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o.® Finished product specification

Test item Specifications
a. |dentification NTITL
. Assay for LLatanoprost ad.o - @od.o% of LC (LC = o.0& me/ml)
sn. Assay for benzalkonium chioride | &lo - @@0% of L.C. (L.C. = ole mg/ml)
& pH b - b
&. Sterility MR
{ ©. Osmolality b&o-bco mosmalskg
w. Related substances A1
| . Particulate matter ASIWTY
w9 200 microns A @o per m
| wun 2lo@ microns T3lAu & per ml
| w9 s@o microns LAy e per ml
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Test item Specifications
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. UTuneudanddiny w&.0-a0b.0% of Latanoprost

L=}

(calculated on the anhydrous and solvent free basis)

. Identification RS

3

. Residue on ignition NMT o.&c%

<. Related Substances | - Isopropyl diphenyl phosphorylpentanoate: NMT o.e%

- @& (s) Latanoprost (Related compound B) NMT o.¢%

- &-trans-Latanoprost (Related compound A): NMT .&%

- Latanoprost zcid {Related compound E): NMT oloo%

- Individual fmpurity (Any unspecified impurity): NMT o.00%
-Total impurities (Excluding Related Compounds A, B and F)
: NMT o.¢o%

&. Optical rotation +a6° £9 +oc ©
. Water determination | NMT b.c%
o. Residue on ignition NMT o.&c%

&. Residual solvent MY
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