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Our laboratory is carrylng out an Inlernational Collaborative Study with the World
Health Chrganization {(WHO}, lor the dalinition of the First International Standerd of
Recombinant Human Prolactin {rec-hPRL), having offered 1o give paricular emphasis to
physico-chamical characterization of the Iyophilized preparations. These are the
Recombinant-hPAL Internationdl Standard (WHD 97/714), Glycosylaled (WHO S8/580)
and MNon-Glycosylated (WHO 98/582) hPRL and a Chemical Refaraenca Standard (hPRL-
CRS5) more specilically prepared lor physico-chemical studies, which was first provided
in solution.

A novel reversed-phase high performance liquid chromatography (RP-HPLC)
methodology, already sel up in our laboratory, has been used for the gualitative and
quanlilative analysis of tha diflerent samplas, wih basis on lheir difterent hydrophobic
proporties. Isofarms with differant hydrophobicily have boen dotectad In all anmploa and
aspacially in hPAL-CAS, which had bean sant from London (UK} In solution and al room
lemparature. These dala, which have bean compared lo the classical high pardormance
siza excluslon chromalography (HPSEC) and SDS-PAGE analysis, indicate good
stability and reproducibility of the threa lyophilized samples, thatl can thus be proparly
used as Internalional Relerence Preparations for qualilative and quantitative purposaes.
not only lor immunoassays and bioassays but also lor physico-chemical assays.
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