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AMANLIANIZVDIEY

Phenytoin sodium 250 mg/5 mL solution for injection/infusion, 5 mL vial

1. ¥own Phenytoin sodium 250 mg/5 mL solution for injection/infusion, 5 mL vial

2. gruandAialy
2.1 3wy
22 d@wulszneu
23 MYULUTTY

waslagussglunass

24 281N

uansazanela Lifid Uneanidie dwiudadmasaidens
Usznaumesien Phenytoin sodium 50 mg/ml U3ues 5 ml Tu 1 vial
UsTlunwugdmsuussyendatiiauni Usieanide desiuuas wietlosiu

- 5¥Y¥eYn duusznaumendAguarauns Tundn Tudueny laufinds

waziauneileuiuenlisgrsdnauuuussyium
- UUNYULUTIYRENUBLABITE YUV BY0N19N15AT dIuUsenaulas

YUINAINUTIVDIET LaUTINER TuFuerylidaiou

3. auauvAnImaia

Han17nseigun miluluniu Finished product  specification  Wag Drug  substance
specification  i19Bsanadsuatuiisatu Seldvanzdousdedinnuauenssunisemsuagen
NITNTNATIINUAY V?aﬁLﬂé’%ﬁﬁ%’Uﬁ'l‘t’fé’NﬁqﬁmLﬂuaﬁuﬁLﬁa‘uwim?a‘lmiﬂ'hmmsg”nul,nﬁ"usi’w%’u‘lmﬁﬁ'u
uils muUsEnIAnTENTNENTNAY 509 SEYMTIE WA 2561 aeTuil 6 SurnAu W, 2561 (aaUsene
Tus1wfeangunw Sufl 12 puaius w.e. 2562) KAZUSEAANSENTNAISITUAY 1309 S8ysTen @Uu

7l 2) W, 2562 aviuil 3 nINNIAN W.A. 2562 (aaUsemAluswiaayunw Fuil 26 NINIAL 2562)

3.1 Finished product specification: Phenytoin sodium injection USP 41 #5@ BP 2016

Test Items

USP 41

BP 2016

1.ldentification

ATINY

MY

2.Assay 95.0-105.0% of the L.A. of 4.75 - 5.25% w/v of
Phenytoin sodium Phenytoin sodium

3.pH 10.0 - 12.3 11.5-121

4. Weight per mL - 1.025-1.035 ¢

5.Benzyl and benzophenone

By thin layer chromatography
NMT 0.5% of each

6.Ethanol (Alcohol)

9.0% - 11.0%

9.0 % - 11.0% v/v

7.Propylene glycol

37.0 % - 43.0%

37.0 % - 43.0% v/v

8. Bacterial endotoxins

NMT 0.3 USP Endotoxin
Units/mg of Phenytoin

Complied with finished
product specification

(ney.nuaduYl Baudiusuiasy)

(Wey. AUAWS IO ;’gﬁuw%’mﬁ)
5 @7""7 2

(ngy.210AT ANULA)

(ney. vy vUn 53%8)
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9. Sterility test or pyrogen test | A52961U ATIU
10. Volume in container MU MIIINIY
11. Particulate matter AU MY

>10 pm: NMT 6000
particles/container

>25 um: NMT 600
particles/container

3.2 Drug substance specification: Phenytoin sodium USP 41 %58 BP 2016

Test Items

USP 41

BP 2016

1.ldentification

ATIWY

MFIU

2.Assay

98.0-102.0% (on the dry

basis)

98.5-100.5% (anhydrous
substance)

3. - Heavy metal %39
- Elemental impurity 393l
risk assessment report

- NMT 20 ppm %38
- NFIINY

- maximum 10 ppm

4.Organic impurities

(Related substances)

- Phenytoin related
compound A: NMT 0.5%
- Phenytoin related
compound B: NMT 0.9%

- Benzophenone: NMT 0.1%
- Any individual unspecified

impurity: NMT 0.10%

- Total impurities (excluding
benzophenone): NMT 0.9%

- Impurity E: NMT 0.3%
- Impurity C: NMT 0.2%
- Impurity D: NMT 0.15%
- Unspecified impurities: for
each impurity NMT 0.10%
- Total impurity: NMT 0.5%

5.Free phenytoin

AU

6.Loss on drying

NMT 2.5%

7.Water

Maximum 3.0%

AW - *5eYave Dissolution fiu Uniformity of dosage units Tiiuulenansuanssvasidunna

M3n5393A51e9 ndilawdalilulu COA

- ATENIANLLTYULIINITAU (Waive) NISASIVADUIATIERYDII8NSIAIABULAALDNENS

wanguAINa1INlasuayiRcae

§ o
4. Qauleudu 9

4.1 wnasnsiasuaygntunzdeusisueiedminelulsemealne uazdung (declare)

N BNAGE
ASSUANS ?)

