mmwsuawﬁmﬁméﬁmuﬁ%umLﬁau (finished product specification) wagtan1mum
A wwRsTRgRy (drug substance specification) nsdifiegszninamsiUdsundas udly
Wisfuerdosuuienaisnsvendly (©.5) vmdey finished product specification lLag/
58 drug substance specification IagaeudluneuiulseniAussmasimdidnnsedind
warlaiiu 2 U o Sudsznimdszmasandidnnsednd

4.2 BN SUTRWINTTIUNSHENE

4.2.1 nydlewdnluvssnalvedndnsodiionarsuseauasgrunsndnemundninasivay
FBnsiirlunsudaely PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
MU PIC/S participating authorities vi3aillona133Us8IRTEIUNTHENINIY
v uTLay B M TRlUNTNENE BT RUAMENTTINITEMITUALEN NTENTN
as1angy TatmustulnefinudenadasuasinieutundninasTuas i sainlunis
wamen PIC/S lumnnenfiaueie atudngamusountsnsivaeulaeinanisusosieiu
Usgmevsznansiaididnnseing

4.2.2 nsdlgnidnansnslsema grandesliona1siuseunnsgiunisnanesundninas
wagdsnsfinlunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lngviiieeu PIC/S participating authorities atuanganiuseumnsisaeulaeinanis
FusestiviuuszmeadsemesimdidnnselindvsongnaenTn wdusnsd

1.3 loNansANN ML TaussIA1

4.3.1 anInsadiesevigunvedndoeienduiaguveudn (certificate of analysis of
finished product) Tugnsuiidadusaedng

4.3.2 HANIATINAT RN N INRAUVRIILNERY (certificate of analysis of drug
substance) Mlflunssdnssuiidadufesaiwesiinauasinaningiu

4.3.3 nanivisevidngududumnuduiusseningunisudavasingfuvesinediAy (drug
substance) 10 4.3.2 ﬂUiumswammwamm%mmms‘d (finished product) 9o 4.3.1

4.3.4 HAN"3ANY long term stability ma@ﬂ‘U’N’eJ’lEJ°U8\‘1EJ'WI‘?JH‘V]”LUSJHI’J%’]UNWUﬂﬂJ”ﬂi?JJﬂ’]S
DIMITHATYINTENTNETITUEY

4.3.5 nseillueng biological products i vaccines, blood products #esfitenansiuses
JUNSHAN (Lot release) AMNNTUIMIMAASAITUNNINTENTIENTITOUEY
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4.4 msUseiunneNdwey
4.4.1 Tufiuenyveswiiduweu
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4.4.1.1 lunsalfinanlulszimelng o1gvesenfidaeudedlidenndt 1 ¥ 6 iWewtuan
Fuildsweu
4.4.1.2 unsalinananneUseina o1gveseniidseudedlidtiosndt 1 Vduaniud
deeu
4.4.2 ywnneiideou wwfesddinamieluiusemanisinszensuiideoy
4.4.3 nsdifvesvmahnsguinegaiidueuiiodsnaTiemesinanin mhosnis
sfovimilsdeiowesedie Tnefiaussim (une) wvdesdeniiudnaudnaudinioe
swnsdwslieswiuanduifulevevdldienfdedumnmsinsziamnn
nsdimueliduluaugudnunsions mhsssmsveanndvdlifufinsanms
lueImenfananveiauesian ({ne) uas/viefudnluaiutoly
4.4.4 faves e ({ue) wdesiuBsugdloslndnuneny viodloifnnndeuanmie
Usznslagroutvualaglifiteuly
4.4.5 nsahfugnfideafiuinuguugll 2-8 ssriwaiBua Fesllonasuaniuasfusesind
ssuumsiivuardadendu cold chain system fAldnnsgrumdninast Good Storage
Practice (GSP) Uaz Good Distribution Practice (GDP)
4.4.6 nsdiduniidiosazans uaz/vieidenrsrould Fosdnanisinuanuesanimmdans
avanouaz/viaiiean ludhagmesiegasuiuuasaenadesiulenansindue
4.5 fiauesim () Busenilaslivberonis Jessliafeatulinmendmunniseyniudoan
fudeneiuvSefuienedudsiou
4.6 fiauesian u1e) Bugenlvieniand yeneuAsU A
4.6.1 n3gimhesvnsdesniudey Insdntetussiuima Lﬁumﬁuﬁﬂ%aﬂwﬁmsqmmw
waynI¥NTNEsTgY Tunemseviabeaiy
1.6.2 nadinansgunsviesIsien Tnsnsuinermansnsumd videvosufoinsild
UMIFIU ISO/IEC 17025 wanmsiasteiliilulunumasgiudetmvualudssmedsznin
srBidnnsedng
4.6.3 ﬂsa‘imémﬁwﬁawﬁmﬁgﬂﬁaﬂLﬁuﬁumﬂﬁaammcﬂmsJéhﬁmmﬂmzﬂssmmsm%mmwﬂu
Funamednynarionsane
4.6.4 ﬂiiﬁﬁwuﬁmum@mmwmﬂNé‘mﬁm%mﬁvimadwa(ﬁiaﬂﬁzﬁw%‘waLLazmmﬂaamﬁ’wia
felasuen
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AMENTIUAITEMITHAzET Tuszeznan 1 T neululseneuseninsimdidnnseiing
4.8 ﬂimmaﬁamwﬁiﬂfawmiummmfl“qumamuﬂmuﬂmvﬂsimmimmsLLausn NIENTNAEITITUEY
Tnindilsmeviamvun waztBulunuusemansznsisansisagy os LY WA 2561
Uay W& 2562 m@lmuaumLaﬂamnmﬁmwﬂ%ﬁuuwmaumma mﬂ"LaJermaiwmimsw
ﬂmmWﬂmammmmmv]ummuu
4.9 wnansduy
4.9.1 nsdfillldeduunuy (orlglnal) IMLLamﬁuaﬂmumiﬁnmmqﬂaunluuuw (clinical trial) w891
feiue Lﬂswm&mﬂummumememmamnm%mﬂsuamﬁwamnmamummmwu’tmauﬂ% status
epilepticus Rnan1tuduililivesuson uasdowiumsatuimounsnnsansmesmsumditseie
lugrudoya Pubmed, Scopus, Embase v3ensansidmilagsvinedse luussmelng
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pannaginsUsEiusiatUsznaunueidy (Price Performance)
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1. InaugisAn
2, Lﬂmsmﬂmmw (‘Ll']‘Vi'LlﬂiE]Elau 70) Usenaunig
2.1 mmmuﬁumaummamms (umuﬂsaaa‘v 25) Usznausme

