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RAW MATERIAL SPECIFICATION

Title : Ritonavir USP (Item No. 41033105) Spec. No.  : SP-AK30-R9
Reference(s) : USP 38 p.5200-5203 Rev. No. : 03
Other Requirements : GPO Specification Page :1/3
USP 38
Test Items Specification
Description White to off-white powder.
Solubility Freely soluble in methanol and in methylene chloride; very slightly soluble in acetonitrile ;

practically insoluble in water.

Identification
A. Infrared Absorption (197K) | The FT-IR sample spectrum should be concordant with standard spectrum.
B. HPLC The retention time of the major peak of the Sample solution is within 2% of the retention

time of the major peak of the Standard solution, as obtained in the Assay.

Water Not more than 0.5%, determined on 0.500 g.

Heavy metals Not more than 20 ppm, Method II.

Residue on ignition Not more than 0.2%, determined on 1.0 g.

Organic impurities Mixture of ureidovaline and N-deacylvaline ritonavir | : Not more than 0.1%.
Acetamidoalcohol : Not more than 0.1%.
2,5-Thiazolylmethyldicarbamate : Not more than 0.1%.
Hydroxyritonavir : Not more than 0.3%.
Hydantoin aminoalcohol : Not more than 0.1%.
Ritonavir hydroperoxide : Not more than 0.1%.
Hydantoin-oxazolidinone derivative : Not more than 0.1%.
Ethyl analog : Not more than 0.1%.
Mixture of BOC-aminoalcohol and isobutoxy- : Not more than 0.1%.

carbonyl aminoalcohol

Oxazolidinone derivative : Not more than 0.1%.
Ureidovaline isobuty! ester : Not more than 0.1%.
4-Hydroxy isomer : Not more than 0.1%.
3R-Epimer : Not more than 0.3%.
Aminoalcohol urea derivative : Not more than 0.1%.
3R,5R-Diastereomer : Not more than 0.1%.
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USP 38 (continued)
Test Items Specification

Organic impurities (continued)

5R-Epimer

: Not more than 0.1%.

Diacyl valine urea

: Not more than 0.1%.

Divalinyl analog

: Not more than 0.2%.

O-Acyl ritonavir

: Not more than 0.1%.

Any other individual impurity

: Not more than 0.1%.

Total impurities

: Not more than 1.0%.

Assay

97.0% to 102.0% of C3;H,sN¢OsS,, calculated on the anhydrous basis.

X-ray diffraction

The X-ray diffraction pattern conforms to that of USP Ritonavir RS, if used in a solid

dosage form.

GPO specification

Test Items

Specification

Particle size by Image Analysis

Not less than 90.0% by number of particles that are smaller than 50 um.

Tapping volume

5.0-g portion occupies not more than 30 ml when tapped down 20 times at 3-mm drop

height and at a rate of 250 drops/minute.
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Product Information

Approved source (s) Refer to current version of Approved Vendor List of Ritonavir USP (Item No. 41033105).

Sampling plan P plan : for Identification.
VN+1 :for other tests.

Testing procedure Tests to be performed as per current version of WI-AK30-R9.
Storage condition To be stored in tight, light-resistant containers. Store between 5 °C and 30 °C.
Retest period 1 year after first testing date.

History of changes

Rev. No. Description Effective date
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