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CERTIFICATE OF ANALYSIS
Material/Product Name | CABERGOLINE(USP)
Batch Number CBG-FPS/24001 Quantity 100.00 gm
Mfg. Date Jun-2024 Retest date May-2026
S. No. | Test Parameter Specification Result
Almost White
01 Appearance White or almost white crystalline Crystalline
powder
Powder
Freely soluble in alcohol (96%);
Soluble in 0.1 M hydrochloric
02 | Solubility acid; very slightly soluble in Complies
hexane; Practically insoluble in
water.
Identification By
The IR spectrum of sample
03 a. IR absorption concordant with that of standard Complies
spectrum
b. Specific Optical Rotation Should comply with the test Complies
Specific Optical Rotation (On

04 . -77° to -83° -81°
anhydrous basis)

05 Water Content (%ow/w) NMT 0.5% 0.20%

06 Residue on Ignition NMT 0.1% 0.05%

07 Heavy Metals NMT 20 ppm Less than 20 ppm

08 | Assay (on anhydrous basis) NLT 98.0% and NMT 102.0% 99.50%
Related Substance by HPLC (% w/w)

Cabergoline related compound D? NMT 0.1% 0.02%

0 Cabergoline related compound BP® NMT 0.1% 0.02%
Cabergoline related compound A¢ NMT 0.3% 0.04%
Cabergoline related compound C¢ NMT 0.3% ND
Any Other Impurity NMT 0.10% 0.04%

Manufactured By: Ceyone Life Sciences Private Limited. Plot No. 4M, 4M1 & 4L, APSEZ, De-
notified Area, Atchuthapuram Lalam Koduru (v), Rambilli (M), Anakapalli-531011
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Total Impurities NMT 0.8% 0.20%
Residual Solvents
(a) Dichloromethane NMT 600 ppm ND
(b) n-Heptane NMT 5000 ppm 1400 ppm
10 (c) Methyl tert-butyl ether NMT 5000 ppm 550 ppm
(d) Acetonitrile NMT 410 ppm ND
(e) 4-Fluorotoluene NMT 64 ppm 10 ppm
(f) Methanol NMT 3000 ppm ND

Remarks: The material Complies with the above specification

Storage Condition: Preserve in tight containers, protect from light. Store in a tight container at 2-8° C.
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