2.1.1 WesgIunansiun 25

2.2 ﬂuaLauamummﬂmammauaauﬂ (hntinfevas 45) Uszneude
2.2.1 mmmwaqﬂgumms 20
2.2.2 ﬂma:uumwLaaﬂiu‘[wumamiﬂgumqu 25
JIUN YR 100

1.82mUsuani 1: nugis1an (Price) (Auuadviiniosas 30)
’i“UUﬁ]ﬂ‘lﬁ@ﬁ]ﬂﬁ}’]ﬂﬂ'}ﬂiﬁﬂ’aEJ’e)Lﬁﬂ‘VIﬁE]‘Llﬂﬁﬁ] yedunsUszanananzuuulianluiauasim

FoasTaguuu = 100 - (A velaussial - FAegA)/51AER) * 100)

2. mu,ﬂwanm 2: Lﬂilé‘?/lﬂﬂ«!ﬂ’]‘l/\l (ﬂ’"l'ﬂ‘l.éﬂ‘lﬂﬁﬂﬂﬁﬁ]ﬂﬁu 70)
Lﬂm%ﬂ’]’ﬂ‘lﬁﬂuLL‘L!‘L!LLau’Jﬁﬂ'ﬁ‘diuLiJ‘lJWﬁ’e)ﬂ'ﬁI‘lﬁﬂuLLuu“UENLLGlﬁSﬁLﬂﬂJ‘Z/I‘c’JE)EJ A9l

o/

2.1.1 wwsgrudndn (hwinderes 25) Tnefidrdreddumslviasuun sl

vveten (Fendelateniefiiazuuunnniian) asuuuifiu 100 AT

(n) e1lu WHO List of Prequalified Medicinal Products 100
(@) elusredenansnmiennannuazindn (GREEN BOOK)

(1) weunsl 2564 wisalniini 100

(2) weuwsnaw U 2564 - 50
@) 81luseTonanduaianfildunisfuses (Approved Medicinal List) Tng 100
Lﬂi@m&ﬂiﬂ‘w&)’m’mﬂauﬁﬂWUULLWVlSﬁ’]E‘IGﬁLLmﬂi”LVIﬁ‘l‘VlEJ
(@) TENanTITIATENEN 3 Lot Wnewesufuins ISO/IEC 17025 Mlaildguan 100
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2.2.1 amsgruesufiinis (hwiinSesas 20) lnedmdddumslinzuuu fd

