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Alteplase &€o mg for injection
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Foun Alteplase &c me for injection
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Funaen yophilize Ysneminidle dmsuiadwaondensi

Usznaumesig Alteplase (Recombinant human tissue - type plasminogen activator) &o
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Finished product specification

@,
.

Identification Complied with finished product specification

Biological Potency &o.0 — @@d.o % on the label in USP Alteplase
units, the potency being &go,000 USP Alteplase
units/mg of protein
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Finished product specification (#®)
m. Protein

Monomer content
pH

Water

Bacterial endotoxins
Sterility

Parficulate matter

A8 2 U kA

- Size = @0 um

- Size =2 o& um

Drug substance specification
@. |dentification

. Biological Potency

@éd.o - @ee.o % of the total protein content
stated on the label

Not less than «&.o %

oo — ela

Not more than & %

Not more than @ USP endotoxin unit/mg
Complied with finished product specification

Not more than b,oco particles/container

Not more than boo partictes/container

Complied with finished product specification
®o.0 - @@d.0 % on the label in USP Alteplase
units, the potency being &so,000 USP Alteplase

units/mg of protein

an. Protein content Complied with finished product specification
& Peptide mapping Complied with finished product specification
&. Bacterial endotoxins Not more than @ USP endotoxin unit/mg
. Single-chain content Not less than bo.o %
/
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Budesonide/Formoterol Teubuhaler ebo/e.& mcg/puff , 60 dose
TssnenunawsyUATATOEHY

fay Budesonide/Formoterol Teubuhaler evo/e.& mcg/puff , 60 dose
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Finished product specification

®. ldentification

B, Assay

Budesonide

Formoterol

o. Budesonide - impurities and degradation products

Specified related substances in total

@b (alfa) - hydroxyprednisolone

D - homobudeasonide

be - dehydrobudescnide

ec,a& - dehydrobudesonide

Unspecified related substance in total

Individual unspecified related substance

& Formoterol - impurities and degradation products

Related substances in total

D wd&ma
Peak A
Peak B

Individual unspecified related substance

&. Delivered dose

Budesonide

Formoterot

o. Fine particle dose

Budesonide

Formoterol
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Meet the requirements

@b - axs Mg/c
&& - &€& me/g

Not more than e.0 %
Not more than o.& %
Not more than o.& %
Not more than o.& %
Not more than o.& %
Not more than o.¢ %
Not more than oo %

Not more than .o %
Not more than o.& %
Not more than o.« %
Not more than o.& %
Not more than o.« %

abE - exlo mcg/dose
a.& — m.e mcg/dose

&e - @ow mcg/dose
om.o — &€& mcg/dose
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Fluticasone Furoate Nasal Spray loa.& mcg/puff, ebwo dose
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Jaen Fluticasone Furoate Nasal Spray be.& mce/pull, mwo dose
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Finished product specification

@. |dentification Complied with finish product specification
b. Assay «¢ - @od % labeled amount
o, pH &o - v.o
o -
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Finished product specification (si)
&. Preservative content
- Benzalkonium chloride «o - amo %
- Disodium edentate wo - e®o %

&. Mean dose delivered

- Beginning of bottle oo - m@.b mcg/spray

- End of bottle om.& - me.'o mcg/spray
. Droptlet size distribution by laser diffraction

- Mean Deo o - & nm

- Mean Dé&o &0 — @m0 NM

- Mean % droplet less than @o nm  Less than e.&

o. Number of medicated sprays Not less than elbo sprays
&. Weight of content & - eo.d ¢

«. Microbial limits Complied with finish product specification

Drug substance specification

@. |dentification Complied with finish product specification
b. Assay & — @ob % labeled amount
o, Residual solvent
- Propan-2-ol Not more than o.e %
- Ethyl acetate Not more than o.@ %
- Total solvents Not more than oo %
& Water content Not more than oo %
&, Residual on ignition Not more than o.e %

. Particle size distribution by laser diffraction
- D, o.®) 0.6 — @.& Mmcm

- Median size by volume D (v, 0.&)  e@. - & mcm
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