(ney.nuaduyl Baudiusuiasy)

(ngy.21nAT AUEA)
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411 Tuddymstunsdousiiuen me2 ne3 ned vie 82 udusnsdl)

012 ludwetunsdousn e 1/0 1 veseniiiauesia wieuswasiBeaviatons
PN WYBSHARSstuTiunziTeu (finished product specification)
wazdervuaguamuasiagiu (drug substance specification) nsdiftegsewing
nsiasuulasudlufindy sgdpsuuuenarsdiuinmaenisveudly (o 5) i
W58y finished product specification waz/138 Drug Substance specification

4.2 1BNATTUTOINATTIUNINEREN

421 nsdiemanluUszmalng gruandosdidiunnmaenideiusewnasgrunsnan
BIPUMNINAITIENSTIRLUNISHAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Ingnuaea1u PIC/S participating authorities nI9dlonans
%"UiaammgwumwﬁmmmwﬁnLﬂmszﬁu,asfi%msﬁﬁlumiwﬁmmmaaﬁwﬁmm
ABIENTIUNTONIUALEN NIEMTNASITAY Bervustulnedinawaonndes
wasiaLionfundninausiuagisnmsiinlunissdne PIC/S lumnaeillausune
atuahgamuseumsnsraasulneiinanisiusesisiuiiussmedsznasmaidn
Insind

122  nsdidueniudenisseme frudadesdlionansiusewnsgunndneniu
waNNaeTIENSARLUNSKAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Iagwineau PIC/S Participating authorities atuaiganu
seumsnvasulasdinansiusesieiuivsemaUsznmnnadidninsindvde
MADADNELANUAINFNTE

4.3 lonansAuN MBI Taues A

431 WaNINTIVIATIAUNINNENSUIIUBENEAR (Certification of analysis of
finished product) Iuaﬁi:uﬁddﬁ’aaii’m

432 wanmnTeinunmingiuvesiiendidny (Certification of analysis drug
substance) ﬁ"l‘i’flumsmﬁmmiuﬁfhLﬂuﬁaaéwaﬁ'qmadﬁmﬁmﬂwLLazQ'wﬁmi’mqﬁu

433  enasusenangIuBudumNduNuSTEnIUNINARveIngAuveIied Rty
(Drug substance) 49 4.3.2 fugunsuanvondnsusidnsagy (finished
product) 98 4.3.1

434 wan135An®1 Long term stability @11 ASEAN guideline on stability study of
drug product maamhamq*uaamﬁ‘lﬁ“guwmﬁauﬁﬁ’uﬁﬂﬁmmﬂmsﬂisumi
9IMTUAZY NTENTNAITITUAY

4.4 §7981981

441  dauena dosdiiognsesginies 1 mhoussyingt Judufuuuans
swandunldnsuiiunuiirimualuideruauiivhludadunelu 5 5u
NAIRNAUDITIAN

4.5 msUseiugunwenTidwey

NIINANT
; ??”Wﬁﬂ‘“f’) ........ 2(3“’1\/\ ......................... S et
(Wey.@n35m Junze3) (Wm.ﬂuﬂWiqu%Jmﬂ) (ney. v ¥eyrun 599)
ac B3 Mgl LI G acato s o
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4.5.1
452

453

454

4.5.5

giidaeudsionglilalidesnin 1 T 6 Weutiuaniudwey
gvnaIndidaey sgfesdsdnunnmaeluusesanisnsniinneieniuiids
uay

nsdifivihesmsvinisquiegeidweuiiiedinsniinsinunin e
swmsagimilidedosediietn Tnsdueasdesdseuiudnaudnauinie
wnsdwmIlnTeiuasdufuiaveudliseifadedunmsniesegy
A nsaiiwuhebidulunmuandnuusians mhesmnisveanuavsli
fuRasanmsiaueTmeIfananves fusuas/misduanluaiasely
funeazsesudsusidoslndvuneny viieulaiinmsidenanwiieysens
10 q neurmuslaghifiteule
syuumsiiulazdndenitldunmnsgrunumdninast GSP (Good Storage
Practice) Wwag GDP (Good Distribution Practice) Inguansionaisusznau (I
wanaenansfilFunIsiusessEuL)

4.6 1BNATIY 9

4.6.1

4.6.2
4.7 glaussim

4.7.1

4.7.2

4.7.3

nsdiefiauelildendunuy (original drug) Fesiinanisiiny bioequivalence
yeseiauemaUTouiisuiusfuuuulneisnsinudeadulunuvdninas
wazuuuuRlumMsAnwdianyavessandyvesdninnuanznssunisems
WATEN NTTNTNANTITEY

Tudanmansa9AsIE9 Elemental impurities %393 Risk assessment report
for elemental impurities 819899 3naua1 ICH guideline 3o US
Pharmacopoeia

(Hune) Buvenlvionidndygrneuasuruagadl
nsdinansguATIvlteeisniannsAvetmansnisumdvievesUfuRns Al
WM ISO/IEC 17025 wamsnsiadinseviliidulumusnnsgudaimun
nsdindnsusieniaigniFonifuiunniiomanlasdninnuanenssunsenns
wazen Tt nanvesdyy evdoasune
nscinudgmaunmainwdndusifienadwmaseussavsuauazanaonsiuse
Fuaeilasuen

4.8 mhEJWzmnsmaaqauﬁw§1ﬁ§uﬁ%ﬁimwmﬁmﬁ’m%mﬁﬂﬂizi’ﬁgﬂL%'amﬁuﬁuiﬂaﬁwﬂ’mm
AENTTUNMIIMMTUazelusTasian 1 UneuSudulenansiauesimmsdngensai
5. MsUsEliuAIUIEANSANAB51A1 (Price Performance)
YA BALAAIBNANTINUNATIUSTEUUSEAVE WA S I TILLULN

shun'1s%'usaaﬂmznssumsﬂcué'nvmmawwﬂaaen

Phenytoin sodium 250 mg/5 mL solution for injection/infusion, 5 mL vial

NIINANT )J °Y\~L
o AN R 20N .
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