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300748 : Acetylcysteine 600 mg effervescent tablet, 1 tablet
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2.1 Finished product specification

49 | Specification of finished product Acceptance criteria
In house

1 | Identification
- HPLC Correspond to Finished product standard

2 | Assay 90.0% - 110.0% of labeled amount

3 | Disintegration NMT 5 minutes

4 | Uniformity of dosage units (content uniformity) Not more than 15.0

5 | Impurities, degradation products (Related
Substance) (by HPLC)
- L-cysteine NMT 1.0%
- L-cystine NMT 1.0%
- N,N’-Diacetyl-L-cystine NMT 1.0%
- N,S’-Diacetyl-L cysteine NMT 1.0%
- Unknown Individual impurity NMT 1.0%
- Total impurities NMT 2.0%
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2.2 Specification of Active pharmaceutical ingredient (API)

%9 | Specification of API DR Bl
Ph.Eur 10.0
1 | Appearance White or almost white, crystalline powder or
colourless crystals.
2 | Solubility: Freely soluble in water and in ethanol (36 %),
practically insoluble in methylene chloride
3 | Identification First identification:A, C.
Second identification:A,B,D,E.
A. Specific rotation Complies with the test for specific optical rotation
B. Melting point 104 °C to 110 °C
C. IR absorption Complies with the API standard
D. Chromatograms Complies with the spectrum obtained with API
standard
E. Test of Solution S A dark violet colour develops
4 | Assay by HPLC (on dried basis) 98.5% - 101.0% (calculated with reference to the
dried substance)
5 | Appearance of solution S Solution S is clear (2.2.1) and colourless
(2.2.2,Methodll)
6 | pH (law1e Ph.Eur10.0) nsailvaininlinga 2.0to 2.8.
Wadeil
Specific rotation +21.0° to +27.0°
Zinc NMT 10 ppm
Loss on drying NMT 1.0%
10 | Sulfated ash/Residue on ignition NMT 0.2 %
11 | Related substances (by HPLC) :
-Impurity A (L-cystine) Ph.Eur Tvmaindn 10.0 1 NMT 0.50 %
asaaviadol)
-Impurity B (L-Cysteine) NMT 0.50 %
-Impurity C (N,N'-Diacetyl-L-cystine) NMT 0.50 %
-Impurity D (N,S-Diacetyi-L-cysteine) NMT 0.50 %
Any other impurity (for each impurity) NMT 0.50 %
Total impurities NMT 0.50 %
wnEgme  NMT = not more than

1.83%8
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