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Clopidogrel 75 mg tablet
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2.1 Finished product specification (USP)

g9 | Specification of finished product Acceptance criteria
1 | Identification
A. UV absorption UV spectrum: corresponds to standard
B. HPLC The retention time : corresponds to standard
2 | Assay 90.0 to 110.0 % of labeled amount
Uniformity of dosage units Meet the requirements
4 | Dissolution test” Not less than 80 % (Q) of the labeled amount
of clopidogrel is dissolved in 30 minutes
5 | Water content NMT 1.7%
6 | Impurities
- Clopidogrel related compound A NMT 1.2%
- Clopidogrel related compound C NMT 1.5%
- Any other single impurity (excluding NMT 0.2%

clopidogrel related compound B)
- Total impurities (excluding NMT 2.5%

clopidogrel related compound B)
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2.2 Specification of Active pharmaceutical ingredient (API) (USP, Ph.Eur.)

Acceptance criteria

Specification of API

USP

Ph.Eur.

1 | Appearance

white or almost white

powder

2 | Identification (USP)

A. Infrared absorption

B. HPLC

C. Reaction of Sulfate

IR Spectrum: corresponds to
standard
The retention time:
corresponds to standard

Positive

3 | |dentification (Ph.Eur.)

A. Specific optical rotation
(anhydrous substance)

B. Infrared absorption
spectrophotometry

c. Enantiomeric purity

D. Reaction of Sulfate

Carry out either tests Tests
A, B, D or Tests B,C, D
+54.0 to + 58.0

IR Spectrum : corresponds to
standard

Complied with specification

Positive

4 | Assay (on the dried basis)

97.0% - 101.5 %

99.0% - 101.0 %

5 | Impurities

Water content (Eur.Ph)

- Residue on ignition (USP) NMT 0.1%
- Sulfated ash (Ph.Eur.) © NMT 0.1%
- Organic impurities
® Clopidogrel related NMT 0.2% NMT 0.2%
compound A
® Clopidogrel related NMT 0.3% NMT 0.3%
compound B
e Any other impurity NMT 0.10% NMT 0.10%
® Total impurities NMT 0.5% NMT 0.5% ......
_ Limit of Clopidogrel related NMT 0.5% NMT 0.5%
compound C (Enantiomeric
purity)
6 | Heavy metals - NMT 20 ppm
7 | Loss on drying (USP) or NMT 0.5%
NIMT 0.5%
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