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QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS
Product : TESTOSTERONE USP — QG AR. No. : QCD/FP/MB/0033
Batch No. :8011TS1IN Release Date : 13/04/2018
Mfg.Date I Apr-2016 Batsh size :48.84 Kg
Expiry Date : Mar-2020 Specification : TSIBPCITS1/PSIISP
:;_ TEST RESULTS _ SPECIFICATIONS
01, | Deseription Slightly Greamy white crystaliine | While or slightly creamy white
powder. Is cdoress. and is|crystals or crystaline powder. is
stable in air. cdorless and is stable in alr.
02. | Solubility Freely soluble in dehydrated | Fresly soluble in  dehydrated

alcohol and  in  chloroform; | alcohol and in chioraform; soluble
soluble in dioxane; slighlly |in dioxane; slightly soluble in
soluble in ether, practically | ether, practically insoluble in

insoluble in water, water.
03. i dentification g
A, ByiR ) infrared abszomption spectra of | Infrared absorption  spectra  of
sample is concordant to that|sample is concordant to that
obiained with the standard. obtained with the standard,
B. By Uv The UV absorption spectra of 10| The UV absorption spectra of 10

ugfmi solufion of Test and{upg/ml solution of Test and
Standard in Methanol, exhibit| Standard In  Methanol, exhibit
maxima and minima at the | maxima and minima at the same

.| same wavelengths. wavelengths.,

04. | Melting Range 154.8°C to 156.0°C Beiween 153 °C and 157°C

05. Spféiﬁc Rotation at +103.5* Between +101.0° and +105.0°
25

06. |Loss ondrying 0.35 % wiw Not more than 1.0 % wiw
(under vacuum for 4 hrs)

+07.-|Assay (ByUvy — — lae7% — ——— 1 97.0% o 103.0% of CiwHaCron{
dried basis

08. | Residual Solvents
Methanot Below Disregard Limit Not more than 3000 ppm
Acetone tow Disregard Limit Not more than 5000 ppm
Pyridine Not detected Not more than 200 ppm
Triethylamine Not delected Not more than 320 ppm
Additicnal test:

01. |Particle size distribution § 17.9 prn Dn (98%): For Information only
{By wet method) .

Remarks: The above sample conforms as per above specifications. 1
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FAGRON IBERICA, S.A.U
Corresponde gljote de Fagron:

Direttor Técnico




