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a.e. Finished product specification: Alteplase ¢o mg for injection

Specification (USP )

«0.0 - @ed.0% of the potency stated on the label in USP
Alteplase units
*&.0 - @ee.0% of the total

protein content stated on the

v ... M Usssunssumns CAUC I ATIUNT ATO e AITUATS
(WeanaBian anegn) (wudan uamas) (WIS ndnsd)

Wewwndgugng sty WdunsEuIAS

Complied with finished product specification




n Uniformity of dosage unit Complied with finished product specification
Percent monomer Not less than «¢.o%
& | Single-chain alteplase No peaks or shoulders in the sample solution that are not
bo0%

content present in the standard solution are found; Not less than

Constituted solution Complied with finished product specification
¢ N

Single-chain alteplase ot less than vo%

content

Not less than a6
e fon

o.e - o

Water content Not more than «.0%
Bacterial endotoxins Not more than & USP Endotoxin unit per mg
m_

@m | Biological reactivity test, in Complied with finished product specification

Vivo
Particulate matter Complied with finished product specification

.o, Drug substance specification: Alteplase

et Specification (USP ao)

Identification Complied with finished product specification

Assay

- Biological potency ®0.0 - @ad.0% of the potency stated on the label in USP

Alteplase units, the potency being ¢xo,000 UPS Alteplase
unit/mg of protein

Chromatographic purity The sample solution exhibits three major bands in the region

between vb,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
«,&oo Da and &&,000 Da, corresponding to the major bands

from the Carboxymethylated standard solution.
Not more than @ USP Endotoxin unit per mg of Alteplase
No peaks or shoulder in the sample solution that are not present

; 4 :
QWD Uszmunssums YD e T ATIUNTT @YD e A33UNT

Bacterial endotoxins

& | Single-chain content
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.— in the standard solution are found; Not less than bo%
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& | Dissolution test
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@0 ~ ao% of the labeled amount of Sodium valproate
o —~ &% of the labeled amount of Sodium valproate
€0 - alo% of the labeled amount of Sodium valproate

- After @ hour
- After e hours
- After © hours
Related substance/Chromatographic purity

= Impurity K Not more than o.lv%
- The area of any other secondary peak

- Total

Specifications (BP woab)
Identification Complied with finished product specification
% of labeled amount of Sodium valproate
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E Loss on drying Not more than lv.0%
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B0l re Specifications (USP e

Identification Complied with finished product specification

_ *€.0 - @0d.0% of labeled amount of phenytoin
Uniformity of dosage unit

o |
Dissolution test

& | Impurities:
- Diphenylglycine (DPG)
- Diphenylhydantonic acid (DPHA)
- Individual unknown impurities

- Total impurities Not more than @.¢%

o.lo. Drug substance specification: Phenytoin sodium
et Specifications
Complied with finished product specification

Identification
. &&.0 ~ ®0b.0% of labeled amount of phenytoin

Complied with finished product specification

Complied with finished product specification

Not more than o.&%

Not more than &.0%
Not more than o.0%
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Not more than o.«%
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- Phenytoin related compound B | Not more than o.«%

- Benzophenone Not more than o.#%
- Total impurities (excluding Not more than o.«%
benzophenone) ‘
& | Heavy metals Not more than o.col%
Ij Loss on drying (Dry it at @o °C for | Not more than v.¢%
@ hours)
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