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Carbocysteine

up in 120 ml

1. Hoen Carbocysteine lysine salt 9% Syrup in 120 ml

2. gauauiinaly
2.1 uuuy
2.2 dwlsznau
2.3 MBUBUITY
24 qamn
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Usznaudladen Carbocysteine lysine satt 9% USH3uTsy 120 ml
usglunuzusselingiln uasussyiasidoaiuie
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3. ﬁﬂiﬁﬂﬁ'ﬁﬂ’t%ﬂﬂﬁﬂ%ﬂ Finished product specification
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nan1snTliassigunwlulun finished product specification Fsldaamzidousie
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1) Test items Specifications

1 | ldentification - Complied with finished product specification

2 | Assay - 90.0-110.0% of the labeled amount of Carbocysteine lysine salt
3 | pH -6.0-7.0

& | 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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wagIsn1sTialumIranen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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1. %a&ﬂ Fvolocumab 140 mg injection
2. quandEnaly
2.1 pduuy Huansazaneusrandola it
2.2 drlssnay  Usznaudedaen Evolocumnab 140 me lTuuSums 1 ml
23 amuzussg  usigluinmidaemieudadalulf (pre filled autoinjector) kaguTTTMN
Uaaiuuas
2.4 aa1n - ssyflosn dssnoumendiduaseniuuss Tundn Sudueny wuilkan
waztarzlauiiue lidaauusnguuussgdum
- vumeusuTTgEedslipedasssydenwietensdn duustnauray
WIRANsILRTBIET nafindn fudueny Teddaieu
3. gausniinnunailaved Finished product
wam‘m‘sw"‘nﬂmzﬁqmmmﬁﬂﬂmm finished product specification WWag drug substance
specification @aldaansiiiausodiinnunmenITunToMILAYET NTENTIEIETNAY

{a Test items - Specifications
1 | Identification - Complied with finished product specification
2 | Protein Concentration - 90.0-110.0% of the labeled amount of Evolocumab
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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b Test items Specifications
7 | Particulate matter - Size 210 Wm not more than 6,000 /container

- Size Z 25 Llm not more than 600 /container
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1. forn Omalizumab 150 me for Injection
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3.1 dMmUNeE

49 Test items Specifications

1 | Identification - Complied.with finished product specification
2 | Assay - - 185-225 mg/vial

3 | pH - 5865

4 | Bacterial endotoxins - Comptied 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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U Test items Specifications
Constituted solution - Complied with finished product specification
Osmolality - 273-455 mOsmol/kg

10 | Degradation product - Complied with finished product specification

11 | Particulate matters - e 2> 10 pm Biiu 6,000 syap/container

- qum 2 25 m llifiy 600 aynie/container

3.2 Amiunaniiazang

0 _ Test items Specifications

1 | pH - Complied with finished product specification
2 | Sterility test - Complied with finished product specification
3 | Bacterial endotoxins - Complied with finished product specification
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Salmeterol 25 mcg/t dose + Flut{c cm!gg%o‘ep\hs{e 50 mcg/1 dose suspension for

inhalation, 120 dose inhalation

1. ¥981 Satmeterol 25 mcg/1 dose + Fluticasone propionate 50 mcg/1 dose suspension for
inhalation, 120 dose inhalation
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) Test jtems Specifications
1 | ldentification - Complied with finished product specification

2 | Mean delivered dose/ex-actuator content
- Salmeterol - 18.9-23.1 mcg
- 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 mce
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