
Catalog Number:

Product Name: Pramipexole dihydrochloride monohydrate

Test

CAS Number: 191217-81-9
Molecular Formula: C10H17N3S 2ClH H2O

 Molecular Weight: 302.268

Lot Number:
sc-280015

CERTIFICATE OF ANALYSIS

ResultSpecification

Native Source:

SAMPLE

Appearance White or almost white crystalline powder White crystalline powder

Enantiomeric Content ≤0.50% 0.05%

Identification Specific optical rotation Conforms

Identification Enantiometric impurity D not more
than 0.5%

Conforms

Identification Gives chloride reaction Conforms

Identification (Infrared Spectrum) Conforms to structure Complies

Purity (HPLC) 99.0%~101.0% 100.1%

pH 2.8~3.4 3.01

Residual Solvents Acetone ≤5000ppm
Ethanol ≤ 5000ppm
Chloroform ≤60ppm
Ethyl acetate ≤5000ppm
Tetrahydrofiran ≤5000ppm

Not found
200ppm
Not found
89ppm
Not found

Solubility Freely soluble in water, soluble in methanol,
slightly soluble in ethanol and practically
insoluble in dichloromethan

Complies

Solution (Color) Not more intensely coloured than reference
solution Y6

Complies

Optical Rotation (α20/D) -67°~-69.5°(C=1.0, methanol) 68.1°

Heavy Metals ≤10ppm < 10ppm

Related Substances Impurity A (≤0.15%)
Impurity B (≤0.15%)
Impurity C (≤0.15%)
Any unspecified impurity (≤0.10%)
Total impurity (≤0.50%)

0.114%
Not found
Not found
Not found
0.114%
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Sulfated Ash ≤0.1% 0.05%

Water Content (KF) 4.5%-6.5% 6.00%
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