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Phenytoin sodium 100 mg prolonged-release capsule, hard

1. Foe Phenytoin sodium 100 mg prolonged-release capsule, hard
2. gruaNdAalY
2.1 yUuwy Wugrdmivusenuriauaugauuusengrisu
2.2 dwlsenau Usenausiesien Phenytoin sodium 100 mg lu 1 uauga
2.3 MyurUIIy usIglumauslaain Jasduuas uazAY
2.4 287N
- spyfiosn duszneushendiduasmuuse Yundn Tudueny wuiikdn wasawmsdouhiu
gl iogndmauuuusIing
- VunurUTIEeEntaedesTEyTesvietenisfn dulsEnaularuIAALLSIYBEY (avil
wan Sudueny My

3. guanUANImALln
Nan”l'ﬁmi’izﬁﬂmﬂ’lwtﬂulﬂmu Finished product specification Wag Drug substance
a . = - [ . s =l s o 13 i ar
specification  Aig19BsALNdYATUaTUIREINU FelavanzileunediinauanenssuNITEMITUAZEN
3 l‘&’ ol o o =3 L7 4 Ll i =1 I I at o o o
n3ENTIEASTNEY Mtinduiuilisededsaduatuiifieuinvielmindunaspundusiiulasisu
dl dl o ar 4 al
Vi3 MUUTENIANTINTIAEIBITUAY 1389 T8YANTIET WA, 2561 a9un 6 Sunal w.A. 2561 (assznalu
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3.1 Finished product specification: Phenytoin sodium 100 mg prolonged-release
capsule, hard (USP 41)

Test Items Specifications
1.Identification Meet the requirements
2.Assay 95.0-105.0% of the L.A. of Phenytoin sodium
3.Uniformity of dosage units | Meet the requirements
4.Dissolution test Test 1:

NMT 45% (Q) in 30 mins
NMT 60% (Q) in 60 mins

NLT 70% (Q) in 120 mins %38
Test 2:

NMT 45% (Q) in 30 mins
NMT 65% (Q) in 60 mins

N33UNTT
- \
W L A 3 (O
(Wey.an35md Junzes) (ney.vityun 599) (ney.01 A3 Muzd)

GPU 313257 [V2408]




NLT 70% (Q) in 120 mins

5.Impurities - Phenytoin related compound A (Diphenylglycine): NMT 0.5%
- Phenytoin related compound B (Diphenylhydantoic acid): NMT 1.0%
- Any individual unspecified degradation product: NMT 0.2%

3.2 Drug substance specification: phenytoin sodium (USP 41)

Test Items Specifications
1.Identification Meet the requirements
2.Assay 98.0-102.0% (on the dry basis)
3. - Heavy metal %39 - NMT 20 ppm %38

- Elemental impurity #3588 | - n57961U

risk assessment report

4.0rganic impurities (Related | - Phenytoin related compound A (Diphenylglycine): NMT 0.5%
substances) - Phenytoin related compound B (Diphenylhydantoic acid): NMT 0.9%
- Benzophenone: NMT 0.1%

- Any individual unspecified impurity: NMT 0.10%

- Total impurities (excluding benzophenone): NMT 0.9%

5.Loss on drying NMT 2.5%

e - seyiatie Dissolution iU Uniformity of dosage units luulenansuanisuazidenna
MIn5293A3e9 mndilaudalilulu CoA
- ndifaansdouudamsiu (waive) n1snsieasviinseitesenislialiiuansonans
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4. Joulvdy 9
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4.1 wnansnisinsuaygwdunsideuisveniedminelulsemelneg uazduns (declare) unaendn
. 4’ =i o e < £ 1 =i
4.1.1  Tuddgynstunzitoumiuen (Me.2 8.3 vu.4 %38 82 Lauansal)
o J el 4 1 24 e Lo
4.1.2  Turvedunsilou ve.1/6.1 YBIMAUBTIAT NIBNTILALBEANITBNITAIUANANAINYEY
- s '3 dag =l u ». “ L a
NaRNUNAUNYUNZLUBY (finished product specification) LagUaNINUAANNTNYDY
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wuuenasnsvauily (8.5) umeu finished product specification Wag/%3e Drug
Substance specification
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VANINUIIBNIINALUNIINANE PIC/S (Pharmaceutical Inspection Co-operation
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4.2.2

Scheme)lnevuasau PIC/S participating authorities ¥383LaNaITUTBWIATFIUNIINER
gIPUVANINeILAY ISR UNSNAREN VB I IINUANENTINNITOMNTUATE NTENTIN
a5y Servusiulneiimuaenndasuarinfisnfundninusiuayisnsiinlunisude
g1 PIC/S lumnagfiiausune atuaganiuseunsnsasulaeiinansiusesfieiud
Usymausgnansimaianinsing
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FBmsiialun1skanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ing
WU PIC/S Participating authorities atiuangamusaun1snsivaeulagiinanissuses
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43.1

432

433

434

HANINTIVIATIVAUNINKENTNTIvaENER (Certification of analysis of finished
product) Tugnguiidsiogne
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