Wideden (Benldvmnde) Avuuudiu 100 AZHUU

Maaﬂg‘umms‘mmuﬂ'mmmm'mammmummﬁ’m ISO/IEC 17025 AUA1S
%ﬂﬁ@UNﬁmﬂﬂJ%HTVILﬂ‘U@iWﬂ’] lusremsvagau

1. Assay 40

2. swmsmmaauauﬂ Vlmaamuwma%ﬂ'muﬁlu finished product speoﬁcatlon : 60
Mﬂﬂlﬂﬂéaﬂ‘l‘}muLQ‘W’]WUENEJ’ILLﬁlauﬁ"lEJﬂ’]iVIIiﬂWEJ’]UWﬁUi”ﬂWﬂ ﬂ’Wi‘LJﬂLQaEJﬂ‘“LLUULLW
azdowing fu (naden o fune wWyannin ¢ Intu) saufuwihiiu 60
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2.2.2 aauautRnideUsslovirom Uiy (hwith3esas 25) Tefiendnadelumslinzuuy fil

vhdetes (Bonldnnde) Asuuudu 100 ALY

(n) stability 13 ASEAN guideline on stability study of drug product wazidu 10
miﬁﬂwﬂmmmamw'lumwmam Tngaauiindneniiauesan

() 1mumisusaqmmgmmsanﬂmu,auﬂsumammwamﬂmsﬁiﬁmsﬂﬁi‘u
AMSAUYYILATNIEINYET AuNSnInuRUeIeInn1sountelan wag/msolay
ATNIUAIZNSTUNTITEIMSHATEN

(1) Good storage practice for pharmaceuticals products (GSP) 5
(2) Good distribution practice for pharmaceuticals products (GDP) 5
() dnan1sAnen Risk assessment 984 Elemental impurities Adnwluegn a0

mmﬁﬂ (Finished product) NEoULANINANTATINIATIEI Elemental
impurities Al4lun s Risk assessment fsnan agutfes 3 Lot

(1) usssauitiasfiuuas wazussy 1 mhese 1 usT9ins 20
(3) nwuzusRtu vial uazdidUnvinuiln flip-off w3e prefilled syr 10
(2) WAFENITBTBEN FEdIRYLAYAILLT UNAAINANTUBYTIRENEIUA 10

a9 Lifoendn 2 Tadiums

1 1
«f ey

FBnsuszfiursanslvinguuy ﬁﬁmm’ﬂﬁ’ﬂ”LLuumﬂLaﬂa'ﬁm,amaLauaaumuaumasmsnml,am
3 wea o
fannuandansey

AMZNIINNMIAVIUARNEDYEZIANE N
b~ ’S\MW
(weguilld Reshreayde) (wwstadng nilans) (WsanUssoun Anfegnyassn)

Phenytoin inj_2569




3.
AMsnTIesuAMENTAvaLnasitas Tuuiviedsd

4o 2.1.1 mmig'mwamﬂm% '
(ﬂ) NLauaﬁmmaww@nmiswma WHO List of Prequalified Medicinal Products mﬁana%ammaq@'mua
swtundai]
(%) wLauaﬁmmawmaﬂmiswwawasmgusw YIAUNINLRE wwam (GREEN BOOK) 199
ﬂiu’JVlEJ’lﬁ’lﬁmiﬂﬂiLLWMHWiBULaNﬁJ%LNHLLWi waEv LQWW“ﬁ’)‘LJVllIi"ISJ‘UEJEJ’]‘ZJENNLﬁUEJﬁ’]ﬂ’ﬂUﬂiGU
(m) NLauammmawmaﬂmﬁﬂwawamﬂmmmﬂmumii‘uaﬁaa (Approved Medicinal List) Tneia3aviy
I‘N‘INEJ’]‘U’I@ﬂauﬁm‘U‘uLLWVlEJﬂ']ﬁGI‘JLLVNU'i“’L‘VlﬂvLVIEJ WLI’SWEJ‘UE)EHLLﬂuNNﬁﬁ‘U@ﬂNLﬁuBi’lﬂ’ﬂUﬂi\‘lu
(¥) NtauaiﬂmmmEJuLaﬂmswamammi'lUwa'mmuluuaamﬂ 3 JUMIHGR mu
- ‘Vi’J‘Uaﬂﬁﬁﬂﬁl’JLﬂi'\“"ﬂﬁl@&lﬂUE]%Jﬂ’ﬂWJ‘UEWIi“UIu GREEN BOOK QU‘Uﬁ’]ﬁﬂ‘VIU‘S’IﬂQ'ﬁ’]EJﬂ'liEl’l‘leJmiJiU
Wenny e liieandiiade finished product specification muﬂmaﬂﬁ:}muLa‘V\I’lwﬁI‘NWEJ'IU'm‘UiuﬂM
- Naﬂ'ﬁm,ﬂs'wuumalmﬂu 5% ‘u‘Ui]’lﬂ’JUVluLﬂﬂﬁiUiENNaﬂ‘ﬁmi’ﬁnm‘i’]uﬂﬂ\‘l’mﬂi”mﬂﬂiuﬂ':lﬂi'lﬂ’]“l
- mnmLmﬂuvﬁﬂwmﬂgummwﬂﬂwaaﬂg‘UmmsfuaqmNacﬂm PAHIUAITTUTOIRNMUEINTANL
1w Igu ISO/IEC 17025 F1UATSNAADULITLAUDIIAT 1NNUINIU accreditation body fuansulusedvaina
(ILAC MRA Signatories (lnternatlonal Laboratory Accreditation Cooperation Mutual Recognltlon Arrangement
Signatories)) (NLauainmmawumLu'ﬂuwsaammmu ISO/IEC 17025 mawawgummswﬂaau) w3olay
munmummsmwmﬂgumms NSUANEIEERSNITUNNE NFLNTNEFITUEY MensavATeilaiaaluRng
ISC/IEC 17025 ?Ja\‘iﬁmuum‘mﬂwﬂuﬂivLmﬁl‘ﬂa‘mumsLsaurmﬂauwaﬂaw,ﬂa‘umams

