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48 Test items Specifications
1 | Identification - Comptied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of Carbocysteine lysine salt
3 | pH - 6.0-7.0
4 | Impurity - Complied with finished product specification
5 | Microbiological test - Complied with finished product specification
6 | Volume in Container - Complied with finished product specification
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U8 Test items Specifications
1 | Identification - Complied with finished product specification
2 | Protein Concentration - 90.0-110.0% of the labeted amount of Evolocurnab
3 | Sterility - Complied with finished product specification
4 | Bacterial endotoxins - Not more than 0.17 endotoxin units/mg
5 | pH - 4753
6 | Extractale volume - Not less than 1.0 ml
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U8 Test items Specifications

7 | Particulate matter - Size 2 10 lm not more than 6,000 /container
- Size 2 25 Llm not more than 600 /container
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Omalizumab 150 mg for Injection
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3. ﬂmﬁmummsmﬂu%aa Finished product

mamsmifmmﬁwﬂmmwLﬂu‘lﬂmu finished product specification Fslramvsdeouds
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3.1 #MMIUeEY

4o Test items Specifications
1 | Identification - Complied.with finished product specification
2 | Assay - - 185-225 mg/vial
3 | pH - 58-6.5
4 | Bacterial endotoxins - Complied with finished product specification
5 | Sterility test - Complied with finished product specification
6 | Uniformity of dosage units - Complied with finished product specification
7 | Water - Not more than 3.0%
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ia Test items Specifications

8 | Constituted solution - Complied with finished product specification
9 | Osmolality - 273-455 mOsmol/kg

10 | Degradation product - Complied with finished product specification
11 | Particulate matters - w2 10 Um LA 6,000 suna/container

e 2> 25 tm iy 600 syna/container

3.2 WSURIMaZANe

Specifications

U9 Test items

1 | pH - Complied with finished product specification
2 | Sterility test - Comptied with finished product specification
3 | Bacterial endotoxins - Complied with finished product specification
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9 mj = F
Salmeterol 25 mcg/1 dose + Fluti}a@%pége}g@}é{e 50 mceg/1 dose suspension for

inhalation, lzétoﬁa'(’)fe/inhalation

1, Fag1 Salmeterol 25 mcg/1 dose + Fluticasone propionate 50 mcg/t dose sus'pension for
inhalation, 120 dose inhalation
2. grusudanaly
2.1 gunuu \usngmdmiadan viin metered dose inhaler
22 dywlszneu  dszneumsafinen  Salmeterol xinafoate %éaamgjaﬁ‘u Salmeterol 25
mcg/dose wae Fluticasone propionate 50 mcg/dose F1uruliitesni
120 doses T 1 wiheussg
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e Test items Specifications
1 | Identification - Complied with finished product specification
2 | Mean delivered dose/ex-actuator content

- Salmeterol - 18.9-23.1 mcy

- Fluticasone propionate - 39.6-48.4 mcg

Content Uniformity of Delivered dose - Complied with finished product specification
4 | Mean fine particle mass

- Salmeterol - 7-13 mcg

- Fluticasone propionate - 14-26 mcg
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waxA3nsfiRtumssdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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4.5.

4.6.

4.7
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