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o.@ Finished product specification : Latanoprost o.oo0&% w/v ophthalmic
solution (USP &a)

k) Test items Specifications

@ | ldentification, Meet the requirements .

o | Assay . ®o.0 — ®@®0.0% of the Labeled amount of
Latanoprost |

o | pH b.é&-bhe

@ | Sterility test. Meet the requirements,

o | Osmotarity. bdo-moo mosmaol/kg .

o | Particulate matter. Meet the requirements .

& | Benzalkonium chloride, mg/ml ®o.0-0@0.0% of L.C. (L.C =olo mg/ml) .

« | Related substances . Meet the requirements -

mlo Drug substance specification: Latanoprost (USP €a) .

ih) Test items _ Specifications -
@ | dentification. Meets the requirements .
o | Assay. &a.0% - @olo.0% of Latanoprost {on the dried basis)
e | Organic impurities
- Isopropyt.
diphenylphosphorylpentonoate NMT o0.e % -
- Latanoprost related compound B | NMT o.& %.
- Latanoprost related compound A ~| NMT ;.& %,
- Any unspecified impurity NMT o.@ %
- Total impurities_ NMT o.& % .
& | Latanoprost related compound £ | NMT oo %-
& | Water determination, NMT .o %
v | Residue on ignition . NMT o.&o %
o | Optical Rotation +ona” O +ans”
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