8 2.2.1 wnsgrufiesUfifnig

NLaua5'1mmaa&mwnmi‘di‘“mmmawaaﬂgummWImumsi‘uia\‘imma’lmmmmmmﬁ’lu ISC/IEC
17025 f1uni1snaaaue lE@uss1A1 2INUUI89U accreditation body fvousulussduaina (LAC MRA
Signatories (International Laboratory Accreditation Cooperatlon Mutuat Recognition Arrangement
Signatories)) 1y d1iinaunsguiasufuRns NUANYANEARINIIUNNE NTENTIETITUEY

9 2.2.2 ﬂmauwmLaanyIﬂwmamsﬂgUmm

(n) NLﬁu@i’]ﬂﬁﬁlaﬂﬂul@ﬂﬂ’l’iﬂ'ﬁﬂﬂ‘l’i’]ﬂ’)’liiﬂﬂﬁﬂ']'ﬂﬁ]’l (stability) W‘UUWSLUHUGI'ﬁUFJWHZJ‘UE] 24 ASEAN
Stability Study Guideline ludonnas ASEAN Harmonization Product on Pharmaceutical Reglstratlon Fui
26 §UAN W.A.2551 IﬂEJVI"IﬂWiﬁﬂ‘L%ﬂ’J’]ﬁJﬂ\‘iﬂﬂ']‘WEJ']((Ong term) ‘wam‘w.ﬂu 302 °c mm‘vuauwma 75+5% RH
maam‘m.ﬂu 5£3 °c ARDADIYUDIEN LLﬁ“’ﬂ’]’iﬂﬂ‘E"ﬂUﬁﬂ'ﬂ b34 (accelerated) ‘wsazuLaﬂmsmawanmuuamm
ﬂ’]iﬂﬂ‘tﬂﬂ')'mﬂﬂﬁﬂ’TWELU‘EJﬁ‘NVINaWIG]EJEZHUVINEWIEJ’]WLEUEJ?’]FH
(@) NLﬁuﬂ‘é’]ﬂ’WI’e)x‘iEluLEJﬂﬂﬁLLﬂﬂﬁﬂ’ﬁvLﬂ3‘Uﬂ'1iiUi@ﬂNWﬁi%ﬁuﬂTﬁLﬂUiﬂ‘lﬂLLauﬂiu’MUEJWI’]EJ‘ViﬂﬂLﬂm‘l’l’)ﬁﬂ’limmu
mMIiusnwinaznszaneen (Good storage practice for pharmaceuticals (GSP), Good distribution practice for
pharmaceutlcals (GDP) mwaﬂmm%‘uaaammsammﬂaﬂ LLﬁS/‘VﬁE]IﬂEJﬂ'mﬂ\‘i’mﬂmgﬂiimﬂ?i@’]%ﬂ‘iua“‘%ﬂ

(m) NLauasmwawuwnmimamiﬂﬂm Risk assessment 989 Elemental impurities fidnuwlugn
a'lLiﬁ]ﬁJ(leshed product) WEouuAAINANITRIITILATIER Elemental impurities #14lun15@nw Risk
assessment AInaT aeatey 3 Lot . '
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specification) Wagdarivuaguninvesingiu (drug substance specification)
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