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0. ¥oun Alteplase &o mg for injection (GPU : béanlo®)
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blo. duUsenou Usznousesen Alteplase ¢o mg Tu o vial wiauvinazansulums ¢o ml
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o. ANANUANIUNALA

nansnsniaswinuaiduluau finished product specification wag drug substance
specification ignaBsannindusinuatuifeatiu FaldavuidvudodtinuanenIsuNITOIMITHALE)
nsemsREISNEY Minduiiuiligd Weaduatuiliisuviwielmininnasgrundusiniuladidu
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m.@. Finished product specification: Alteplase &o mg for injection

) Test

Specification (USP «®)

@ | Identification

Complied with finished product specification

lo | Assay
- Biological potency

- Protein content

o.0 - @ad.0% of the potency stated on the label in USP

Alteplase units
| &0 - @@.0% of the total protein content stated on the
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label

e | Uniformity of dosage unit Complied with finished product specification
@ | Percent monomer Not less than «&.0%
& | Single-chain alteplase No peaks or shoulders in the sample solution that are not
content present in the standard solution are found; Not less than
oo%
o | Constituted solution Complied with finished product specification
¢ | Single-chain alteplase Not less than 0%
content
@ | Monomer content Not less than «&.0%
« | pH o.e —od&
@o | Water content Not more than &.0%
e@® | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg
el | Sterility test Sterile
@ | Biological reactivity test, in Complied with finished product specification
Vivo
o« | Particulate matter Complied with finished product specification
a.o. Drug substance specification: Alteplase
Yo Test Specification (USP )
® | ldentification Complied with finished product specification
Tg- Assay
- Biological potency 0.0 - @ed.0% of the potency stated on the label in USP
Alteplase units, the potency being ¢so,0o00 UPS Alteplase
unit/mg of protein
e | Chromatographic purity The sample solution exhibits three major bands in the region
between ob,000 Da and me,000 Da, corresponding to the major
bands from the standard solution. The Carboxymethylated
sample solution exhibits six major bands in the region between
«lo,&oo Da and &&,000 Da, corresponding to the major bands
from the Carboxymethylated standard solution.
@ | Bacterial endotoxins Not more than & USP Endotoxin unit per mg of Alteplase
& | Single-chain content No peaks or shoulder in the sample solution that are not present |
| &\
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‘ in the standard solution are found; Not less than ©o%
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- Drug substance specification f1sINTUAATIEYOENER drug substance wiBluTiATIER
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substance) 18 .mlo fuunisnanvendniusindniagy (finished product) 1o
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i'lt}m'iﬁ \@.....Sodium valproate oo mg sustained-release tablet
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6. Toun Sodium valproate &oo mg sustained-release tablet (GPU : beaoloo)
o, AuaNURN?lY
4 o= ar
©.e. JULUY Jusdinguuuusengriuu (sustained release) ¥linuussniu

blo. @muszney Ussneusiesen Sodium valproate ¢oo me lu o Win
o, MYuLUssy UTIgluntusleain desfummnty wavussiusiesiuuas
.. 2N
- szyfenn wiadenian1sfn dauvsyneudiendify YuIRALLTIVET 1aY
neilouiue luiindn uindnuasiuniney
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a. AuENUANIIMALA
@.@. Finished product specification: Sodium valproate &oo mg sustained release

) Test _ Specifications (BP boeb)

@ | ldentification Complied with finished product specification

o | Assay @d.0 - eod.c% of labeled amount of Sodium valproate

o | Uniformity of dosage unit Complied with finished product specification

« | Dissolution test
- After @ hour ®o - mo% of the labeled amount of Sodium valproate
- After en hours mo — &o% of the labeled amount of Sodium valproate
- After o hours &o - wo% of the labeled amount of Sodium valproate

& | Related substance/Chromatographic purity
- Impurity K Not more than o.lo%
- The area of any other secondary peak | Not more than o.e%
- Total Not more than o.a%

a.lo. Drug substance specification: Sodium valproate

) Test ~ Specifications (BP boab) |
@ | Identification Complied with finished product specification
o | Assay «e.& - @oe.o% of labeled amount of Sodium valproate

| (dried substance)

/ b % T
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o | Heavy metals | Not more than o.cole% (6o ppm)
@ | Acidity or alkalinity Complied with finished product specification
¢ | Related substance

- Impurity K Not more than c.ed%

- Unspecified impurities (for each Not more than o.od%

impurity)

- Total impurity Not more than o.lb%
o | Chlorides Not more than o.0le% (woo ppm)
o | Sulfates Not more than o.ole% (woo ppm)
& | Loss on drying Not more than b.0%
WHBLNA

- W7v8 Dissolution wag uniformity of dosage unit I UUULBNATTUARISIIASIDEANANTTATIY
Siesrevmniileudsranduandusarliluly Certificate of analysis (COA)
- ns@faamufundinisdu (waive) wamsrvaeulessisiensia Wduwanienansvingiu
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- Drug substance specification wm‘stu'm"mlmm'i'\.,wm:dnam drug substance violuiasign
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memmzwmwumnmﬁmwauﬁl‘u (u.¢) un3eu finished product specification
Wway/wie drug substance specification TnsvauflyneuiulsyniraeusAmioysznin
srBiEnnseting wazlitiu o U a JuvssnmedeunaviieUssnnsiadidnnseling
&lo. WONANTTUTOWNRTFIUNTHANE"
oo, nsdlwmaslusmalne guandoidiienansiusennnsgiunIHaaemuvannusiuas
Fennsiislunnswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
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W9 PIC/S participating authorities %38 H1BNa135UTBMINTFIUNITHARLINL
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substance) MdlunswangjuitdadudoswiwenineuazinanTagiu
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a.@. Finished product specification: Phenytoin extended release @oo mg capsule

_ﬂ'ﬂ Test Specifications (USP @)
@ | Identification Complied with finished product specification
o | Assay &¢.0 - @o.0% of labeled amount of phenytoin
o | Uniformity of dosage unit Complied with finished product specification
& | Dissolution test Complied with finished product specification
& | Impurities:
- Diphenylelycine (DPG) Not more than o.¢%
- Diphenylhydantonic acid (DPHA) | Not more than @.0%
- Individual unknown impurities Not more than o.lo%
- Total impurities Not more than &.&%

a.o. Drug substance specification: Phenytoin sodium

5 ) Test Specifications |
@ | Identification Complied with finished product specification
Assay ¢a.o - mow.o% of labeled amount of phenytoin

Related substance
- Phenytoin related compound A | Not more than o.«%
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- Phenytoin related compound B | Not more than o.«%

- Benzophenone Not more than c.e%

- Total impurities (excluding Not more than o.«!%

benzophenone) _ _ |
& | Heavy metals Not more than o.colk%
& | Loss on drying (Dry it at @od °C for | Not more than l&.¢%
& hours)
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